MIHICTEPCTBO OXOPOHMU 3/I0POB’A YKPAIHA
HAKA3

Kuis
30 BepecHs 2025 poky Ne 1503

IIpo jaep)kaBHY peecTpariio (mepepeecTpaiiiio) JKapCbKHX 3aco0iB (MeJUYHHMX
iMyHoOio/ToriuHHX MpernapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaliiiHUX MaTepiasiB

BignoBigHo 1o cratti 9 3akoHy YKpainu «IIpo jikapceki 3aco6u», MyHKTIB 3, 26,
30, 49 TIlopsigky pepkaBHOI peectpallii (TiepepeecTpaiiii) JiKapCbKuUX 3aco0iB,
3aTBep/KeHOro MocTaHoBor KabiHety MiHicTpiB Ykpainu Big 26 TpaBHs 2005 poky No
376 (B pepakiiii mocraHoBu KabiHety MiHicTpiB Ykpainu Bim 26 kBiTHa 2024 poky Ne
529), ab3a11y gBafIATE IT’ITOr0 MiANMyHKTY 12 myHKTY 4 ITosioykeHHs 1po MiHicTepcTBO
OXOPOHU 37I0POB’sl YKpaiHH, 3aTBePKeHOro 1mocTaHoBol KabiHeTy MiHicTpiB YKpainu
Big 25 Oepe3ns 2015 poky Ne 267 (B pemakiiii moctaHoBu Kabinety MinicTpiB Ykpainu
Bif 24 ciuna 2020 poky Ne 90), Ha mifcTaBi pe3y/bTaTiB €KCIePTHU3W peeCcTpaljiiHuX
MaTepiasiB JiKapchbKUX 3aco6iB (MeAUUHMX iMyHOOiOMOTiUHMX TIperapariB), 1[0 To/aHi
Ha Jlep)KaBHY peecTpallito (mepepeecTpaliito) Ta BHECEHHS 3MiH [0 PeeCTpaLliiHUX
MarepiasiB, MPOBeJIEHUX JepP>XKaBHUM MiANPUEMCTBOM «Jlep>KaBHUM €KCIePTHUW LIeHTP
MiHicTepcTBa OXOpPOHM 3[0pOB’S YKpaiHW», BHUCHOBKIB 100 e(eKTUBHOCTI,
Oe3reyHoCTi Ta SKOCTi, IL[OJ0 eKCIePTHOI OL[iHKM CIIiBBiZHOIIEHHSI KOPUCTh/PU3UK
NiKapcbKoro 3aco0y, 10 TIPOMOHYETHCS [0 Jep»kaBHOi peecTpaliii (mepepeectpatiii),
1110/10 BHECEHHS 3MiH /I0 peecTpalliiHUX MaTepia/iB Ta peKoMeH/allii oro Zio JAep>KaBHOI
peectpailii (riepepeectpaiiii) abo BHeceHHSI 3MiH [0 peecTpalliiHMX MarepiasiB, 1[0
HajiMmM A0 MiHicTepcTBa OXOPOHM 3[0pOB’ST YKpalHU JIMCTOM Big 17 BepecHs
2025 poky Ne 2479/5.2-25,

HAKA3YIO:

1. 3apeecTtpyBatu JikKapchKi 3acobu (MemuuHi iMyHOOiosoriuHi TpemapaTtu) Ta
BHeCTHU 10 [Iep>KaBHOT'O peeCTpPy JiKapChKUX 3aco0iB 3riHO 3 AogaTKoM 1.
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2. IlepepeecTpyBaTH JiKapchbKi 3acobu (MeanuHi iMyHOOiosOTiuHi TIperapaTu) Ta
BHECTH J10 []ep>KaBHOTO pPeeCTpy JTiKapChbKUX 3aC00iB 3TiIHO 3 0AATKOM 2.

3. BHecTu 3MiHM /10 peecTpallilHMX MaTepia/iB Ha JiikapcbKi 3acobu (MeauuHi
iMmyHobionoriuni npemnapaT) Ta 10 [lep>KaBHOTO pPeecTpy JiKapCbKUX 3aco0iB 3rifjHO 3
JI0IaTKOM 3.

4. ®apmaneptTiuHoMy ympaBimiHHiO (Onekcangpy I'pitjenky) 3abe3meunTt
OTIPU/TFOJHEHHS 1IbOT0 HaKa3y Ha odilliiiHoMy BeOcaliTi MiHicTepCcTBa OXOPOHH 3/]0POB’ S

Ykpainu.

5. KoHTpo/b 3a BUKOHaHHSAM 1[bOI'0 HakKasy ITOK/JAaCTW Ha 3acTylHUkKa MiHicTpa
Enema ApnamaHoBa.

MiHnicTp BikTop JISAIIIKO



BHOCATBHCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Bif 30 BepecHsa 2025 poky Ne 1503

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsioYeHHs
1. | TIBIKEUN TabneTtku, Wwo BiiB Benvka nepBuHHE Ta BTOPVHHE IcnaHisi/ Benvka peecTpauist Ha 5 pokis 3a He UA/14146/02/01
AncnepryoTbes, no Xenckep IOK | BputaHis nakyBaHHS!, KOHTPO/Tb BpuTaHis peyenmom nionszae
5 mr; no 60 Nimiteq SIKOCTi rOTOBOrO MPOAYKTY, Pestome MnaHy ynpaBniHHA
TabneTok y priakoHi; BUMYCK Cepii: pv3vkamu Bepcia 18.0 goaaeTbes.
no 1 dpnakoHy B "nakco Bennkom C.A., MepiognyHicTb NOAAHHA perynspHo
KapTOHHIlA KOpooLi IcnaHis; OHOB/IOBAHOrO 3BITY 3 6e3neku,
pasoMm i3 403y4nm BMPOGHMLTBO BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
LUMPULLEM | MIPHUM Hepo3dacosaHoro thapmakoHarnsgy, 3aTBepakeHoro
KOBMaYKoM NPOAYKTY, KOHTPO/Ib AKOCTI Haka3oM MiHicTepcTBa OXOPOHU
rOTOBOIO MPOAYKTY: 340pOB’A YKpaiHu Big, 27 rpyaHs
nakco OnepeiiwHc KOK 2006 poky Ne 898, 3apeecTpoBaHOro
Nimites, wo sege B MiHicTepcTBi tocTuuii YkpaiHu 29
LisNbHICTL 5K akco ciyHs 2007 poky 3a Ne 73/13340 (y
Bennkom OnepeiiLuHc, pefakuii Hakasy MiHicTepcTBa
Benvka BputaHis OXOPOHU 3[10pOB'A YKpaiHu Bif 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMU y NepiogNYHOCTI
NOAAaHHA PerynsipHyX 3BiTiB 3
6e3neku.
B.o. HayanbHMKA
®apmMaleBTUUHOI0 YIIpaB/IiIHHA Onekcanap I'PIHEHKO
Aopartok 2

[0 Hakasy MiHicTepcTBa OXOPOHU
3A00pOB’A YKpaiHu «po aepxaBHY

peecTpauito (nepepeecTpadito)




ITEPEJIIK

NiKapcbKnxX 3aco6iB (MeauYHUX

iMyHOGiosloriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux
Martepianis»
Bif 30 BepecHs 2025 poky Ne 1503

INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

BHOCATBHCA 4O JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma sUMYCKY
(nikapcbka gpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4eHHs

NINCTEP®

Tabnetku no 200 wmr,
no 10 TabneTtok y
6nictepi; no 2
6nicTepy B navi

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

nepepeecTpauis Ha HEOOMEXEHMWIA TEPMIH

OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby B
po3ginax "®apmakosioriyHi BiacTusocTi”,
"MokaszaHHs", "B3aemogist 3 iHLWMMK NiKapCbKMmn
3aco6amMu Ta iHWi BUAW B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar"”,
"Cnoci6 3acTtocyBaHHs Ta go3un", "Oitn"
BiAANOBIAHO A0 iHdopMaLii pethepeHTHOro
nikapcbkoro 3acoby (3OBIPAKC, TabneTtku), a
TaKOX OHOBJIEHO iH(hopMaLito B po3aini "To6iuHi
peakuii" IHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Wwoao
BaXX/IMBOCTI 3BITYyBaHHS NPo MoGiYHI peakyjii.
Pestome nnaHy ynpasniHHA pusmkamu Bepcis 8
fofjaeTbes.

MepiognyHICTb NOAAHHS PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBigHO [0
Mopsiaky 34iicHeHHs hapMakoHarnasgy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakasy MiHicTepcTBa OXOPOHU
37,0p0B'st YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogUyHOCTI NoJaHHsA
PErynsipHuX 3BiTiB 3 6e3MeKu.

3a
peuyenmom

He
nionsieae

UA/18320/01/01

NINCTEP®

Tabnetku no 400 wmr,
no 10 TabneTtok y
6nicTepi; no 2
6nictepu B navuj

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

nepepeecTpaList Ha He0OMEeXeHW TepMiH

OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeMYHOT0 3aCTOCyBaHHS Nikapcbkoro 3acoby B
po3ginax "®apmakonoriyHi BiacTusocTi”,

"MMokasaHHs", "B3aemogist 3 iHLIMMW NiKapCbK1MK

3a
peyenmom

He
nionsieae

UA/18320/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acob6amu Ta iHLWi BUAM B3aEMogin”,
"Ocob6NMBOCTI 3aCTOCyBaHHSA", "3acToCyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTtocyBaHHs Ta go3un", "Aitn"
BiANoBIAHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (30OBIPAKC, TabneTtku), a
TakoX OHOBJ/IEHO iHdhopMaLito B po3gini "MobiyHi
peaxuii” iIHCTpYKLii Ana MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby oo
BaXK/IMBOCTI 3BITyBaHHS NPO MoGiYHI peakuji.
Pestome nnaHy ynpasniHHA pusnkamu Bepcis 8
fofaeTbes.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIgHO [0
Mopsaaky 3AilicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif, 26 BepecHst 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.

NINCTEP®

Tabnetku no 800 wmr,
no 10 TabneTtok y
6nictepi; no 2
6nictepy B navui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

nepepeecTpauis Ha He0OMeXeHW TepMiH

OHOB/EHO iHGhOpPMAaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby B
po3ginax "®apmakooriyHi BiacTusocTi”,
"MokasaHHs", "B3aemogis 3 iHWMMU NiKapCbKMM
3aco6amu Ta iHLWi BUAW B3aEMOAIA",
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar"”,
"Cnoci6 3acTtocyBaHHs Ta go3un", "Oitn"
BiANOBIAHO A0 iHGhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (3OBIPAKC, TabneTtku), a
TakoX OHOB/IEHO iHdhopMaLiito B po3gini “MobiyHi
peaxuii” IHCTpYKLii A8 Megu4Horo
3aCTOCyBaHHSA NikapcbKoro 3acoby Lwoao
BaXK/IMBOCTI 3BITYyBaHHS NPO MoGiYHi peakuji.
Pestome nnaHy ynpasniHHA pusnkamu Bepcis 8
fofaeTbes.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIAHO f0
Mopsaky 3aiicHeHHs hapmMakoHariagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU

3a
peyenmom

He
nionsieae

UA/18320/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
340pO0B's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3MeKu.
4. | OKCOMOTUH | TabneTtkn no 5 mr, KOBEKC IcnaHis BUPOGHMLTBO, IcnaHis nepepeecTpaLisi Ha HE0OMEXEHWI TePMiH 3a He UA/3276/01/01
no 25 TabneTtok y C.A. NnepBUHHE Ta OHOB/EHO iHdhopmauito B IHCTpyKLi gns peyernmom nidnsieae
6nicTepi, no 1 abo BTOPUHHE MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
no 2 6nictepu y nakyBaHHs1, po3ginax "lMpoTunokasaHHsa", "B3aemopis 3
KapTOHHI Kopoobui KOHTpONb cepii (3a HLIMMKW NikapcbKMKU 3acobamu Ta iHLWi BUAm
BUK/THOYEHHAM B3aeMogijit", "3acTtocyBaHHs y nepiog BariTHOCTI
NOKa3HWKIB a60 rogyBaHHA rpyaat” (YyTOYHEHHS
"laeHTndikauis. incpopmawii), "MobiuHi peakwii” BigNoBigHO
Yo' 1a iHchopmawii Lwoao 6e3nekn 3acTocyBaHHS
"Mikpob6ionoriyHa nikapcbKoro 3acoby.
yucToTa'"), BUMycK 3aTBepAKeHO TEKCT KOPOTKOI XapakTepucTuku
cepii: nikapcbKoro 3acoby.
KOBEKC C.A., Pestome nnaHy ynpasniHHA puankamu Bepcis 1.0
Icnanis; [0Ja€EThLCA.
KOHTpO/b cepii 3a MepiognyHICTb NOAAHHS PerynspHo
nokasHukamu OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIgHO [0
"laeHTndikauis. Mopsaky 3aiicHeHHs hapmakoHariagy,
Yo" 1a 3aTBEpPXEHOro Haka3oMm MiHicTepcTBa OXOPOHM
"Mikpob6ionoriyHa 30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
yucrora'™ 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Na6opatopis Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
EueBapHe, C.A., pepakuii Hakasy MiHicTepcTBa OXOPOHU
Icnanis 340pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
5. | MAHAHTIIH TabneTku, BKpUTI BAT YropwmHa KOHTPO/1b SIKOCTI, MonbLia nepepeecTpauis Ha He0O6MeXeHWn TepMiH 6e3 niosnsieae UA/18351/01/01
DOPTE nNiBKOBOIO "T'epeoH BUNYyCK cepi: IYropuwwmHa OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans peuenma
060/10HKOI0 Mo 280 PixTep" TOB "TegeoH MEeAMYHOrO 3aCTOCYBaHHS NiKapCbKOro 3acoby y
Mmr/316 wmr; no 15 PixTep Monbwa”, po3gaini "MobiuHi peakwii” BignoBigHO A0 6e3nekn
Tabnetok y 6nictepi, MonbLa; 3acToCyBaHHSA Ajto4oi pevyoBuHY Ta B po34ini
no 2, 4 abo no 6 BMPOGHMLTBO "®dapmakoTepaneBTuyHa rpyna. Kog ATX "
6nictepiB y Hepo3acoBaHoro HafiaHo Po3LUMPEeHy Ha3By
KapTOHHIA ynakoBL,i NPOAYKTY, thapMakoTepaneBTUYHOI rpynu BigNOBIAHO A0
nepBrHHa MiKHapogHoro knacudikatopa BOO3.
ynakoBkKa, OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans
BTOPWHHA MeAMYHOro 3aCTOCyBaHHA /likapCbKoro 3acoby y
ynaKkoBkKa, po3gaini "Mob6iuHi peakwii" BignoBigHO A0 6e3nekn
KOHTPO/1b SIKOCTI, 3acToCcyBaHHSA [jto4ol pevyoBUHY Ta B po34ini
BUNYyCK cepi: "®apmakoTepanesTuyHa rpyna. Kog ATX "
BAT "l'egeoH HagaHo Po3LIMpeHy Has3By
PixTep", hapmakoTepaneBTUYHOI rpynu BignoBigHO 40
YropwumHa MiKHapogHoro knacudpikatopa BOO3.

Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.0
[opaeTtbes.
MepioAnyHICTb NOAAHHS PEryNsipHO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO f0
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

B.o. Haua/IbLHUKA
dapManeBTUYHOr0 yIIpaB/IiHHA

Onexkcanap I'PINEHKO




IIEPEJIIK

3ACOBIB

Moparok 3
[0 Haka3y MiHicTepcTBa OXOPOHU
3A00poOB’A YKpaiHu «po aepxaBHY
peecTpauilo (nepepeecTpadiio)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux
MaTepianis»
Big 30 BepecHs 2025 poky Ne 1503

JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU 40 PEECTPAIIMHUX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX

Ne Hassa dopma sUMYCKY 3assBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JZlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsioYyeHHs
1. | ABAPIrA® Kpansi o4Hi; no 5 mn Hosapric LLiBefiuapis Hosapric Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/10400/01/01
y thnakoHi- dapma Al MaHydakTypiHr HB 3MiHu | TUny - 3MiHKM 3 AKocTi. AdI. peuenmom

KpanenbHuui; no 1
donakoHy-
KpanesnbHuULi y
KOpoOL,i 3 KapTOHY

Brpo6HMLUTBO. 3MiHa BUPOOHUKa
BUXIAHOIO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHNYOMY MpoLeCi
Adl, ab0 3miHa BUpobHMKa (BKIOYaKouK, ae
HeobXiZHO, MicLie NPOBEAEHHS KOHTPOJIH AKOCTI)
Al (3a BigcyTHOCTI cepTudpikarta BigNoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
[0CbE)(3MiHM 0 3aX0piB, NOB'A3aHMX 3
KOHTposiem A®l, abo foaasBaHHS AifbHUL, Ae
NPOBOAUTLCS KOHTPOL/BUNPOOYBaHHS cepii)
popaHHAa Solvias France, Zone Industrielle, Rue
du Canal d’Alsace, Hombourg, 68490, France sk
BMPOGHMKA BifNOBifaIbHOTO 38 KOHTPO/Ib SKOCTI
A®I| 6pnH30namig. 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®|. Bupo6HMLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MPOMXKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCSA Yy BUPOOHNYOMY MPOLIEC
Adl, abo 3miHa BUpo6HMKa (BKIOYaKouK, ae
HeobXifHO, MicLie NPOBEAEHHS KOHTPOIH0 AKOCTI)
A®| (3a BifgcyTHOCTI cepTudpikarta BiANoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[0CbE)(3MiHM 40 3aX0p4iB, NOB'A3aHMX 3
KoHTponiem A®I, abo gogaBaHHA AinbHULI, Ae
NPOBOAUTLCSA KOHTPO/IL/BUNPOBYBaHHSA cepii)
nopaHHa Carbogen Amcis AG, Hauptstrasse
145, Bubendorf, 4416, Switzerland sk




n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

BMPOGHMKA BiAMNOBiJa/IbHOTO 3a MPOMIXHWIA
KOHTPO/Ib AKOCTi APl 6puH3onamig,. 3miHu | Tuny
- 3MiHu 3 sKocTi. A®l. BupobHMLUTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NpoOMKHOrO
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci AD|, abo 3miHa
BMPOGHMKa (BK/OYaloun, e HeobxigHo, Micue
npoBefeHHs KOHTPOo AkocTi) APl (3a
BiICYTHOCTI cepTudpikarta BifgnoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[0CbE)(3MiHM 0 3aX0piB, NOB'A3aHMX 3
KoHTponem A®I, abo gofasaHHA AinbHULI, Ae
NPOBOAUTLCS KOHTPO/b/BUMNPOOYBaHHS cepii)
nopaHHa Alkon-Couvreur NV, Rijksweg 14, 2870
Puurs, Belgium sk Bupo6Huka BignosigansHOro
3a KOHTpO/Ib sikocTi A®| 6puH3onamig,. 3miHu |
TMny - 3MiHK 3 AkocTi. APl BupobHuuTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NpOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HUYOMY npoueci AdPl, abo 3miHa
BMPOGHMKa (BKIHOYAKOUM, Ae HeOBXiAHO, Micue
npoBefeHHs1 KOHTPOsIo sikocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3
KOHTposiem A®I, abo foaasaHHS AinbHUL, Ae
NPOBOANTLCSA KOHTPO/b/BUNPOGYBaHHSA cepii)
nopaxHs Siegfried El Masnou S.A., Camil Fabra
58, El Masnou, 08320 Barcelona, Spain sk
BMPOGHMKA BiAMNOBIfaIbHOTO 38 KOHTPO/Ib AKOCTI
A®| 6prH30namig. 3miHu Il Trny - 3miHun 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MPOMIXHOro NPOAYyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIECI
A®I, abo 3miHa BUpOOHYMKa (BKOHaKun, ae
HeobXiAHO, MicLe NPOBEAEHHS KOHTPOSIIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMY
[0cbe)(BBEAEHHS HOBOro BMPOGHNKa Adl 3
HajaHHAM macTep-chaiina Ha A®l) gogaHHa SCI
Pharmtech, Inc., No. 61, Ln. 309, Haihu N. Rd.,
Luzhu Dist. Taoyuan City 33856, Taiwan sk
anbTepHaTUBHOIO BUPOGHMKa cybcTaHLil
6puH30Namigy 3 HaaHHsaM mMacTep-chaiina Ha
A®I [ASMF(EMEA/ASMF/01518)].

nocsi0OYeHHs

ANIOPIHK®

MOPOLLIOK ANt
OpasIbHOro PO3UYUHY
3i CMakoM NINMOHY;
no 4,8 r B cawle; no

10 calue B naui 3

AT
"®apmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro

3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT Ans

6e3
peyenma

niosnsieae

UA/14813/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapToHy

MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY y3roi)XeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKLUT 4719 MEANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis "Bsaemogis 3
HLIMMKM NikapcbKMKU 3acobamu Ta iHLWi BUAm
B3aemogiin”, "OcobamBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwji" BigNOBIAHO A0 pekomMeHAaaL il
PRAC.

TepMmiH BBELEHHS 3MiH - NPOTAroM 6 micsuiB
nicns 3aTBepKeHHs.

ANAPIHK®

MOPOLLIOK A5
Opas1IbHOTO PO3UUHY
3i CMakoM YopHoi
CMOPOAMHN; N0 5,2 T
B caue; no 10 cawue
B nauyLj 3 KapToHy

AT
"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
HCTPYKLUT ANA MeAMYHOro 3aCTOCyBaHHSA
nikapcbKkoro 3acoby Ao posginis "Bsaemogis 3
HLIMMKM NikapcbkMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwji" BigNOBIAHO A0 pekomeHaav, i
PRAC.

TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepAKeHHs.

6e3
peyenma

nionsiea
€

UA/14814/01/01

AK/®

Kpem 0,005 %; no 30
I Kpemy y
KOHTelHepi; no 1
KOHTEliHepy B
KapTOHHIlA KopooLi

Fangepma
CA

LLiBefiuapis

NABOPATOPII
FTANAEPMA

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHK WOA0 3aTBEPOKEHHS TEKCTY
KOPOTKOI XapakTepucTVKM NikapCbKoro 3acoby Ta
rapmoHisauii gaHux y po3gini
"PapmakogmHamiyHi BnactmeocTi"

3a
peyenmom

He
nionsieae

UA/19623/01/01

ANOE
EKCTPAKT
PIOKUIA

eKCTpaKT pigkuii ans
iH'eKUin no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi 3 naiBky,

AT
"Ny6Hndpap
"

Ykpaina

AT "ly6Huapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHn | TMny - 3MiHK 3 AKOCTI. [oTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y metofax

3a
peyenmom

UA/12761/01/01




11

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
no 1 a6o 2 6nictepu BMNPOOYBaHHSA rOTOBOTO /liKapCbKOro 3acoby
y nauuj; no 1 mn B (He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
amnyni; no 10 amnyn BMNPOGYBaHHS). 3MiHV Y METOZi KOHTPO/IIO 3a
y nauli 3 KapToHy 3 MOKa3HNKOM «CTepubHICTb». OHOB/IEHHSA
KapTOHHUMU BUKNAEHHS TEKCTY METOAMKMN Y 3B'A3KY i3 3BITOM
neperopogkamu npo nNepesipKy NpPUAATHOCTI MeToay
BMNPOGYBaHHSI CTEPU/ILHOCTI.
6. | ANTENKA cuporn; MNAT Ykpaina MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/12480/01/01
FANIMYDAPM | no 100 mn y 6aHL,i "Fannudap 3MiHn |l Tuny - 3MiHK 3 akocTi. A®L. (HLWi 3MiHK). peyenma
CKNsHil abo y m" Y 38'13Ky 3 peecTpaujeto B YkpaiHi ATEl
oNakoHi CKIsIHOMY; KOPEHA EKCTPAKTY CYXOIO, ekcTpakTy
no 1 6aHuj abo cyxoro (cy6cTaHuii) (PN Ne UA/20688/01/01),
h1aKoHy 3 I0XKKOH0 AKnii € gjtoyoto peuosuHoro 13 ANTTENKA
MipHOIO B nauuj; FANNYDAPM, cupon (PN Ne UA/12480/01/01,
no 100 mny Ne UA/12481/01/01), Ta HagaHHSAM BiANOBIAHO
chnakoHi oHoBrieHoro IM® Bif BUPOGHYVKA, BUHUKNA
nosniMmepHomy; no 1 HeobXifHICTb akTyanidyBaTn matepiasiv P Ha
oNakoHy 3 JTOXKKOHO N3 ANTENKA TAIVYDAPM, cupon, a came:
MipHOI0 B nauyj; 3.2.S.4. — BunyvaeTbCA 3aiiBa iHhopmauisa (onuc
no 200 mny NpoBefAeHHA aHanisy) 3a3HaueHa B AONyCTUMUX
h1aKkoHi CknsiHOMY Mexax creumdikaLii 3a NoKasHUKOM
abo nonimepHomy; “loeHTUdikauis nonicaxapugis ”; 3miHa KpuTepiis
no 1 cpnakoHy 3 NPUAHSATHOCTI 3a NOKa3HMKOM «MikpobionoriyHa
JIOXKKOKO MipHOI0 B yncrtota» 3 5.1.8.B Ha 5.1.8.C; BHeceHo B
nauui; MEeTOAN KOHTPOJII0 NOKa3HUK “"Baxkki meTanmn”; -
3.2. S.6- 3MiHa BTOPUHHOI ynakoBku Adl; -
3.2.S.7 - 3miHa ymoB 36epiraHHs A®l, a cave
Temnepartypu 36epiraHHs 3 “8-15°C” Ha “He
Bue 25°C".
7. | ANTEUKA cupon in bulk: no MAT Ykpaina MAT "ranuucpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: - UA/12481/01/01
FANIMYDPAPM | 100 mn y 6aHui "Tanuudpap 3MiHu 1l TUny - 3MiHK 3 AkocTi. ADL. (iHLWi 3MiHK).
CKNsIHilA, abo y Mm" Y 3B’A3Ky 3 peecTpaLlicto B YkpaiHi A/TTE[

oNakoHi CKIsiHOMY,
abo dprakoHi
noniMmepHomy; no 48
6aHOK CKNsIHMX, abo
NaKoHIB CKIAHUX,
a60 dhnakoHiB
noniMmepH1X y Kopobi
KapToHHOMY; in bulk:
no 200 mny
h1aKoHi CkNsHOMY
abo dprakoHi
nonimepHomy; no 30
pNaKOHIB CKASTHNX
abo chnakoHis
noniMepHUX y Kopoobi
KapTOHHOMY

KOPEHA EKCTPAKTY CYXOI O, ekcTpakTy
cyxoro (cy6craHuii) (PM Ne UA/20688/01/01),
AKUIA € Ajtouoto peyoBuHoto J13 ANTTEVKA
FTANNYDAPM, cupon (PN Ne UA/12480/01/01,
Ne UA/12481/01/01), Ta HafaHHAM BiAMNOBIAHO
OHOBNEeHoro AM® Big, BUpOOHUKA, BUHMKNA
HeoOXigHICTb akTyanisyBaTv matepianu P/ Ha
N3 ANTENKA FTANIMYDAPM, cupon, a came:
3.2.S.4. — BunyvaeTbCA 3aiiBa iHpopmauisa (onuc
NpoBeAEeHHA aHani3y) 3asHayeHa B AOMYCTUMUX
Mexax creundikau,ii 3a NoOKa3HUKOM
“laeHTudikalis nonicaxapuzis ”; 3miHa KpuTepiis
NPUAHATHOCTI 3a NoKa3HUKOM «MikpobionoriyHa
yuctoTa» 3 5.1.8.B Ha 5.1.8.C; BHeceHo B
MEeTOAM KOHTPOJII0 NOKasHUK "Baxki metanun"; -
3.2. S.6- 3miHa BTOPVHHOI ynakosku Adl; -
3.2.S.7 - 3miHa ymoB 36epiraHHs A®l, a came
Temnepartypv 36epiraHHs 3 “8-15°C” Ha “He
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Buwe 25°C".
8. | AM-ANITEP Tabnetku no 4 mr/5 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17391/01/01
mr, no 10 TabneTok «MIKPOXIM «MIKPOXIM>, 3MiHn | TURY - 3MiHN WoAao peyenmom
y 6nicTepi; no 3 » YkpaiHa (topugnyHa 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepn y nauui 3 agpeca BUPOBGHUKa,; BBeneHHs ab0 3MiHM [0 y3ara/ibHeHUX JaHnUX
KapTOoHy na6opartopis npo cuctemy hapmakoHarnsgy (BBefeHHs
Pi3nKO-XiMiYHOTO y3arasibHeHVX AaHux Npo cuctemy
aHanisy Ta thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! ocobu,
KOHTPONO BiANOBIAaUIbHOI 3a 34iICHEHHSA
BUPOGHULITBA; thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
BUPOGHMYA chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
AiNbHULS; thapmakoHarnsgy B YKpaiHi, K0 BOHa
BignoBigasibHWi 3a BiAMiHHA BiJ YNOBHOBaXeHOI 0cobu,
BUNYCK cepil, He BiANOBIAA/ILHOI 3a 34iiCHEHHA (hapmakoHarnsgy
BK/IOHa0UM (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
KOHTPO/b/BMNPOGYB pO3MiLLeHHi MacTep-ghaiina cuctemm
aHHsa cepii); hapMakoHarnsagy). 3MmiHa ynoBHOBaXeHOT 0cobu
AT "®APMAK ", 3asBHWVKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
YkpaiHa [itoua pepakuis: €scTpatoBa lpuHa IropiBHa.
(BUPOGHMLTBO 3a MponoHoBaHa pepakuis: Montox Hatanis
NMOBHUM LUK/IOM) €BreHiBHa. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/ILHOT 38 hapmMakoHarnsg.
9. | AM-ANIITEP Tabnetku no 4 mr/10 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17391/01/02
mr; no 10 TabneTok «MIKPOXIM «MIKPOXIM», 3MiHu | TMNY - 3MiHK Woa0 peyenmom
y 6nictepi; no 3 » YkpaiHa (opngnyHa 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nictepn y nauui 3 agpeca BUPOOHUKa,; BBegeHHs1 a60 3MiHM A0 y3arasibHEHUX JaHUX
KapToOHy naboparopis npo cucTemy hapmakoHarnsgy (BBefeHHs
i3nkKo-XimiyHOro y3araslbHeHUX gaHux npo cuctemy
aHanisy Ta hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
KOHTPOO BiANoBiga/IbHOI 3a 3AjACHEHHS!
BUPOGHMLITBA; thapmakoHarnsay; KOHTaKTHoOi ocobu 3
BMPOGHMYA thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
OinbHNUS; thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiANoBiganbHUii 3a BiAMiHHa Bif, yNOBHOBaXEHOT 0co6M,
BMNYCK cepil, He BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
BK/IOHA0UM (BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
KOHTPONb/BUNPOGYB pO3MiLLEHHI MacTep-ghaiina cuctemm
aHHs cepii); thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
AT "®APMAK ", 3asBHVKa, BiANoBiAa/IbHOT 3a papMakoHarnsag.
Ykpaina [Litova pepakuin: €sctpatosa IpyHa IropiBHa.
(BMpPOGHMLTBO 3a MponoHoBaHa pepgakuis: Montox Hatanis
NMOBHUM LUK/IOM) €BreHiBHa. 3MiHa KOHTaKTHUX faHnX
YNOBHOBAXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.
10. | AM-ANITEP Tabnetku no 8 mr/5 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17391/01/03
Mr; no 10 TabneTok «MIKPOXIM «MIKPOXIM>, 3MiHu | TURY - 3MiHK LWoAo peyenmom

y 6nicTepi; no 3
6nicTepn y nauui 3
KapTOHY

»

YkpaiHa (opngnyHa
aapeca BUpOGHWKa;
nabopartopis

6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy.
BBefeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cucTtemy hapmakoHarnsgy (ssefieHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Pi3nKO-XiMiYHOTO y3araslbHeHVX AaHux Npo cuctemy
aHanisy Ta thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT ocobu,
KOHTPONO BiANOBIfa/1bHOT 3a 34iCHEHHS
BUPOGHULITBA; thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
BUPOGHMYA chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
AiNbHULS; thapmakoHarnsgy B YKpaiHi, K0 BOHa
BignoBigasibHWi 3a BiAMiHHA BiJ YNOBHOBaXEHOI 0CO6M,
BUNYCK cepil, He BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
BK/IOHa0UM (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
KOHTPO/b/BMNPOGYB pO3MiLLEeHHI MacTep-ghaiina cuctemm
aHHsa cepii); hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOT 0cobu
AT "®APMAK ", 3asBHVKa, BigNOBiAa/IbHOI 3a hapMakoHarnsg.
YkpaiHa [itoua pepakuis: €scTpatoBa lpuHa IropiBHa.
(BMPO6GHMLTBO 32 MponoHoBaHa pepakuis: Montox Hatanis
MOBHWUM LUK/IOM) €BreHiBHa. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BiANOBIAa/IbHOT 38 hapmakoHarnsg.
11. | AM-ANITEP Tabnetkn no 8 mr/10 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3a UA/17391/01/04
mr; no 10 TabneTok «MIKPOXIM «MIKPOXIM», 3MiHu | TURY - 3MiHK WoAao peyenmom
y 6nictepi; no 3 » YkpaiHa (opugnyHa 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
6nictepn y nauui 3 agpeca BUPOOHUKa,; BBegeHHs abo 3MiHM A0 y3arasibHEHNX JaHnUX
KapToHy nabopartopis npo cuctemy capmakoHarnsgy (BBefeHHs
i3nKo-XimMmiyHOro y3arajslbHeHUX AaHux npo cuctemy
aHanisy Ta hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
KOHTPO/IH0 BigNoBiga/IbHOI 3a 34jACHEHHSI
BUPOGHMLITBA; thapmakoHarnsgy; KOHTaKTHoi ocobu 3
BMPOGHMYA thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
AiNbHULS; thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiANoBiganbHUii 3a BiMiHHa Bif, yNOBHOBaXKEHOT 0co6M,
BMNYCK cepil, He BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy
BK/IHOYAK0YM (BK/IKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
KOHTPONb/BUNPOGYB pO3MiLLeHHi MacTep-ghaiina cuctemm
aHHsA cepii); thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
AT "®APMAK *, 3a8BHKa, BiANOBIAaNbLHOI 3a hapMakoHarnsag,.
Ykpaina [Litova pepakuin: €sctpatosa IpvHa IropiBHa.
(BMpPOGHMLTBO 3a MponoHoBaHa pegakuis: Montox Haranis
MOBHVM LK/IOM) €BreHiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.
12. | AMIHA3VH PO34UH A1 iH'EKLLN, NAT Ykpaina MAT "Tanuuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5159/01/01
25 mr/mMnno 2 mny "Tanuudgap 3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA peuenmom
amnyni, no 10 amnyn M nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI. 3MiHU Y

Y KOHTYpHIlA
YapyHKoBIl
ynakosui, no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauvj; no 2 mn B
amnyni, no 10 amnyn
y Kopobui

npoLeci BUPOGHMLITBA FOTOBOTO J1iKapCbKOro
3aco0y, BKIOYaoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOOHULTBA) - HE3HAYHA 3MiHa Y NPOLEeCi
BMPOGHMLTBA, a came 3MiHa Ha3Bu cTagii
«[MepeBipka amnys1 Ha MexaHi4Hi BK/IIOYEHHSA Ta
iHWi BUAW 6paky» Ha «lepesipka Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
igeHTMdikaLis aMmnyn»
13. | AMNICY/1Ibbl | nopolok Ans MNAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3858/01/01
H® po3unHy Ans iH'ekuii | "Knismegnp "Kuismegnpenapart" 3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
no 1,5 r nopoLuky y enapat” nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y

onakoHi; no 1,51
NMOPOLLKY Y (NaKoHi;
no 10 chnakoHis 3
NOPOLLKOM Y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauLii

npoueci BUPOGHULITBA FOTOBOTIO NiKapCbKoro
3ac06y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, LLO
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHK)
BuKnageHHs p. 3.2.P.3. MNMpouec BMpo6HMLTBA
nikapcbKoro 3acoby B OHOB/EHI pepakuii, 3
BHECEHHSM 3MiH 10 TEXHOMOTYHOT CXemu
BMPOGHMLITBA Ta ONMCY TEXHOJOMNYHOTO Npouecy
(npviBegeHHA aokymeHTauii go opmarty CTD).
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikalili Ta/abo fonycTUMmX
MEX NepPBNHHOT YNakoBKN FOTOBOrO NiKapCbKoro
3ac00y (iHLWi 3MiHN) BHECEHHS 3MiH A0
cneuungikaLii Ha hnakoHn CKsHI, a came
NPOMNOHYETLCSA YHi(hikyBaTV TUNOPO3MIpU
h/1aKOHIB CK/IHUX 3 METOH ONTUMiIsaLii
TEXHOJI0MYHOro npouecy, yHidikauis He BnavBae
Ha chopmmn ab0 po3mip dhakoHis. B
cneumdikauii Ha dh1akoHM AONYCTUMI Mexi 3a
NOKa3HWUKOM «30BHILLHIV BUrNS4» BUKNAAEH! Y
HOBIN pefakuii: 4eTani3yTbC MOX/UBI
AedhekTn 3 knacudikalieto X KpUTUYHOCTI Ta
aonyctumumx pisHiB AQL. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWI Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo fonycTUMmx
MEX NepPBNHHOT YNakoBKN FOTOBOrO NiKapCbKoro
3aco06y (iHLWwi 3miHK) yHidikauis cneundikauii
(06’egHaHHS TPbOX Aitoumx crneumndikalili B
0fHy) Ha NPOGKM r'yMOBi 3 METOK OnNTUMI3aL;i
TEXHOJIOrYHOro npouecy. 3miHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTMmx
MeX NepBYHHOT yNakoBKM rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiH1) OHOBNEHHSA cneuudikauii Ha
KOBMayky atoMiHieBi 6€3 N1aCcTUKOBOT Haknagku
BiAMNOBIAHO A0 Ait0YOI Ha NiANPUEMCTBI, a came
[04al0TbCs MOKa3HMKM «TOoBLUMHA ¢hobIv, 3
AKOI BUrOTOB/IEHI KOBMAYKN S, MM», «CTiliKicTb
[0 NapoBoi cTepunizadii». 3i cneundikauii Ha
KOBMaYky atoMiHieBi 6€3 N1acTUKOBOT HaKagKn
M. «30BHiLUHIA BUrNSA» NPOMOHYETLCS BUTYUUTH
iHdbopMmaLlito Npo KoBnayku 3 nakopapboBrM
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

NOKPUTTAM Ta TUCHEHHAM «KuiBMegnpenapar»,
OCKiNbKM JaHWi TUN KOBMNAYKiB BXe He
BVIKOPVCTOBYETLCA Ha NiANPUEMCTBI. 3MiHY |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA NikapCbknii
3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHUl
3aci6. 3miHa napameTpiB cneumdikauili Ta/abo
[OMYyCTUMMX MEX NEPBUHHOT YNaKkoBK/ rOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHN)
OHOBJ/IEHHSA cneumdikalii Ha kKoBnayku
QTIOMIHIEBI 3 N1ACTMKOBOK HAKNAAKOL0,
BiAMNOBIAHO A0 Ait0YOI Ha NiANPUEMCTBI, a came
[0[al0TbCs NOKa3HUKM «TOoBLUMHA ¢hosbIv, 3
AKOI BUrOTOB/IEHI KOBMAaYKN S, MM», «CTiliKiCTb
[0 NapoBoi cTepunisadii» Ta «Bucota
IIOMIHIEBOT YaCTUHM KOBMaYka, MM» , SIKWIA
KOHTPOJIIOETLCS Ha BXiAHOMY KOHTPOi. 3MiHa
KpUTepili NPUIAHATHOCTI 38 NOKa3HUKOM
«3ycnnns, HeobxigHe A1 3HATTA NNAaCTUKOBUX
Haknagok, H» 3 «He Ginbwe 25 H» Ha «He
6inblwe 35 H». [laHe yTOYHEHHSI NPONOHYETLCA
BHECTM Yy 3B's3Ky 3 [AOMYLLEHOI NMOMUIKOK B
3aTBEPMKEHNX MaTepiasiax peecTpauiiHoro
[0CbE, MPONOHOBaHWI KpUTEPI BignoBigae
TEXHIYHIN fOKyMeHTaLil BUPOBHMKIB. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbknii
3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHUI
3aci6 (iHwWwi 3MiHW) gofaBaHHS onNucy MeTOoAIB
KOHTpOsto B p. 3.2.P.7 ans hnakoHiB CKASHUX,
Npo6OK ryMOBMX, KOBMAYKIB a/llOMiHIEBUX 63
NAacTMKOBOI HaKNaAKM Ta KoBNavkis
/THOMIHIEBMX 3 NJ1ACTUKOBOK HaKNaAKoH.

14.

AHATbBIH -
OVBA30N -
NMAMABEPVH

TabneTtku;

no 10 TabneTtok y
6nicTepi; no 1
6nictepy B naui;
no 10 TabneTtok y
6nicTepi

ToBapucTeo
3
[04aTKOBO
Bignosigaib
HicTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBo 3
[,04,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOHYAKUM
ainbHuUl ansa A®l, NpomixXHOro NpoAaykTy abo
roTOBOrO /liKapCbkoro 3acoby, AiNbHWL ANns
NpoBefeHHs NakKyBaHHS, BUPOOHMKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPO/IIO cepii) abo
noctadyasibH1Ka BUXiAHOIrO MaTepiasy, peareHty
ab0 AONOMDKHOT PEYOBUHU (SIKLLLO 3a3HAYEHO Y
O0CbE).

BunyyeHHs: BUpO6HWKa AiloUoT peqoBUHN
nanasepuvHy rigpoxsiopuz, a came BAT
«IpBiTCbKMIA XiMikO-thapmaLeBTUYHUIA 3aBOA»
BMPOGHMK, Lo 3anviwaeTbes Recordati Industria
Chimica e Farmaceutica S.p.A. BUKOHYE Ti X
cami (yHKUIT LLLO A BUYyYEHWIA. BunyyeHHs He
06ymoB/ieHO HenepeabayeHUMY o6CcTaBnHaMm y
BMPOGHMYOMY NPOLIECI, Y BUPOBHNKA HAsIBHWIA

6e3
peyenma

UA/15689/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3aTBEPAKEHWNI anbTepHATUBHUI BUPOBHNMK
Lit040i pevoBUHM NnanaBepuHy
rigpoxnopug.CynyTHsl 3MiHa- 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I (iHWi 3MiHN).
BunyyeHHs1 3a3Ha4eHHs BUAY YNakoBKku Ta
TEepMiHy NPUAATHOCTI AN1A LbOro BUPO6HMKA Y
BAH/[, A®l MAMABEPUHY T1APOX0OPUA,
nopoLuok (cybcTaHuis).
15. | AHAN®DEH IC | Tabnetku; TosapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/15886/01/01
no 10 Tabnetok y 3 [04,aTKOBO 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHN. peyenma
6nictepi; no 1 [0[4aTKOBOKO BiANOBIA&/IbHICTIO BunyuyeHHs BUPOGHMYOT AiNbHULI (BK/THOYAKOUN
6nicTepy B naui; Bignosigaib "IHTEPXIM" AinbHuui ana A®Il, npoMixHoro npoaykTy abo
no 10 Tabnetok y HicTI0 roTOBOrO JlikapCcbkoro 3acoby, AiNbHWL ANns
6nictepi "IHTEPXIM" nNpoBeAeHHs NakyBaHHS, BUPOOHMKA,
Bi4NOBIAA/ILHOIO 3a BUMYCK Cepid, Micue
NpoBefeHHS KOHTPOSO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
a60 [ONOMIXHOI PeyoBUHU (SKLLO 3a3HAYEHO Y
[0CbE). BunyyeHHs BUpOGHYVKa fjito40i pevyoBUHM
nanasepuvHy rigpoxniopuz, a came BAT
«IpBiTCbKMIA XiMikO-thapmaLeBTUYHUIA 3aBOA»
BMPOGHMK, WO 3anviwaeTbes Recordati Industria
Chimica e Farmaceutica S.p.A. BUKOHYE Ti X
cami pyHKUjT Lo 7 BUIyYeHnin. CynyTHS 3MiHa-
3MiHu 3 aKocTi. A®l. KoHTponb A®I (iHLWi 3MiHW).
BunyyeHHs1 3a3Ha4eHHs BUAY YNakoBKu Ta
TEepMiHy NPUAATHOCTI AN15 LbOro BUPO6HMKA Y
BAH/[ Adl MAMABEPUHY TAPOXOPUA,
nopoLUoK (cy6eTaHLis)
16. | APENNANTAH Kancynu Teepgi no dapmacene ABCTpIs BMPOGHMLITBO, pevis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/20781/01/01
0,5 mr; no 7 kancyn KT nepBrHHe Ta ABCTpIs 3MiHu | TMNY - 3MiHK Woa0 peyenmom | niosnsizae
TBEPAMX y 6nicTepi; IHTepHeLUHN BTOpPUHHE 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
no 1 6nictepy B BeteniraHrs nakyBaHHs, 3MiHa y KOpOTKili XapaKTepuCcTULLi Nikapcbkoro
KapTOHHI Kopo6Lyj; v6X KOHTPO/b cepil: 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
no 14 kancyn ®APMATEH MeAU4YHOro 3acTocyBaHHA Ha nigcTasi
TBEPAMX Yy BnicTepi; IHTEPHELUHA C.A., perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
no 2 6nictepu B Mpeuis; nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
KapTOHHIlA KopooLi 3acTOCyBaHHSA NikapcbKoro 3acoby B
nepBuHHE Ta nicnsipeecTpawiliHnii nepiog, abo sk pesynbTart
BTOPUHHE OLiHKM 3BITY 3 AOCIAKEHb, NPOBEAEHNX
nakyBaHHs, BIAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKEeHb

KOHTpPOb cepii:
dPapmateH C.A,,
peuis

BTOPVIHHE
nakyBaHHs:
MCK-
PapmanomxicTik
'M6X, HimeyuunHa,;

(PIP) (3MiHy y3rofi)xeHo 3 KOMMEeTEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHO [0
HCTPYKLUT ANA MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHsa", "OcobnmBocCTi
3acTocyBaHHs", "MNo6ivHi peakuii" BignosigHO 00
OHOBJ/IEHOT iHdhopMaLiii 3 6e3neku gitoyoil
peyoBUHU. 3MiHK | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MmiHa kogy ATX. 3MiHM BHECEHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BTOPVIHHE IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHS
nakyBaHHs: nikapcbKoro 3acoby Ao po3gainy
Ksizga "papmakoTepaneBTuyHa rpyna. Kog ATX"
dapmagncTpubbIoLL BiAMOBIAHO A0 MXHAPOAHOTO Kiacudikaropa
H FM6X, ABCTpIS; BOO3. 3arBepaxeHo: AHTUHEONIacTUYHI Ta
BUPOGHWK, KNI iMyHOMOZY Iot04i 3aC06U. IMyHOCYynpecaHTu.
BignoBigae 3a CenekTuBHi imyHocynpecaHTu. Kog ATX LO4A
BMNYCK cepil: A27. 3anponoHoBaHO: AHTMHEONNACTUYHI Ta
dapmacenekt iMyHOMOZY toto4i 3aC06U. IMyHOCynpecaHTu.
IHTEpHEeLHN MopynaTopu peuenTtopis cdiHrosuH-1-cpocdary
BerteniraHra MM6X, (S1P). Kog ATX LO4A EO1.
ABCTpIfA
17. | APMAJ/H® TabneTku, BKPUTI TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12306/02/01
06010HKOt0, N0 125 «MIKPOXIM "MIKPOXIM", 3MiHn | TURY - 3MiHN WoAao peyenmom
mr; no 30 TabneTok » YkpaiHa (topugnyHa 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
y 6aHuj; no 1 6aHui agpeca BUPOBGHUKa,; BBeneHHs ab0 3MiHM [0 y3arasibHeHUX JaHnUX
B Nauui 3 KAPTOHY; BMpOGHMYA npo cuctemy hapmakoHarnsgy (BBefeHHs
no 10 Tabnetok y ninbHWUA (BCi cTagil y3araslbHeHVX AaHux Npo cuctemy
6nictepi; no 3 BUPOGHMYOTO thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! ocobu,
6nicTepn y nauuj 3 npovecy); BiANOBIA&/IbHOI 3a 34iICHEHHS
KapToHy BiANoOBIgaIbHUIA 32 hapmakoHarnsgy; KOHTakTHoT ocobu 3
BUMYCK cepii, He chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
BKJ/THOHAK0OUN hapMakoHarnsgy B YkpaiHi, SKLLO0 BOHA
KOHTPO/b/BMNPOGYB BiAMiHHA BiJ YNOBHOBaXeHOi 0cobu,
aHHsa cepil) BiANOBIAA/LHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
hapMakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsg,
[itoua pepakuis: €scTpatoBa lpuHa IropiBHa.
MponoHoBaHa pepakuis: Montox Hatanis
E€BreHiBHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXEHOT 0Co6Y
3as1BHVKA, Bi4NoBigabHOI 3a hapMakoHarnsg.
18. | APTEDKA®- renb 5%; no50r [JenbTa LLiBefuapis BiANoOBigaIbHUI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 nionsizae UA/19470/01/01
A TENb abo 100 r B Ty6i; no Megiken BMPOGHMLITBO, 3MiHu | TUNY - 3MiHK Woa0 peyenma
1 1y6i B nayw,i MpomoyLiH3 nepBuHHE, BTOPUHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
Al nakyBaHHs, 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
KOHTPOJ1b SIKOCTI: 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MPAT MeAU4YHOro 3acTocyBaHHA Ha nigcTasi
«OITOPAPM», perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
YkpaiHa,; nikapcbkoro 3acoby, abo focnigkeHb 3 6e3nekn

BiANoBiganbHUii 3a
BWMYCK Cepii, He

3acTOCyBaHHs NikapCbKoro 3acoby B
nicnsipeecTpaviliHnii nepiog, abo sk pesynbTart

EIGIEETETY OL}iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
KOHTPONb/BUNPOGYB BIANOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKEeHb

aHHs cepii: NMPAT (PIP) (3MiHY y3rofi)xeHo 3 KOMMETEHTHUM
"®ITOPAPM", YNOBHOB&XXEHUM OpraHoM) - 3MiH1 BHECEHO [0

YKpaiHa IHCTPYKLi 4719 MeANYHOr0 3aCTOCYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
nikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "3acTocyBaHHSA Y nepiog,
BariTHoOCTi abo rogyBaHHsA rpyAA0" BignoBsigHO
0,0 OHOB/EHOI iHChopMaL,ii 3 6e3neku Ajtoyoi
peyoBUHM (AMKNOdeHaKy HaTPIto) 3rigHo 3
pekomeHgauismm PRAC.
19. | ACMOPENIKC | nopoLuok Ta Bxapat IHAis Bxapat Cipamc eHf IHAjis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/20246/01/01
0.25 PO3YMHHUK AN Cipamc eHp, BakuwuHc Nimiteq 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peuenmom
PO3UnHYy A5 iH'EKUIA BakuuHc nikapcbkuii 3aci6. KOHTponb roToBoro
no 0,25 mr, no 1 Nimiteq niKapcbKoro 3acoby (iHLWi 3MiHK) - Y meTogi
donakoHy 3 KoHTponto BEPX 3a nokasHukamu
MOPOLLKOM Y «OAHOPIAHICTb A030BaHNX O4MNHUL,
KommnekTi 3 1 «CTOPOHHI JOMiLLKn» Ta «KinbkicHe
amnysioto 3 BW3HAYEHHS» YTOUYHIOTLCA BifCOTKN PyXOMOT
PO3YMHHMKOM MO 1 hasm A B nporpamax rpagieHTy
M1y KOHTYpHIli
YapyHKOBIl
ynakosui, no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyj
Y KapTOHHIl kopobui
20. | ATTAM | KOHUeHTpaT ans Mdpaiizep CLWA dPapmauis i AngKoH CWA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/16311/01/01
ATGAM NPUroTyBaHHSA IHK. Komnai /INC 3MiHu Il TUnYy - 3MiHKU 3 AKoCTi. ADI. peuenmom
NIMOOLIUTA PO34unHY A8 Brnpo6HMUTBO. 3MiHM B NpoLeci BUpo6bHMLTBA
PHNIA iHpy3iii no 50 mr/mn; A®I| (3MiHa CTOCYETLCA aKTUBHOI PeYOBUHU
IMYHOI/IOBY | no 5 mn B amnyni; 6i0N0riYHOro/iMyHO/IOMNYHOTO NOXOMKEHHSA 260
NiH, no 5 amnyny BVIKOPUCTaHHS XiMiuHMX AP| y BUPOGHULTBI
AHTUTUAMOLL, | kapTOHHIn nayui nikapcbkoro 3acoby
UTAPHUN 6i0N10riYHOro/iMyHONOMNYHOTO NOXOKEHHS, AKa
rnoeyniH MOXe MaTy 3Ha4YHWI BNAMB Ha SKICTb, 6e3neky
(KIHCbKUI) Ta epeKTVBHICTb NikapCcbKoro 3acoby, i He
CTOCYeTbCA NPOTOKOANY) - [laHa 3MiHa
CTOCYETbCS A0AABaHHS anbTepPHATUBHOIO
niocpinizaTopa/cy6nimauinHoi cyluapku ans
niodpinizavii A®I, Wo € ocTaHHIM eTanom
BUpPO6HMUTBa AD| Ta BBEAEHHST OXO/1I04)KYyBaya
TpaynbceHa (kimHaTa 200), SKuii
BMKOPUCTOBYETLCA AJ151 36epiraHHs KiHCbKOI
naasmu.
21. | ATPAKYPIYM | nopoluok AT Ykpaina Co PAPMA NTA. YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/20203/01/01
BECUNAT (cybeTaHuis); B «dapmar» 3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT

nakeTax noABiHMX
nonieTnneHoBux
ans
chapmaneBTUYHOTO
3aCcTOCyBaHHsA

BignoBigHocTi/l E-cepTudpikart BignosigHocCTi
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BigMNOBIAHOCTI ab0 BUTyUYEeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa suxigHoro
Martepiany/peareHTy/NPoMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HULTBI ADI; ans
[0NOMIKHOT peqoBuHK (cepTudpikat
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

BiANOBIAHOCTI EBponeiickbki hapmakone) -
OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA, NOJaHHS OHOBMEHOrO cepTudikaTa
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne
CEP 2020-436-Rev 02 (3aTBepaxeHo: RO-CEP
2020-436-Rev 01) ana A®l atpakypiymy
6ecunar Bif, BXe 3aTBepKeHOro B1upobHrka CP
®APMA NTA., YropwuHa / CF PHARMA LTD.,
Hungary. Sk Hacnifok, npuBefeHHs Ha3Bu Ta
agpecy BMpo6Huka A®l y BignoBigHICTb f0
pegpakuii CEP
AK HacniAoK, BHECEHO 3MiHN B
cneuudikauito/meToam koHTpono Ad| 3a
nokasHmkaMmn «Onuc», «PO3UYMHHICTb»,
«lpeHTdikauis», «CynpoBigHi OMILLKM»,
«3a/IMLLKOBI OpraHiyHi po34nHHWKM. MprBEeaeHO
po3ain «YnakoBka» MK cy6eTaHLii y
BiAgnoBigHicTb A0 BUMor CEP Bnpo6Huka CF
Pharma Ltd., Hungary. 3aTBepgxeHo:
YMNAKOBKA «B nakeTu noAgiliHi nonieTnieHoBi
3 OcyLlyBayem, ki NoMiLLaloTb Y asTloMIHIEBI
nakeTu Ta BKI1aAeHi B MeTasieBi 6apabaHun»;
3anponoHoBaHo: YMAKOBKA B naketu noAgiiHi
nonieTueHoBsi 3 ocyLlyBayemM MK HUMK, AKi
NOMiILLAI0Tb B a/IIOMIHIEBUIA NaKeT, KW
nomiLLaTb Y MeTanieBuii bapabaH.

22. | ADDUNIA TabneTkun, BKpUTI lenbTa LLsenuapis AJIKANOIL AL MisHiyHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/19663/01/01
nnc NNiBKOBOIO Megiken Ckon’e MakefoHist 3MiHu | TURY - 3MiHK WoAao peyenma
060/10HKO0, 200 MpomoyLiH3 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy
mr/500 wmr; no 10 Al (iHWi 3MiHM) - 3MiHN BHECEHO B TEKCT
Tabnetok y 6nictepi, MapKyBaHHS NEPBUHHOI (MyHKT 6) Ta BTOPUHHOT
no 1 a6o 2 6nictepu (nyHKTK 12, 17) ynakoBOK NikapCbKoro 3acoby.
B KapTOHHI kopo6Lyi TepMmiH BBEAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
23. | ALUETUNCANI | Tabnetkn no 500 mr, TOB Ykpaina MNAT "Tanunucbapm”, YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 6e3 He UA/18859/01/01
LUMNOBA no 10 TabneTtok y "APTEPIYM Ykpaina; NMAT 3MiHu | TMNYy - 3MiHK WoA0 peyenma nionsieae
KUCNOTA 6nicTepi; no 10 nTaor "Knismegnpenapart” 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Tabnetok y 6nictepi, 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
no 2 6nictepu B 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
nauui MeAMYHOro 3acTocyBaHHA Ha nigcTasi

perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
NikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHY y3rofi)KeHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
HCTPYKLUT 4719 MeAMYHOro 3aCTOCYBaHHA
nikapcbKoro 3acoby Ao posginis "Bsaemogis 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

IHLIMMKW NikapcbkMKM 3aco6amMu Ta iHLWi BUuam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "MepeposysBaHHs", "To6IYHI
peakui™ BignoBigHO 4,0 OHOBMEHOT iHhopmaLi 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acooy.
TepMmiH BBELEHHS 3MiH - NPOTAroM 6 micsuiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO A0 iHCTPYKLi AN
MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby
[0 po3giny "Mo6iyHi peakuii™ Woao HeobxigHOCTI
NoBIAOMASATY NPO YCi BUNAAKM Mif03pH0BaHNX
NoGiYHMX peakL;iil Ta BigCyTHOCTI eDEKTUBHOCTI
nikapcbkoro 3acoby. TepmiH BBEAEHHSA 3MiH -
npoTsirom 6 MicsiLiB Micnsi 3aTBePAKEHHSI

24,

BAKTOMIK

Mas3b, 2 % in bulk Ne
169 (1x169): no 151
Masi B asIlOMiHieBIl
Ty6i, no 169 Ty6 y
KapTOHHI Kopobui

TOB
"TNEAGAP
M nTA"

YKpaiHa

KYCYM XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
PO3Mipy YNakoBKy roToBOro JlikapcbKoro 3acoby
(iHWi 3MiHW) - - BHECEHHS 1OAATKOBOI YNaKoBKN Y
doopmi in bulk Ne 169 (1x169): no 15 r masi B
antoMiHieBiv Ty6i, No 169 Ty6 y KapTOHHii
KOpOO6Li, 3 BHECEHHSIM BiANOBIAHMX 3MiH 10 p.
«Ynakoska» Ta p. «<MapkysaHHa» MKHA J13

UA/20997/01/01

25.

BAKTOMNIK

Masb, 2 %; no 151
Masi B asIloMiHieBIli
Ty6i, no 1 1y6i y
KapTOHHI ynakosL,i

TOB
"TNEQ®AP
MnaTa"

Ykpaina

KYCYM XENTXKEP
NBT ATA

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MmiHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
PO3Mipy ynakoBKu roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) - - BHECEHHA 00A4ATKOBOI YNakoBKUN y
dhopmi in bulk Ne 169 (1x169): no 15 r masi B
antoMiHieBil Ty6i, No 169 Ty6 y KapTOHHii
KOpo6bLi, 3 BHECEHHSIM Bi4NOBIAHNX 3MiH [0 p.
«YnakoBka» Ta p. «MapkyBaHHs1» MKA 13

3a
peyerimom

UA/17049/01/01

26.

BAKTOMIK

mMa3b, 2 %; no 15r
Masi B a/lIloMiHieBili
Ty6i, no 1 Ty6i y
KapTOHHIA ynakoBLi

TOB
“TNEADAP
M ATA"

YKpaiHa

KYCYM XENTXKEP
nBT NT4,

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edhekTBHOCTI Ta hapMakoHarnisay
(iHWi 3MiHW) - 3MiHN BHECEHO Yy TeKCT
MapKyBaHHA NepBUHHOI (MyHKTK 2, 5, 17) Ta
BTOPWHHOI (MyHKTK 2, 5, 8, 12, 13, 16, 17)
YNaKoBOK JliKapCbKoro 3acoby. TepMiH BBELEHHS
3MiH - NPOTAroM 6 MicALIB Micnsa 3aTBEPAKEHHS

3a
peuyenmom

UA/17049/01/01

27.

BAHBAKT®

cynosuTopii
BariHasibHi no 100
Mr; no 3 cynosuTopii
y cTpuni; no 1
CTpUNY y KapTOHHIiiA
ynakosLi

TOB
“TNEADAP
M ATA"

YkpaiHa

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviliHoro nocBiAYeHHs,
BK/IKOYaK0uM MNNaH ynpaBniHHS pusnkamu

3a
peyenmom

UA/17243/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

(3acTocyBaHHsA TEKCTY, SKUIA NOTOAKEHN 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHMKOM HagaHo
OHOBNEHUIA MNaH ynpasniHHA pusnkamu Bepcis

4.1
3MiHN BHECEHO [0 YaCTUH:
| «3aranbHa iHchopmais npo nikapcbkuii (i)
3acib (3acobn)»
Il «Cneundikauis 3 6e3nekms»

Il «MnaH 3 hapmakoHarnagy (Bknooyaoum
nicnspeecTpauiiHi 4OCMIIKEHHS 3 6e3MneKmn)»
IV «MnaHu wopo nicnapeecTpauiiHmnx
[ocnigpKeHb edheKTUBHOCTI»

V «3axoau 3 MiHiMi3aw,ii pu3nkiB (BKIOUaKUN
OLiHKY edpeKTMBHOCTI 3ax0AiB 3 MiHiMi3aLii
pY3nKiB)»

VI «Pe3tome nnaHy ynpasniHHSA pusnkamms»
VIl «dopaTkm» (gogatku 1-8) y 3B’A3Ky 3
OHOBJ/IEHHAM cneumndikavii 3 6esnekun gjiroyol
PEYOBUHM KTiHAAMILVH BiANOBIAHO JO
aKTyanbHoi pechepeHTHOT iHhopmaLii, a Takox y
3B'A3KY i3 3MiHOIO (hopmarty BiANOBIAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MnaHy ynpas/iHHA pusnkamu Bepcis
4.1 pogaeTbes.

28.

BITATIC®

Tabnetku no 20 mr,
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepn y nauyui

AT
"®apmak”

YKpaiHa

AT "®apmak”
YKpaiHa (BTOpUHHE
nakyBaHHs,
MapKyBaHHs1, BUNYyCcK
cepii 3 npoAyku,ji in
bulk chipmu-
BMpPOBHUKa
NABOPATOPIOC
HOPMOH, C.A,,
IcnaHis)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKiil XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKLU,T 4719 MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3ainu "OcobamBocCTi
3actocyBaHHs", "lNo6iyHI peakuii" BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku giyoil
peyoBMHW. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEpPAKEHHS

3a
peyenmom

He
nionsieae

UA/19043/01/01

29.

BPUNIHTA

TabneTku, BKpUTI
nNiBKOBOO

AcTpa3eHek
a Ab

LBeuis

Brpo6HMUTBO
TabneTok,

LBewis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHV BHECEHO A0 iHCTPYKLIT AN MeANYHOro

3a
peyenmom

He

nionsieae

UA/12164/01/01
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n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)
ob6onoHkoto, no 90
Mr; no 14 TabneTok
y 6nictepi; no 1 abo
4 6nictepn y
KapTOHHIlA KopooLi

BMNPOGYBaHHS,
nakyBaHHs
nikapcbkoro 3acooy,
BWMYCK Cepil:
AcTpa3eHeka Ab,
LWsewis

BKpUTi NNiBKOBOI 060/10HKO, No 90 Mmr), a came
BHECEHO KOPEKTOPCHKI Ta pefakLiiiHi npaBku Ta

natuHuueto), "MpotunokasaHHA", "B3aemogis 3

rofyBaHHs rpyaar™, "Cnocib 3actocyBaHHS Ta
nosun", "MepenosyBaHHA", "YMOBU 36epiraHHA",

YTOYHEeHHSs1), "MicLe3HaxomkKeHHs! BUpOGHMKa Ta

3aCTOCyBaHHS NikapcbKoro 3acoby (TabneTku

YTOUHEHHS [0 TeKCTy po3ainis "Ckiag”
(oy6n0BaHHA Ha3BY Ail040T PeYOBUHU

IHLIMMKM NikapcbkMKU 3aco6amMu Ta iHLWi BUam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo

"YnakoBka", "BUPOGHUK" (pesakuiliHi

oro agpeca Micusi NPoBaPKEHHS AisNIbHOCTI"
(pefakuiliiHi yToOuHEHHs1). BBeieHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu 1l TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 IKOCTI, AOKMIHIYHUMM, KiHIYHAMMN
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO [0 IHCTPYKLiT 418 MeAnyHOro
3aCTOCyBaHHS NMikapcbKoro 3acoby (TabneTku
BKPWTi NNiBKOBOI 060/10HKOI0, M0 60 Mr Ta
TabneTky BKpUTI NNIBKOBOK 060/10HKO, No 90
Mr) Ao posginis "®apmakonoriyHi BnactmeocTi”
Ta "Mo6iyHi peakuil" BiANOBiAHO f0 MaTepiasiB
peecTpaLiiiHoro gocke. BBefeHHs1 3MiH
NPOTAroM 6-TW MiCALIB MiC/IA 3aTBEPMAKEHHS.
3MiHu 1l TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 IKOCTI, AOKMIHIYHUMM, KiHIYHAMMN
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO [0 IHCTPYKLiT 418 MenyHOro
3aCTOCyBaHHS NMikapcbKoro 3acoby (TabneTku
BKPWTi NNiBKOBOI 060/10HKOI0, M0 60 Mr Ta
TabneTky BKpUTI NNIBKOBOK 06010HKO, No 90
Mr) Ao po3ginis "Ocob6MBOCTI 3acTOCyBaHHA" Ta
"Cnoci6 3acTocyBaHHSA Ta f031". BBeeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.

He

UA/12164/01/02

30.

BPUNIHTA

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKOH0, M0 60
Mr; no 14 TabneTok

AcTpa3eHek
a Ab

LLIBeuis

Brpo6HMUTBO
TabneTok,
BMNPOGYBaHHS,
nakyBaHHS

LLiBeuis

NiKapcbkoro 3acoby,

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO A0 iHCTPYKLIT AN

Me/YHOro 3acTOCYBaHHs NikapcbKoro 3acoby

3a
peyenmom

nionsiecae

y 6nicTepi; no 4
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictepu y
KapTOHHilA KopooLi

BWMYCK Cepil:
AcTpa3eHeka Ab

(TabneTkv BKpUTI NNIBKOBO 060/10HKO0, MO 60
Mr), @ camMe BHECEHO KOPEKTOPChKi Ta pefaKLiiiHi
NpaBKN Ta YTOYHEHHS 00 TEKCTY po3Ainis
"Cknag" (oy61t0BaHHSA Ha3BM Ail04O0i PEYOBUHN
natuHuueto), "TokasaHHs» (BHECEHHS 3HakiB
nyHKTyauii), "MNMpoTunokasaHHs", "B3aemogis 3
IHLIMMKM NikapcbkMKU 3aco6amMu Ta iHLWi BUam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"34aTHICTb BNAMBATY Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOpPTOM ab0 iHWMMM
MexaHizmamu”, "Cnoci6 3acTtocyBaHHs Ta go3u",
"Mepeno3yBaHHs", "BUPOGHUK" (peaakuiiiHi
YTOYHEeHHSs1), "MicLe3HaxomkKeHHs! BUpOGHMKa Ta
oro agpeca Micusi NPoBaPKEHHS AisNIbHOCTI"
(pefakuiliiHi yToOuHEHHs1). BBeieHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu 1l TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 IKOCTI, AOKMIHIYHUMM, KiHIYHAMMN
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO [0 IHCTPYKLiT 418 MeAnyHOro
3aCTOCyBaHHS NMikapcbKoro 3acoby (TabneTku
BKPWTi NNiBKOBOI 060/10HKOI0, M0 60 Mr Ta
TabneTky BKpUTI NNIBKOBOK 060/10HKO, No 90
Mr) Ao posginis "®apmakonoriyHi BnactmeocTi”
Ta "Mo6iyHi peakuil" BiANOBiAHO f0 MaTepiasiB
peecTpaLiiiHoro gocke. BBefeHHs1 3MiH
NPOTAroM 6-TW MiCALIB MiC/IA 3aTBEPMAKEHHS.
3MiHu 1l TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 IKOCTI, AOKMIHIYHUMM, KiHIYHAMMN
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO [0 IHCTPYKLiT 418 MenyHOro
3aCTOCyBaHHS NMikapcbKoro 3acoby (TabneTku
BKPWTi NNiBKOBOI 060/10HKOI0, M0 60 Mr Ta
TabneTky BKpUTI NNIBKOBOK 06010HKO, No 90
Mr) Ao po3ginis "Ocob6MBOCTI 3acTOCyBaHHA" Ta
"Cnoci6 3acTocyBaHHSA Ta f031". BBeeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.

31.

BPYCTAH

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0; Mo 10
Tabnetok y 6nictepi;
no 1 6nictepy B

CaH
®apmacbioT
nkan
IHpacTpi3
NimiTeq

IHais

CaH
dapmMacbioTUKa
IHpacTpis Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT Ans

6e3
peyenma

nionsiea
€

UA/4617/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI kopo6Lyj;

MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUyHNX JOCAiAKEHb
(PIP) (iHLWi 3MiHK). 3MiHX BHECEHO [0 iHCTPYKU,iT
015 MeANYHOTO 3aCTOCYBaHHS /iKapCbKOro
3acoby A0 po3ainis "B3aemMogis 3 iHLLIMMK
nikapcbk1MKM 3acobamMu Ta iHLWi B1uam
B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBEHOT
iH(hopMaLii 3 6e3nekun 4ityoi pevyoBuHN
(napaueTamony) 3rigHO 3 pekoMeHAaaLismu
PRAC. TepmiH BBEAEHHS 3MiH- NPOTArom 6-Tu
MicsILiB nicns 3aTBepMKEHHS. 3MiHuW | Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA Ha MiAcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo focnigkeHb 3 6e3nekm
3aCcTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUYyHNX JOCAiAKEHb
(PIP) (iHLWi 3MiHK). 3MiH1 BHECEHO [0 iHCTPYKU,iT
015 MeANYHOT0 3aCTOCYBaHHS /liKapCbKOro
3acoby fo posginis "OcobmBocTi
3acTocyBaHHA", "Mo6ivHi peakuii" BignosigHO 00
OHOBJ/IEHOT iHdopMaLiii 3 6e3neku gitoyoi
peyoBuHM (iIGynpodieHy) 3rigHo 3
pekomeHgauissmm PRAC. TepMmiH BBeieHHSA 3MiH
npoTArom 6 micsLiB Nicns 3aTBEPAKEHHS.

32,

BYMIBAKAIH
CMIHAN

PO34MH A8 iH'EKLN,
5 mr/mn, no 4 mn B
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIl
ynakosui, no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauuj

TOB
"APTEPIYM
nTar

YKpaiHa

MAT "Fanuudcpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
peyoBuMH. 3MiHa NapameTpiB cneuudikauii
Ta/abo fonycTUMMUX MeX AN AONOMDKHOT
peyoBuHM (iHLWi 3MiHK). CynyTHA 3MiHa - 3MiHN 3
AKocTi. [oToBwMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PeYyoBUH. 3MiHa Yy MeTodax
BMNPOBYBaHHA [OMOMDKHOI PEYOBUHM (iHLLI
3MiHM Yy MeTofax BUNpobyBaHHSA (BK/IOYaoum
3aMiHy abo fofasaHHs)). MpuBeaeHHSA
cneuudikauii i MeToAiB KOHTPOO AOMOMIXKHOT
peyoBuHM Boga ans iH'ekuii go BuMor
MoHorpadii EP, a came: KOpekLisi HOpMYBaHHSA y

3a
peyenmom

UA/17997/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
n. «Onnc»; BUITy4eHo NokasHuk "Hitpatn' Ta
NOKa3HUK «pH>»; y NokasHuky "BakTepianbHi
€HAOTOKCUHN" - [lONYYaETLCA NOCUNaHHA Ha e
oavH meTog koHTponio (EP, 2.6.32); y
nokasHukax "MntomMa eneKTponpoBIgHICTL" Ta
"MiKpOGIOOTiYHWIA MOHITOPUHT" - 3MIHIOETLCA
nocunaHHsA Ha MeToAu KOHTposto (MoHorpadis
EP «Water for injections in bulk (0169)»).

33. | BYCTPUKC cycneHsis ans nakcoCmitT Benuka dopmyBaHHs, PpaHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/14955/01/01
KOMBIHOBA iH'ekuinn, 0,5 KnsiiH BpuTaHis HamnoBHEHHS B HimeuunHa/ 3miHu |l TMny - 3MiHK 3 sKocTi. FoToBMIA peyenmom
HA MA/po3y; no 1 nosiy Ekcnopt nonepegHL0 Benbris nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
BAKUMHA nonepeaHL0 Nimiteq HamnoBHEHI LNpuLi, iMnopTepa/3aMiHu, Lo CTOCYIOTLCA BUNYCKY cepii
Aana HarnoBHEHOMY MapKyBaHHS Ta Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
MPO®INTAKT wnpuyi; no 1 nakyBaHHs, 3acoby (3amiHa abo foAaBaHHS AiTbHUL, Ha
KN nonepegHL0 KOHTPO/Ib SIKOCTI: AKil 30iiCHIOETHCA KOHTPOb
OUNOTEPII, HarnoBHEHOMY nakcoCmiTKnsiiH AKOCTi/BUNpOBYyBaHHA cepii Ans
NMPABLA, LINPULY Y KOMNAEKTI Bionopxikans, 6i0N0ri4YHOro/iMyHO/ONYHOrO JiKapPCLKOro
KALLUJTIOKY 3 iBOMA rosikamu B PpaHuis; 3aco6y, Ta 6yab-aKoi AiNbHULI, Ha SKiR
(ALUENONAP | nnacTtvkoBomy HanoBHeHHS B 3aCTOCOBYETLCS 6IOMOTYHNIA/IMYHOMOTYHWIA
HUA KOHTeliHepi; no 1 nonepegHL0 MeToZ, BUNpo6yBaHHA) - lofaBaHHA AiflbHULL
KOMMOHEHT | koHTeliHepy y HanoBHEHI WNpwuLi, "GlaxoSmithKline Vaccines S.R.L.", Via
) KapTOHHIA KopoobLi MapKyBaHHS Ta Fiorentina, 1, I-53100 Siena, Italy gns
(AocoprPb0B nakyBaHHs, NpoBefeHHsI hapMakoneiHnx TecTiB Ans
AHA, 3I KOHTPO/Ib SIKOCTI: KOHTPO/IO SKOCTI in-vivo, 6e3 3MiH y meTogax
SMEHLLEHU nakcoCmiTKnsiiH KOHTpOt0. PefakuiiiHi npaBkn Ao po3ainy
M BMICTOM Bionogxikans C.A., 3.2.P.3.1. TepmiH BBefieHHA 3MiH - 30.06.2026.

AHTUTEHIB) Benbris;
HanoBHeHHA B
nonepeaHLo
HamnoBHEHI LLNpUL:
CwmiTKnAiH Bivem
dapma 'M6X yHA,
Ko. KI, HimeuunHa;
KoHTponb skocTi,
BMNYCK cepil:
nakcoCmiTKnsiiH
Bionogxikans C.A.,
Benebris

34. | BYCTPUKC cycneHsis gns nakcoCmit Benuka npoBefeHHs Benbrisi/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/15071/01/01
nonio iH'ekuin no 1 fosi Knsiiu BpuTaHis KOHTPOJI0 AKOCTI ®paHuia/Him 3miHu Il TMny - 3MiHK 3 sKocTi. FoToBMIA peyenmom
KOMBIHOBA (0,5 mn/go3sy); no 1 EkcnopT BakLUWHK, BUNYCK eyunHa nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
HA [03i y nonepegHb0 Nimiteq cepili roToBOro iMnopTepa/3aMiHu, Lo CTOCYIOTLCSA BUNYCKY cepii
BAKUUHA HanoBHeHOMY NPOAyKTy: Ta KOHTPOJt0 AKOCTi FOTOBOTO NikapCbKoro
And wnpuyi; no 1 nakcoCmiTKnsiAH 3acoby (3amiHa abo foAaBaHHsA AiTbHUL, Ha
MPO®INTAKT nonepeaHL0 Bionoaxikans C.A., AKili 30iiCHIOETHCA KOHTPOb
KN HanoBHEHOMY Benbris; AKOCTI/BUNpOBYBaHHA cepii Ans
ONDTEPII, LINPULY Y KOMNAEKTI dhopMyBaHHS 6i0N0riYHOro/iMyHO/OrNYHOrO NiKapCLKOro
NMPABLA, 3 iBOMA rosikamu B BaKLUWHN, 3acoby, Ta 6yab-aKoi AiNbHULI, Ha SKil
KALLUTIOKY naacTUKoOBOMY HanoBHEHHSA 3aCTOCOBYETLCS 6I0MOrYHNIA/IMYHOMOTYHWIA
(AUENKONAP | KoHTeliHepi; no 1 BaKLUMHW B LUNPUL, MeTo/ BUNPo6yBaHHS) - lofaBaHHA AifibHULL
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
HUI KOHTEliHepy y MapKyBaHHs Ta "GlaxoSmithKline Vaccines S.R.L.", Via
KOMMOHEHT | KapTOHHIi kopo6ui nakyBaHHsi roTOBOrO Fiorentina, 1, I-53100 Siena, ltaly gns
)TA NpPOAYKTY, npoBefeHHa hapMakoneiHux TecTiB Ans
noniomieni npoBefeHHs KOHTPOJI0 SIKOCTI in-vivo, 6e3 3MiH y meTogax
TY KOHTPOJI0 AKOCTI KOHTpON0. PefakuiiiHi npaBkn Ao po3ainy
(IHAKTUBOB BaKLMHN: 3.2.P.3.1. TepmiH BBEAEHHSA 3MiH- 30.06.2026
AHA) nakcoCmiTKnsiiH
(AocoprPb0OB Bionopxikans,
AHA, 3I PpaHuis;
SMEHLLEHN HaroBHEHHSA
M BMICTOM BaKUMHW B LLINpUL,
AHTUTEHIB) MapKyBaHHS i
nakyBaHHs rOTOBOrO
NpOAYKTY,
npoBefeHHsA
KOHTPOJIHO AKOCTI
BaKLMHW:
nakcoCmiTKnsiH
Bionogxikans C.A.,
Benbris;
HanoBHEHHS
BaKLWHW B LINPUL:
CwmiTKnsiH Bivem
Papma MNM6X yHf,
Ko. KI', HimeyunHa
35. | BA3OHIT TabneTtkun petapa, TOB "BAYLU Ykpaina 1. dapma MM6X, ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8138/01/01
BKPWTI 060/TI0HKOIO, XENC ABCTpIS; 3MiHu | TMNY - 3MiHK WoA[0 peyernmom
no 600 mr; no 10 YKPAIHA" BignosiganbHuii 3a 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
Tabnetok y 6nictepi; Bunyck cepii: I'.J1. (iHWi 3MiHW) - 3MiHX BHECEHO Y TEKCT
no 2 6nictepu B dapma 'v6X, MapKyBaHHS1 BTOPUHHOI (MyHKTK 16, 17)
KOpOO6Lii 3 KapTOHY ABCTpIs YMakoBKU NiKapcbKoro 3acoby, a Takox
NpvBeAEeHHA TEKCTY MapKyBaHHS NEPBUHHOI
ynakoBku (6nicTep) y BignoBigHICTb [0
3aTBEpPKEHOI dhopmu.
36. | BA/JIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Bupo6HuK, CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9450/01/02
®H 80 nNiBKOBOO HoBo mecTo BignoBigasibHW 3a Kutaii 3MiHu Il TUny - 3MiHK Woao0 peyenmom

o60noHkoto, 80
mr/12,5 wr; no 14
TabneTtok y 6nictepi;
no 2, no 4 abo no 6
6nicTepis B KOPOOLj;
no 15 TabneTtok y
6nicTepi; no 2 abo 4
6nictepy B KOPO6L

BMPOGHMLTBO «in
bulk», neperHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib Ta BUMYCK
cepii:

KPKA, a.4., HoBo
mecTo, CnoBeHis;
Bupo6HMK,
BignoBigasnbHWIA 3a
KOHTPONb cepii:
KPKA, a.4., Hoso
mMecTo, CrioBeHis;
Bupo6HKK,

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
BMAAYi peecTpaviiHoro noceigYeHHs,
BK/tOYaoun MnaH ynpasniHHA pyusnkaMmm
(3acTocyBaHHs 3MiH(M), siKi(a) BUMaratoTb(€)
NoA&asTbLIOr0 06rPYHTYBaHHS HOBUMM
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbKM BUMaraeTbes
CyTTEBA OLjiHKa KOMNETEHTHVMM OpraHom).
3asaBHuK KPKA, a.4a., HoBo mecto, CrnoBeHis,
3asiBHUKOM HafaHO OHOBJIEHMIA MnaH
ynpasniHHA pu3nkamn Bepcis 3.0
3MiHN BHECEHO [10 YaCTuH:
| «3arasibHa iHdopMmaLlisi»
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BignoBigasibHWI 3a Il «Cneundikauis 3 6e3nekmn»
KOHTPO/b cepil: Il «MnaH 3 chapmakoHarnsgy»
Kewmina6 g.0.0., V «3axoau 3 MiHimi3aLii pu3mnkis»
CnoBeHis; VI «Pe3tome nnaHy ynpasniHHSA pU3nkaMmms»
BUPOBHUK, VIl «opatku» (ofaTkm 6, 8) y 38’A3ky 3
BiANOBifa/IbHWIA 32 OHOBJ/IEHHAM iH()OpMaLii 3 6e3nekun Aitoymx
BMPOGHMLTBO "in PEeYOBUH, OHOBMIEHHAM cneuudikauii 3 6e3nekn
bulk": Ta fofaBaHHAM [04AaTKOBUX 3aX04iB 3
HiHr6o MeHoBo MiHimi3aLii pu3unkis.
TiaHkaHr Pestome MNnaHy ynpas/iHHA pusmkamy Bepcis
PapmacboTUKanc 3.0 fopaetbeA.
Ko., fitg, Kutai
37. | BAIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BignosiganbHuii 3a CnoBeHisi BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/9450/01/03
® HD 320 nNiBKOBOIO HoBo mecTo BMPOBHULTBO "in 3MiHu 1l TUnYy - 3MiHK Woao0 peuenmom
060n0HkKot0, No 320 bulk", nepsmHHe Ta 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
mr/25 mr; no 10 BTOPUHHE BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
TabneTtok y 6nictepi; nakyBaHHs, BMAAui peecTpaviiHoro nocBig4YeHHs,
no 3 abo 6 6nictepis KOHTPO/b Ta BUMYCK BKtOYaroun MnaH ynpasniHHA py3nkamm
Y KapTOHHIll kopoobLyi; cepii: KPKA, a.4., (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
no 14 TabneTtok y HoBo mecTo, noAabLIOro 06I'PYHTYBaHHSA HOBUMM
6nicTepi; no 1, 2 abo CnoseHis; [04AaTKOBUM JaHVMK, L0 MaloTb HagasaTucs
4 6nictepu B BignosiganbHuii 3a KOMMETEHTHVM OpraHOM, OCKi/fIbKM BUMaraeTbCs
KapTOHHI Kopo6Lyj; KOHTPO/b cepii: CYTTEBA OLjiHKa KOMNETEHTHUM OpraHom).
no 15 tabneTtok y KPKA, a.4a., Hoso 3aaBHuk KPKA, a.4., HoBo mecto, CnoBeHis
6nicTepi; no 2 abo 4 mecTo, CroBeHis; 3aABHMKOM HaJaHO OHOBMeHWi MNnaH
6nictepu B BiANoBiganbHUii 3a ynpasiHHA pusnkamu sepcis 3.0.
KapTOHHI KOpoobLyi KOHTPO/b Cepii: 3MiHM BHECEHO [0 YaCTUH:
Keminab g.0.0., | «3aranbHa iHdhopmaLis»
CnoseHisa Il «CneuundikaLis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»
V «3axoau 3 MiHimi3aLjii pu3mnkis»
VI «Pe3tome nnaHy ynpasniHHA pusnkamm»
VIl «dopatkv» (gogatkv 6, 8) y 3B’A3ky 3
OHOBJ/IEHHAM iHJDOpMaLii 3 6e3nekun Ailoumx
pPEeYOBUH, OHOBNEHHAM cnevundikauii 3 6e3neku
Ta AofaBaHHAM JOAATKOBUX 3aX04iB 3
MiHimi3aLii pu3mKiB.
Pestome MnaHy ynpaBniHHA pu3vikammn Bepcis
3.0 fopaetbes.
38. | BAHKOMIUWN NopoLUOK AN TOB Ykpaina NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/20769/01/01
H pO34nHy ons "APTEPIYM "KuiBmegnpenapart" 3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA peuyenmom | nidssizae
iHcpy3iii no 500 mr y nTar nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y

donakoHi; no 10
oNakoHiB y
KOHTYPHIi
YapyHKOBIl
ynakosLi, no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauLii

TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs
roToOBOro NikapcbKoro 3acoby (36iNbLUeHHsA
TEepPMiHy NMPUAATHOCTI FOTOBOTO NiKapCbKOro

3acoby) - 115 ToproBoi ynakoBku
(niaTBEPAXYETHCA AAHUMU PEAILHOTO Yacy) -

36iNblUEHHs TepMiHy npugaTHocTi 133 1 go 2
POKiB Ha niAcTasi MO3UTUBHWUX pe3yNbTarTiB

AocnigpkeHHs cTabinibHOCTI B peasibHOMY Yaci.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3aTBepaKeHo: TepMiH npuaaTHocTi: 1 pik
3anponoHoBaHo: TepMiH NPUAAaTHOCTI: 2 POKK.
3MiHM BHECEHO B IHCTPYKLiO 415 MeAUYHOTO
3acToCyBaHHS NikapCbKoro 3acoby y po3gin
"TepMmiH npugaTHOCTI". BBEAEHHS 3MiH NPOTAroM
6-TV MicsLiB NicNsA 3aTBEPKEHHS
39. | BAHKOMILU MOPOLLIOK ANt TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/20769/01/02
H pO34nHy aons "APTEPIYM "KuiBmegnpenapart" 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peuyenmom | nidsisizae
iHcpy3ivi no 1000 mr nTar nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
y donakoHi; no 10 TepMiHax NpuAaTHOCTi abo yMoBax 36epiraHHs
hNakoHIiB y roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
KOHTYPHIi TEePMiHy NMPUAATHOCTI FOTOBOTO NiKapCbKOro
YapyHKOBIl 3acoby) - 115 ToproBoi ynakoBku
ynakosLi, no 1 (niaTBEPAXKYETHCA AAaHNUMU PEA/IbHOIO Yacy) -
KOHTYPHIi 36iNblUeHHs TepMiHy npugaTtHocTi 133 1 go 2
YapyHKOBIli ynakoBLj pOKIB Ha MiACTaBi MO3UTMBHUX pe3ynbTaTiB
B nauLii LocnigpkeHHs cTabinbHOCTI B peasibHOMY Yaci.
3arBepmkeHo: TepmiH npugaTHocTi: 1 pik
3anponoHoBaHo: TepMiH NPUAATHOCTI: 2 POKK.
3MiHW BHECEHO B IHCTPYKLiO A1 MeaUyYHOro
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"TepMmiH npugaTtHocTi”. BBeeHHS 3MiH NPOTArom
6-T1 MicsLIB NicNs 3aTBEPKEHHS
40. | BAPIBAKC MOPOLLIOK Ta Mepk Wapni | Lseliuapisa Brpo6HMUTBO, CLIA/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/19665/01/01
BAKUUHA PO3YMHHUK AN Ooym IAEA nepBuHHE Higepnanamn 3MmiHu | TMny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
And cycneHsii ana X nakyBaHHs Ta nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI. 3MiHN Y
NMPO®DINAKT iH'eKUjin; 1 donakoH 3 aHasiTMuHe npoueci BUPOGHULITBA FOTOBOTO /liKapCbKOro
KN nopotukom (1 gosa) TecTyBaHHs 3aco0y, BK/IOYaoUy NPOMDKHWI NPOAYKT, L0
BITPAHOI B KOMM/EeKTi 3 1 BaKUUHWN: Mepk 3aCTOCOBYETLCA MNPV BUPOOHMLTBI TOTOBOIO
BICMN XXUBA | dhniakoHOM 3 Wapn i Joym NNC, nikapcbKoro 3acoby (He3Ha4yHa 3miHa y NpoLeci
ATEHYNOBA | po3uuHHUKOM (Boaa CLWA; MapkyBaHHs BMPO6HULITBA) - He3HauHi 3MiHM B NpoLeci
HA Ans iH'eKUiid) B NepBUHHOIO BMPOBHULTBA FOTOBOrO NikapcbKoro 3acoby, a
KapTOHHI KopoobLi nakyBaHHs, came- fofaBaHHs nosiTpsi/napa B SAKOCTI
BTOPVIHHE a/lbTePHATUBHOIO METOAY TEPMIYHOI
nakyBaHHs Ta [4,03Bif cTepwnisauii cTepunbHNX ONakoHIB,
Ha BUMyCK cepil HanoBHEHNX PO3YMHHUKOM. TepMiH BBEAEHHS
BakKUVHU Ta 3MiH - BepeceHb 2026 poky.
po34nHHMKa: Mepk
Wapn i foym B.B.,
Higepnanau
41. | BEKTUBIKC KOHLeHTpaT ans AmIXeH Higepnangu MapkyBaHHs, HigepnaHgm BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/10806/01/01
PO34nHy ons €spona b.B. BTOPUHHE / CWWA 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
iHcpy3iiA, 20 mr/mn no nakyBaHHs Ta HalimeHyBaHHs Ta/abo agpecy Micus
5 mn y cpnakoHi; no BUMYCK Cepil: NpoBafpKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa

1 chnakoHy B
KapTOHHIlA KopooLi

AmMIpKeH €Bpona
B.B., HigepnaHgu;

BupobHnuTBO,
nepBuHHE
nakyBaHHs:

roTOBOIO /liKapCbKOro 3acoby, BKIoYaoun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOIO AKOCTI. (fisNIbHICTb, 3a SIKY BiAnoBigae
BUPOGHMK/IMMOPTEP, HE BK/IOYAKYM BUMYCK
cepiii). 3MiHa Ha3BU BUPOGHMYOT AinbHuULi 13
Bektunbikc, a came 3 AMmxeH MaHydakTypiHr
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
AMIDKEH Nimitea/ Amgen Manufacturing Limited Ha
MaHyakTypiHr AmmkeH MaHydakTypiHr flimiteg J1/IC/ Amgen
Nimiteg NNC , CWA Manufacturing Limited LLC. MicLie3HaxomkeHHs
MalifaHunka Ta BUpobHudi onepawii
3a/MwaTbea 6e3 3MiH.
42. | BEPAXXWHAK | kancynu BariHasibHi Amakca NITg, Benvka BMPOBHMLTBO 3a B’eTHam BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/20205/01/01
C M'siKi, no 6 kancyn 'y BpuTaHis NOBHUM UyKoM: Din 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom

6nictepi, no 1 a6o 2
6nictepn y
KapTOHHIA Kopoo6Li

IHTep ®apma Ko.,
nrta., B'eTHawm;
KOHTPO/Tb AKOCTI:
®in IHTep dapma
Ko., 114, B'eTHam

nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO MiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS). BHECEHHS HE3HAYHMX 3MiH A0
MeToAVKM BUNPO6yBaHHA /13 3a NokasHMKOM
"laeHTudikauis. HeomiunHy cynbhat” (metos
TWX). 3miHn | TURY - 3MiHK 3 SKOCTI. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax B1unpobyBaHb
(BKIHOYAKOYM 3aMiHY a60 [JONOBHEHHS))
BHECEHHS 3MiH [0 METOAVKV BUNpobyBaHHA /13
3a NOKa3HUKOM "KinbKiCHe BU3HaYEHHS.
HeomiuuHy cynbat”(kinbkicHe BU3HAUYEHHS
aHTUGIOTVKIB 6ioOrYHUM MeToAoM). 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapcbKnii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTogax BMNpPo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX MeToAax BUNPOOYBaHHS)
BHECEHHS HE3HAYHWX 3MiH [0 METOAVKN
BMNpoGyBaHHSA /13 3a NoKa3HNKOM
"loeHTudpikauisa. HictatnH" (metog TLUX). 3MiHn |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapcbKni
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MmiHa y MmeTogax BUnpobyBaHHsA roOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
BHECEHHS HE3HAYHMX 3MiH O METOAWKN
BMNpo6yBaHHA /13 3a NokasHNKOM
"laeHTudikayis. MonimikcmHy B cynbgar”
(meTopg TLUX).
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKIHOYAKOUM 3aMiHY a60 [JONOBHEHHS))
BHECEHHS 3MiH [0 MeTOAVKV BUNpobyBaHHA /13
3a NOKa3HUKOM "KinbKiCHe BU3HaYEHHS.
HictatuH" (KinbkicHe BU3HAYeHHS aHTUGIOTVKIB
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

6i0N1I0MNYHMM METOA0M).
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(iHwWi 3MmiHM y MeTogax BunpobyBaHb
(BKNHOUAKOUM 3aMiHY @60 [OMOBHEHHS))
BHECEHHS 3MiH 40 MeToAMKM BUNpobyBaHHsA 13
3a NokasHMKoM "KinbKicHe BU3HAYEHHS.
MonimikcuHy B cynbdhat" (KisibkicHe BU3HaYEHHS
aHTUGIOTVKIB GiO/IOTYHUM MEeTOA0M). 3MiHU |
TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[OMNOBHEHHS))
BHECEHHS 3MiH [0 METOAVKV BUNpobyBaHHA /13
3a NokasHUKoM "OAHOPIAHICTb [030BaHNX
peyoBuH".

43.

BIHITEN®

cupon, 200 mr/5 mn,
no 200 mny
CKNAAHOMY (pr1akoHi 3
KPULLIKOIO 3
KOHTpONIEeM MepLUoro
BiKPUTTS, KOXEH
h/1aKOH Y KapTOHHI
yrakoBLji pa3om 3i
wnpuuem-
[03aTOpoM 06’'eMOM
5 Mn Ta agantepom
ana wnpuua; no 200
M1y CKNSIHOMY
h/1aKoHi 3 KPULLIKOHO,
HeJOoCTYMNHOW ANs
BIAKPUTTA AITbMU,
KOXeH oN1akoH y
KapTOHHIiA ynakoBL,i
pasom 3i Wwnpuuem-
[103aTOPOM 06’EMOM
5 Mn Ta agantepom
Ans wnpuua

TOB
"TNELPAP
MATO"

Ykpaina

TOB "KYCYM
PAPM", YkpaiHa
abo

TOB "TNEAPAPM

NTA", YKpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWii 3aci6. 3miHa
PO3Mipy YNakoBKu roTOBOrO JliKapcbKoro 3acoby
(BUNYYEHHS yNakoBKW NEBHOT0 PO3Mipy)
BUyYeHHS dhnakoHy 06'emom 100 mn,
anbTepHaTMBHUM ¢h/1lakoHOM 3anmwaetbes 200
M
3arsepmkeHo: no 100 ma abo no 200 mny
CK/IAHOMY (D/1AKOHI 3 KPULLIKOKO 3 KOHTPOEM
NepLUIoro BiAKPUTTS, KOXEH (D1akoH Y KapTOHHIl
yNakoBLi pa3oM 3i LnpuLem-403aTopomM
o6’emom 5 M1 Ta agantepoM Ans Wnpuua; no
100 mn a6o no 200 My CKNISTHOMY hNakoHi 3
KPULLIKOIO, HeOCTYMHOK ANA BiAKPUTTS AiTbMMU,
KOXeH (hN1akoH Y KapTOHHI yrnakoBLi pa3om 3i
LinpuLem-103aTopomM o6’eMom 5 Mn Ta
agantepom Ans wnpuua. MapkyBaHHs
YKPAiHCBKOIO Ta aHriNnCcbKO MOBaMu.
3anponoHoBaHo: no 200 MN 'y CKNsAHOMY
oNaKoHi 3 KPULLIKOK 3 KOHTPO/IEM MEPLLOro
BiAKPUTTSA, KOXEH (N1akoH Y KapTOHHI ynakoBL,i
pasom 3i WnpuuemM-go3aTopom 06’eMom 5 mn Ta
aganTtepomM Ans wnpuua; no 200 My CkIsHOMY
th/1aKoHI 3 KPULLKOKO, HeAOCTYMHOW ANs
BIIKPUTTSA 4iTbMU, KOXEH (DN1aKOH Y KapPTOHHIlA
yNakoBLi pa3oM 3i LUNpuLem-403aTopomM
o6’emom 5 M Ta agantepoM Ana Wnpuua.
MapKyBaHHs1 YKpaiHCbKOK Ta aHrNinCbKoK

3a
peyenmom

He
niossieae

UA/18844/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

MOoBaMu. 3MiHM BHECEHO B IHCTPYKLitO A5
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ain "Ynakoska" y 3B'A3Ky 3 BUSTyYEHHAM
NeBHOro PO3Mipy ynakoBku, K HACNIAOK -
BU/TYYEHHS TEKCTY MapKyBaHHA BiAnoBigHOT
ynakoBku. BBeieHHS 3MiH NpOTArom 6-Tu
MiCALIB Nic/1a 3aTBepAKEHHS

BIHKPUCTUH
-TEBA

PO34UH O151 iH'EKLLNA,
1 mr/mn; no 1 mn,
abo no 2 mn, abo no
5 Mn 'y cpnakoHi; no
1 donakoHy B
KapTOHHIA Kopoo6Li

TOB «TeBa
YkpaiHa»

YKpaiHa

Papmaxemi b.B.

HigepnaHamn

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (iHWi 3MiHK) - 3MiHW BHECEHO B iIHCTPYKLitO
015 MeANYHOT0 3aCTOCYBaHHS /liKapCbKOro
3acoby A0 po3ainis "B3aemMogis 3 iHLLIMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHA" Ta
"Mo6iyHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHchopMmauii woao 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby.

TepMmiH BBELEHHS 3MiH - NPOTAroM 6 micsuiB
nicns 3aTBepKEHHS.

3a
peyenmom

He
nionsieae

UA/6278/01/01

45,

BIPFAH®

refib OYHUiA, 1,5 mr/r;
no5ryTy6i3
HaKOHEYHWKOM, L0
3arBUHYYETLCS
KOBMaykom; no 1
Ty6i B KQPTOHHIlA
Kopobui

NABOPATY
AP TEA

®paHuis

dapmina — Tea
PapmaueyTiui C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHY | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
Ha3BW JIiKapCbKOro 3acoby - 3miHa Ha3Bwu
nikapcbkoro 3acoby: 3atsepgxeHo — "BIPFAH
(VIRGAN)", 3anponoHoBaHo — "BIPTAH®
(VIRGAN)". BBeieHHs1 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) - 3MiHW BHECEHO
00 IHCTPYKLIi 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby Ao posziny "OcobnmBocTi
3acTocyBaHHA" 3 BiANOBIAHUMW 3MiHAMU [0
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu micsiuis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHX BHECEHO [0 iHCTPYKLiT AN
MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby
A0 posgainis "Mo6iyHi peaxkuii”, "3asBHuK" " Ta 0
TEKCTYy MapKyBaHHSA yNakoBKN /ikapCbKoro

3acoby, a came o n. 17 (IHWE) BTOpUHHOI

3a
peyerimom

He
nionsieae

UA/9379/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
ynakoBku; fo n. 6 (IHLWE) nepBUHHOI ynakoBku.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBepmKkeHHs. 3minu Il Tuny - 3MiHn Wwoao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHnuMy 3 SKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHVMK Ta faHumu 3 chapmakoHarnagy - 3miHm
BHECEHO [0 IHCTPYKLi 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHSA y nepio BariTHOCTi abo
roflyBaHHs rpyaar”. BBefeHHs 3MiH npoTsrom
6-TU MicsAUIB NicNsA 3aTBEPKEHHS.
46. | BIPONIN TabneTkun, BKpUTI Emkyp IHAiA Emkyp IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/18178/01/01
N1iBKOBOO dapmacbHoTi dapmacbloTikanc 3MiHu | TURY - 3MiHK WoAao peyenmom | niossi2ae
060/10HKO10, M0 50 Kauic N1Tg nrtp 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
mr/300 mr/300 mr; no 3MiHa y KOpOTKili XapaKTepuCcTULLi Nikapcbkoro
30, 90 a6o 180 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
Tabnetok y MeAUYHOro 3acTocyBaHHA Ha niacTasi
n1acTMKOBOMY perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
chnakoHi, Lo nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
MICTUTb KOHTeliHep 3 3acTocyBaHHS Nikapcbkoro 3acoby B
cunikarenem, no 30, nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
90 a6o 180 OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
Tabnetok y BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
naacTMKoOBOMY (PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
chnakoHi, Lo YMOBHOB&XEHVIM OpPraHoM)
MICTUTb KOHTEliHep 3 3MiHV BHECEHO B iIHCTPYKLiO A1 MeAUyYHOro
cunikarenem; no 1 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
n1acTMKoBOMY "Oco6nmBOCTiI 3acTocyBaHHS" Ta "To6IYHI
donakoHy y peaxui™ BignoBigHO [0 OHOB/EHOT iHhopmaLii
KapTOHHI Kopobui {040 6e3neKn 3acTOCyBaHHS Ajil040i PeYoBUHN
3rigHo 3 pekomeHpauieto PRAC.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
3aTBEPKEHHS
47. | BITANPOCT cynosuTopii TOB «®3 Ykpaina TOB «®3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 He UA/20968/01/01
DOPTE pekTasibHi, He «BIO®APM «BIOPAPMA» YTOUHEHHSA CTaTyCy pek/amMyBaHHA B Hakasi peyenma nionsza
MeHwe 0,008, no 5 A» MO3 Ykpainu Ne 1404 Big 08.09.2025 B €
CynosuTopiis y npoueci peectpauii. Pefakuia B Hakasi -
KOHTYPHIl nignsrae. BipHa pegakuis - He nignarae.
YapyHKOBIN
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yrnakoBKM y navui 3
KapTOHY
48. | BOJIbTAPEH | emynbrens ans XaneoH KX LBeliuapis BMPOGHNLTBO Lseliuapis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 6e3 UA/1811/01/02
POPTE 30BHILIHBbOIO CAPN nNikapcbkoro 3acooy, ITanis 3MiHun Il TUny - 3MiHKM 3 AKoCTi. ADI. peyenma

3acTocyBaHHA 2,32
%; no 50 r a6o 100 r

nepBuUHHE Ta
BTOPUHHE

Brpo6HMLUTBO. 3MiHa BUPOBHUKaA
BUXIAHOTrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
B Ty6i; no 1 Ty6iy nakyBaHHs1, BVIKOPVICTOBYIOTHCS Y BUPOOHMYOMY NpoLieci

KapTOHHilA KopooLi

KOHTPO/b AKOCTI,
BUMYyCK cepili:
XaneoH KX C.a.p.n.,
LLBeiiuapis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BWMYCK CepiA:
XasneoH Itani
MaHydbekuypiHr
C.p.N1., Itania

A®l, abo 3miHa BUpo6GHUMKa (BKIOYaKouK, ae
HeobXiAHO, MicLe NPOBEAEHHS KOHTPOSIIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaXeHOMY
[0cbe)(BBEAEHHS HOBOro BUPOGHNKa Adl 3
HagaHHAM macTep-gaiina Ha A®l) - logaBaHHsA
anbTepHaTUBHOI AiNbHULI 3 BUpobHMUTBa API Ta
KOHTpO/to skocTi APl guknodeHaky gieTunamiHy
3 MeTOI 3a/J0BO/IEHHS PUHKOBOrO NOMuUTY Ta
3abe3neyeHHs 3pocTarumnx NoTpeb y Aitovii
peuvoBuHi - Henan Dongtai Pharm Co., Ltd.,
KuTaii 3 HagaHHsAM macTep-haiina Ha AdI.
Litova pepakuis: BUpo6HUK(M) 4itoH0T pevoBUHN:
Unique Chemicals
(a division of J.B.Chemicals & Pharmaceuticals
Limited)/Plot No.5, Phase IV GIDC Industrial
Estate Dist: Bharuch
Panoli - 394 116 Gujarat, India (Manufacture
and Quality Control).Amoli Organics Private
Limited /Plot No. 322/4, 40 Shed Area G.I.D.C.,
Vapi - 396 195 Gujarat State, India (Manufacture
and Quality Control). Olon S.p.A. Via Benvenuto
Cellini, 20 20090 Segrate, Milano - ITALY
(Manufacture and Quality Control).Derivados
Quimicos sau / Camino Viejo de Pliego, s/n
30820 Alcantarilla, Murcia Spain (Manufacturer
of Intermediate: 1-(2,6-Dichlorophenyl) Indolin-2-
one). Amoli Organics Private Limited / Plot No.
322/4, 40 Shed Area G.I.D.C., Vapi - 396 195
Gujarat State India (Manufacturer of
Intermediate: 1-(2,6-Dichlorophenyl) Indolin-2-
one). Olon S.p.A. Via della Vittoria, 89 / 26837
Cassino d'Alberi, Mulazzano (LO) — ITALY
(Manufacturer of Intermediate: 1-(2,6-
Dichlorophenyl) Indolin-2-one). Henan Dongtai
Pharm Co., Ltd, East Changhong Road / 456150
Tangyin, Henan Province - CHINA
(Manufacturer of Intermediate: 1-(2,6-
Dichlorophenyl) Indolin-2-one). MNponoHoBaHa
pefakuisi: BUpo6HMK(1) Ailo4oi peHoBUHM:
Unigue Chemicals (a division of J.B.Chemicals
& Pharmaceuticals Limited) / Plot No.5, Phase
IV GIDC Industrial Estate Dist: Bharuch Panoli -
394 116 Gujarat, India (Manufacture and Quality
Control). Amoli Organics Private Limited / Plot
No. 322/4, 40 Shed Area G.I.D.C., Vapi - 396
195 Gujarat State, India (Manufacture and
Quiality Control). Olon S.p.A. Via Benvenuto
Cellini, 20 20090 Segrate, Milano - ITALY
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(Manufacture and Quality Control). Derivados
Quimicos sau/ Camino Viejo de Pliego, s/n
30820 Alcantarilla, Murcia Spain (Manufacturer
of Intermediate: 1-(2,6-Dichlorophenyl) Indolin-2-
one). Amoli Organics Private Limited / Plot No.
322/4, 40 Shed Area G.1.D.C., Vapi - 396 195
Gujarat State India (Manufacturer of
Intermediate: 1-(2,6-Dichlorophenyl) Indolin-2-
one). Olon S.p.A. Via della Vittoria, 89 / 26837
Cassino d'Alberi, Mulazzano (LO) - ITALY
(Manufacturer of Intermediate: 1-(2,6-
Dichlorophenyl) Indolin-2-one). Henan Dongtai
Pharm Co., Ltd, East Changhong Road / 456150
Tangyin, Henan Province - CHINA
(Manufacturer of Intermediate: 1-(2,6-
Dichlorophenyl) Indolin-2-one). Henan Dongtai
Pharm Co., Ltd. No.2, East Kangtai Road,
Tangyin County, Anyang City, Henan Province,
456150 P.R.CHINA (Manufacturer and Quality
Control) (Homep/Bepcis macTtep-chaiiny: BP-02-
02)

49,

FTABAHA®

Kancynum no 75 mr,
no 10 kancyny
6nictepi; no 2
6nictepy B navui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Knismegnpenapar”,
YkpaiHa; TOB
«MAPIDPAPM>»,
CnoseHis

YkpaiHa/
CnoseHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TURNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3MiHa y meTogax

BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby

(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTohax
BMMNpo6yBaHHS). HesHauHi 3MiHn y meToai BEPX
0151 BU3HAUYEHHS nokasHuka "CynpoBigHi
OOMiLLKK"

3a
peyenmom

UA/14764/01/01

50.

FABAHA®

kancynu no 150 mr,
no 10 kancyny
6nictepi; no 2
6nictepy B navui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Kuismegnpenapar”,
YkpaiHa; TOB
«MAPI®PAPM»,
CnoseHis

Ykpaina/
CnoseHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax

BMNPO6YBaHHS rOTOBOrO NiKapCcbKoro 3acoby

(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTogax
BMNpo6yBaHHS). HesHauHi 3MiHn y meToai BEPX
0151 BU3HAUYEHHS nokasHuka "CynposigHi
OOMiLLKK"

3a
peyenmom

UA/14764/01/02

51.

FTABAHA®

kancynun no 300 mr,
no 10 kancyny
6nictepi; no 2
6nicTepy B navi

MAT
"Kuismegnp
enapart”

YKpaiHa

MAT
"Kuismegnpenapar”,
Ykpaina; TOB
«MAPIDPAPM»,
CnoseHisa

YkpaiHa/
CnoseHis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKkocTi. FoToBUIA
nikapcbknii 3aci6. KOHTpoNb roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOBYBaHHA rOTOBOrO fliKapCbKOro 3acoby

(He3HayHa 3miHa y 3aTBEPAKEHNX MeToaax
BMNpo6yBaHHS). HesHauHi 3MiHn y meTozi BEPX
AN BU3HaYeHHs nokasHuka "CynposigHi
OOMiLLKN"

3a
peyenmom

UA/14764/01/03

52.

FTABAHA®

Kancynu no 50 mr,
no 10 kancyny

MAT
"Kuismeanp

YKpaiHa

MAT
"KniBmegnpenapar",

Ykpaina/
CnoBeHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNy - 3MiHK 3 sikocTi. FoToBUIA

3a
peyenmom

UA/14764/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
6nicTepi; no 2 enapat” Ykpaina; TOB nikapcbkuii 3aci6. KOHTponb roToBOro
6nictepu B navuj «MAPI®APM>, nikapcbKoro 3acoby. 3miHa y MmeTofax
CnoseHisa BMNPOGYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BUNPOBYBaHHSA). He3HauHi 3mMiHW y meTogi BEPX
AN BU3HaYeHHs nokasHuka "CynposigHi
OOMiLLKN"
53. | TFABAHA® Kancynu no 25 mr, MNAT Ykpaina NAT YkpaiHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14764/01/05
no 10 kancyny "Kuismegnp "Kuismegnpenapart”, CnoBeHis 3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
6nicTepi; no 2 enapat” Ykpaiva; TOB nikapcbkuii 3aci6. KOHTponb roToBoro
6nictepu B navuj «MAPI®APM>, nikapcbKoro 3acoby. 3miHa y meTofax
CnoseHis BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOBYBaHHSA). He3HauHi 3mMiHM y meToai BEPX
AN BU3HAYeHHs nokasHuka "CynposigHi
OOMiLLKN"
54. | TABAHA® Kancynu no 75 mr, MNAT Ykpaina NAT YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/14764/01/01
10 kancyny "Kuismegnp "KuiBmegnpenapart”, CnoBeHis 3MiHu | TURY - 3MiHN WoAao peyenmom | nidss2ae
6nicTepi; no 2 enapar” YkpaiHa; TOB 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsagy
6nictepu B nauuj «MAPI®APM>, (iHWi 3MiHW) - 3MiHX BHECEHO [0 PEKBI3NTY
CnoBeHis "3ATBEPIXXEHO" iHCTPYKLUiT A48 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby, a came
3a3HayeHo garty Ta Homep Hakasly MO3 YkpaiHu
npo AepXaBHY NepepeecTpaL,ito /likapcbKoro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu micsiuis
nicns 3aTBepKEHHS.
55. | TFABAHA® kancynu no 150 wr, NAT Ykpaina NAT YkpaiHa/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a He UA/14764/01/02
10 kancyny "Kuismegnp "Kuismegnpenapar”, CnoseHis 3MiHu | TUNY - 3MiHK Woa0 peyenmom niossieae
6nictepi; no 2 enapar” Ykpaiva; TOB 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy
6nicTepy B nauvuj «MAPIOAPM>, (iHWi 3MiHW) - 3MiHM BHECEHO [0 PEKBI3UTY
CnoseHis "3ATBEPI)KEHO" iHCTPYKUii AN MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby, a came
3a3HayeHo gaty Ta Homep Hakaly MO3 YkpaiHu
npo AepXaBHYy NnepepeecTpaLiito Nikapcbkoro
3aco6y. BBefeHHs 3MiH NpOTAromM 6-Tu micsiuis
nicnsa 3aTBepKEHHS.
56. | TFABAHA® kancynu no 300 mr, NAT Ykpaina NAT YkpaiHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a He UA/14764/01/03
no 10 kancyny "Kuismepgnp "Kuismegnpenapart”, CnoBeHis 3MiHn | TURY - 3MiHN WoAao peyenmom | nidsis2ae
6nicTepi; no 2 enapat” Ykpaiva; TOB 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
6nictepu B navuj «MAPI®APM>, (iHWi 3MiHW) - 3MiHX BHECEHO [0 PEKBI3UTY
CnoseHis "3ATBEPIXXEHO" iHCTPYKUiT A48 MeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby, a came
3a3HayeHo garty Ta Homep Hakaly MO3 YkpaiHu
npo AepXXaBHY NepepeecTpaL,ito NikapcbKoro
3aco6y. BBegeHHs 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBepKeHHs.
57. | TABAHA® Kancynu no 50 mr, MNAT YkpaiHa MNAT YkpaiHa/ BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3a He UA/14764/01/04
no 10 kancyny "Kuismegnp "KuiBmegnpenapar", CnoBeHis 3MiHu | TURY - 3MiHK WoAao peyenmom nionsizae
6nictepi; no 2 enapar” YkpaiHa; TOB 6e3nekn/edhekTVBHOCTI Ta dhapMakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
6nictepy B navui «MAPI®APM», (iHLWi 3MiHW) - 3MiHX BHECEHO [0 PEKBI3NTY
CnoseHis "3ATBEPI)KEHO" iHCTPYKUii AN MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby, a came
3a3HayveHo JaTy Ta Homep Hakaly MO3 Ykpainu
npo AepXaBHy nepepeecTpaLiito Nikapcbkoro
3aco6y. BBegeHHsA 3MiH NpoTArom 6-Tu micsuis
nicnsa 3aTBepKEHHS.
58. | TABAHA® Kancynu no 25 mr, MNAT Ykpaina NAT YkpaiHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/14764/01/05
no 10 kancyny "Kuismegnp "Kuismegnpenapart”, CnoBeHis 3MiHn | TURY - 3MiHN WoAao peyenmom | nidsis2ae
6nicTepi, no 2 enapat” Ykpaiva; TOB 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
6nictepu B navuj «MAPI®APM>, (iHWi 3MiHW) - 3MiHX BHECEHO [0 PEKBI3UTY
CnoBeHis "3ATBEPIXXEHO" iHCTPYKUiT A48 MeANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby, a came
3a3HayeHo garty Ta Homep Hakaly MO3 YkpaiHu
Npo AepXaBHY NepepeecTpaL,ito Nlikapcbkoro
3aco6y. BBegeHHs 3MiH NpoTarom 6-Tu micsuis
nicns 3aTBepAKEeHHs.
59. | TANNA3O0/IIH® | cnpeli Ha3a/IbHUIA, dapmaueBT MonbLa Brpo6HMUTBO, Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: Ges UA/16346/01/01
KOMBI po3uuH, (1,0 Mr + WYHWIA 3aBO[, nepBrHHe Ta 3MiHu | TUnYy - 3MiHK 3 aAkocTi. CepTudikaT peyenma
50,0 mr)/mn; no 10 «[MOJNIb®AP BTOpPUHHE signosigHocTi/l E-cepTudikar BignosigHoCTI
My dhaKoHi- MA» C.A. nakyBaHHs, €sponelicbkin dhapmakonei/moHorpadii.
KpanenbHuyj; no 1 KOHTPO/b Cepii: MopaHHA HoBOro abo OHOBJ/IEHOTO cepTudikaTa
donakoHy 3 dapmauleBTUYHNI BigNoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
PO34YMHOM Yy KOPOObL 3aBo[, BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
KapTOHHIA «MONIbOAPMA» A®I; ana BuxigHoro
C.A,, MonbLa; martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
Bunyck cepii: BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
dapmaleBTUYHNI [L0MOMDKHOT peYoBUHM (CepTudikaT
3aB0[, BiANoBiAHOCTI EBponeiickbkilt hapmakoner) -
«MONIb®APMA» OHoBeHW cepTUdiKaT Bif yxe 3aTBEPAXEHOro
C.A., MNonbla BMPOOHVKA - NOAAHHS OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 2017-054 - Rev 01 (3atBepaxeHo: R1-CEP
2017-054 - Rev 00) ans A®l kennomeTasoniHy
rigpoxnopuay Bif 3aTBEPLKEHOr0 BUPOGHMKA
Warsaw Pharmaceutical Works Polfa S.A.
IPOCHEM BRANCH, Poland, sikuii 3miHUB Ha3By
Ha Zaklady Farmaceutyczne POLPHARMA S.A.,
Poland.
60. | TAIASO/IIH® | cnpeli Ha3asIbHUIA, dapmanesT Monbwa Brpo6HMLTBO, MonbLa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: Ges UA/16346/01/02
KOMBI po3uuH, (0,5 mr + WNYHWIA 3aBOf, nepBuHHE Ta 3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikaT peyenma
50,0 mr)/mn, no 10 «[MOJIb®AP BTOPUHHE BignoBigHocTi/l E-cepTudpikart BignosigHocCTi
M1y tpriakoHi- MA» C.A. nakyBaHHs, €sponelicbkili hapmakonei/MmoHorpadii.
KpanesnbHuui; no 1 KOHTpONb cepii: MoaaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
donakoHy 3 dapmaueBTUYHNI BigMNOBIAHOCTI ab0 BUTyUYEeHHS cepTudiikaTa
PO34MHOM Yy KOPOOL 3aB0[, BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KapTOHHIiiA «[MOJIb®APMA>» A®I; ansa suxigHoro
C.A., MonbLa; Martepiany/peareHTy/NPoMiKHOIO NPOAYKTY, WO
Bunyck cepii: BMKOPUCTOBYHOTbCS Y BUPO6HULTBI ADI; ans
dapmMaveBTUYHUI [0NOMIKHOT peqoBuHK (cepTudpikat
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3aBo[ BiANOBIAHOCTI EBponeiickbki hapmakone) -
«[MOJIb®APMA>» OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
C.A,, Monbwa BMPOGHMKA
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 2017-054 - Rev 01 (3atBepaxeHo: R1-CEP
2017-054 - Rev 00) gns A®| kcmnomeTasoniHy
rigpoxnopuay Bif 3aTBEPLXEHOr0 BUPOOHUKA
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland, sikuii 3MiHUB Ha3By Ha
Zaklady Farmaceutyczne POLPHARMA S.A,,
Poland.

61. | FEKCAKCUM cycneHsisa gns CaHodi ®paHuin BUPOGHULTBO PpaHuin/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13080/01/01
® | HEXAXIM iH’exuin no 0,5 mn (1 MacTep roToBOro YropumHa 3MiHn | TURY - 3MiHK 3 aKocTi. AL, peyenmom
BAKUMHA [03a) B nonepegHs0 Hepo3dacoBaHoro Brpo6HMUTBO. 3MiHM B Mpoueci BUpo6HNLTBa
ana 3anoBHEHNX NpoAyKTy, BTOPUHHE A®| (He3HayHa 3MiHa y npoLeci BUpobHuLTBa
MPO®INTAKT wnpuuax 3 1-eto nakyBaHHs A®I) - MeTOI0 faHOro NOAaHHA € 3aMiHa
KN (abo 2-ma) (wnpwvuw), KOHTPOsb rniuepriHy 85% CUHTETUYHOTO NMOXOKEHHS Ha
LNOTEPII, OKPEMUMW rosikamu, AKOCTI, BUNYCK rnigepuH 100% POC/IMHHOTO NOXOKEHHS,

NMPABLA, no 1 wnpuuy B cepiii: CaHodi OCKi/TbK/ NOCTavYasbHVK NPUNUHWUB BUPOOHMLITBO
KALUMOKY KapTOHHI ynakoBL,i; MacTtep, ®paHuis; rNiLepVHY CUHTETUYHOTO MOXOKEHHS, @ TaKoX
(ALENONAP | no 0,5 mn (1 fo3a) B BUPOGHULTBO [ofaTv onuc cknagy MyXXHOro po3yvHy ons
HUA nonepegHLo roToBOro Lpyroro etany npekynbTypu. TepMiH BBELEHHS
KOMMOHEHT | 3anoBHeHUx Hepo3dacoBaHoro 3MiH - KBiTEHb 2026.

), FENATUTY wnpuudax 3 1-eto NpoaykTy,

B (abo 2-ma) 3aMOBHEHHS,

PEKOMBIHA OKPEMUMW rofiKamu, BTOPUHHE

HTHA, no 1 wnpuuy B nakyBaHHs,

noniomMien cTaHgapTHoO- KOHTPO/Ib SIKOCTI,

TY €KCMOPTHiN BUWMYCK CepiA:

IHAKTUBOBA | ynakosLj, sika CaHodpi MNactep,

HATA MiCTUTBCA Y ®paHLis; BTOPUHHE

3AXBOPIOB KapTOHHI Kopobui 3 nakyBaHHs, BUNYyCK

AHb, IHCTpYKUieto ans cepiii: CaHodi-

CNPUYNHEH | mepguuHoro ABeHTic 3pT.,

nx 3acToCyBaHHA; Nno YropumHa;

HAEMOPHIL 0,5wmn (1 po3a) B KOHTPO/Ib AKOCTI

us Tuny B nonepeaHL0 (wnpuyw):

KOH''OFOBA | 3anoBHeHUX IHTepHewwHN dpar

HA, wnpuudax 3 1-eto [eBenonmeHT-

ACOPBOBA | (a6o 2-ma) Ekcnept, ®paHuis

HA, PIOKA OKPEMUMW rofiKamu,

no 10 wnpuuis B
KapTOHHI/ ynakosLi;
no 0,5 mn (1 gosa) B
nonepegHLo
3anoBHEHNX
wnpuudax 3 1-eto
(abo 2-ma)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

OKPEMUMM rofiKamu,

no 10 wnpuuis B

cTaHgapTHO-

€KCMOPTHiN

ynakoBLi, ska

MiCTUTbCA Y

KapTOHHI Kopobui 3

iHCTpYKUieto ans

MeLMYHOro

3aCTOCyBaHHS; Mo

0,5wmn (1 po3a) y

nakoHax, no 10

h1aKkoHIB y

KapTOHHIlA ynakoBLi;

no 0,5 mn (1 gosa) y

chnakoHax, no 10

hnakoHiB B

cTaHAapTHO-

€KCMOPTHiN

ynakoBLi, ska

MiCTUTbCA Y

KapPTOHHI KOpOoOLii.

62. | FTEKCAKCUM cycneHsisa gns CaHodi ®paHuin BUPOGHULTBO PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13080/01/01
® | HEXAXIM iH’ekuili; mo 0,5 mn MacTep roToBOro 3MiHn | TURY - 3MiHK 3 aKocTi. ADI. peyenmom
BAKUMHA (1 po3a) B Hepo3dacoBaHoro Brpo6HMUTBO. 3MiHM B Mpoueci BUpo6HNLTBa
ana nonepegHL0 NpoAyKTy, BTOPUHHE A®| (He3HayHa 3MiHa y npoLeci BUpobHuLTBa
MPO®INTAKT 3anoBHEHUX nakyBaHHsA AdI) -

KN wnpuuax 3 1-eto (wnpwvuw), KOHTPO/b HesHauHa 3MmiHa y npoueci BupobHuutea Adl, a
LNOTEPII, (abo 2-ma) AKOCTI, BUNYCK came 3aMiHa CMPOBUHN L-TNPO3MHY TBAPUHHOIO
NMPABLA, OKpemnmu rosikamu, cepiii: CaHodi NOXOZ)KEHHA Ha CUPOBUHY L-TUpO3nHYy
KALLU/TIOKY no 1 wnpuuy B MacTtep, ®paHuis; POC/IMHHOIO NOXOAXXEHHS. TepPMiH BBEAEHHS
(AUENIONAP | KapTOHHIA ynakoBL,; BUPOGHULTBO 3MiH - KBiTeHb 2027. 3MiHu | TUNY - 3MiHU 3
HUA no 0,5 mn (1 gosa) B rotToBOro AKocTi. A®l. KoHTponb Adl. 3miHa y napameTpax
KOMMOHEHT | nonepegHb0 Hepo3dacoBaHoro cneuudikauin Ta/abo AONYCTUMKX MEX,

), FENATUTY 3anoBHEHNX NpoayKTY, BU3Ha4YeHUX y cneuudpikauisx Ha Adl, abo

B wnpuuax 3 1-eto 3aMoBHEHHSA, BUXIAHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
PEKOMBIHA (abo 2-ma) BTOPUHHE BMKOPMCTOBYIOTbCS Y npoueci BuUpobHuutea Ad|
HTHA, OKPEMMUMM rofikamu, nakyBaHHs1, (3BY)XEHHS AOMYCTUMUX MEX, BU3HAUYEHUX Y
noniomMien no 1 wnpuuy B KOHTPO/Ib SIKOCTI, cneuudikaLii) - 3BYy)XXeHHS fONYCTUMUX MEX,
TY cTaHAapTHO- BUWMYCK CepiA: BM3HAYEHNX Yy cneuudikadii, a came 3miHa SKOCTI
IHAKTUBOBA | eKcrnopTHiii CaHodpi MNactep, BOAM AN MPUTOTYBaHHS 3HEXMPEHOTO MOJIOKA,
HATA ynakoBLi, sika dpaHuisa; BTOpUHHE LLIO BUKOPUCTOBYETLCA A/151 BUPOOHULTBA
3AXBOPIOB MICTUTBCA Y nakyBaHHs, BUNYyCK po6oumx nocisHux cepiii Clostridium tetani.
AHb, KapTOHHI KopobLi 3 cepiii: CaHodi- TakoX, BHECEHHS peflakLiiiHUX 3MiH 10 p.
COPUYNHEH | iHCTpyKuieto ans ABeHTIC 3pT., 3.2.S.2.3 TepMmiH BBEAEHHS 3MiH - KBITEHb 2027.
nx MeauyHoro YropumHa; 3miHu | TMny - 3miHu 3 skocTi. A®l. KoHTponb
HAEMOPHIL 3acTocyBaHHs; Mo KOHTPO/Ib AKOCTI A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
us Tuny B 0,5mn (1 gosa) B (wnpuyw): [ONYCTUMMX MEX, BU3HAUEHUX y cneuudikavisx
KOH''OFOBA | nonepegHb0 IHTepHewHn dpar Ha A®l, abo BVXigHWIA/NPOMIKHWIA

HA, 3aN0BHEHUX [JeBenonveHT- NpoAYKT/peareHT, Lo BUKOPUCTOBYOTbCA Y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

AJICOPEOBA
HA, PIOKA

wnpuudax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpwuyis B
KapTOHHIA ynakoBL,i;
no 0,5 mn (1 gosa) B
nonepegHL0
3anoBHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpwuyis B
CTaHfapTHO-
€KCMOoPTHil
ynakoBLi, sika
MICTUTBCA Y
KapTOHHIA Kopobui 3
iHCTpYKUieto Ans
MeAMYHOro
3aCTOCyBaHHS; No
0,5mn (1 po3a) y
chnakoHax, no 10
hnakoHiB y
KapTOHHIl ynakoBsLyj;
no 0,5 mn (1 gosa) y
hnakoHax, no 10
oNakoHIiB B
CTaHfapTHO-
€KCMOPTHil
ynakoBLi, sika
MICTUTBCA Y
KapTOHHI KopobLii.

Ekcnept, ®paHuis

npoueci BupobHuutea A®! (iHwi 3MiHM) - 3miHa
BHYTPILLHLOT crneundikaii cMpoBuHu 2,6-
[AVKap6OKCUIBHOT NIPUANHOBOI KUCNOTU. TepMiH
BBE/[EHHS 3MiH - KBiTEHb 2027.

63.

FEPMNEBIP®

Tabnetku no 200 wmr,
no 10 Tabnetok y
6nictepi; no 2
6nicTepy B nayui

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"Knismegnpenapar”

YKpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHN.
BunyuyeHHs BUPOGHMYOT AiNbHULI (BK/THOYAKOUN
AinbHuui ana A®Il, npomixHoro npoaykTy abo
roTOBOrO JlikapCcbkoro 3acoby, AiNbHUL ANns
NpoBefeHHs NakyBaHHS, BUPOGHMKA,
Bi4NOBIAA/ILHOIO 3a BUMYCK Cepiid, Micue
NpoBefeHHS KOHTPOSO cepii) abo
noctayanbHUKa BUXIAHOTO MaTepiany, peareHty
ab0 [ONOMIXHOI PevoBUHU (SKLLO 3a3HAYEHO Y
[OCbE) BUTyYEHHS] BUPOGHMKA Ail040i PEHOBVHN
auuknoBipy «Quimica Sintetica S.A.», Icnais.
3MiHn | TUnYy - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans

3a
peyerimom

UA/2466/03/01
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Kpaina

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

YkpaiHa

A®l; ans BUXigHOTO
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoOBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikat Big BXe 3aTBEPAXXEHOTO
BMPO6HMKa. [ogaHHa HOBOro cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 1998-029 - Rev 10 (3atBepmxeHo: DMF)
ana A®l aumknioBipy Bif 3aTBEPAKEHOr0
BUpo6HUKa «Mylan Laboratories Limited», IHAis.
AK HacnigoK 3mMiHa Ha3BK BUPOGHMKA Ha
«Tianish Laboratories Private Limited», IHais
BignosigHo CEP.

nocsi0OYeHHs

65.

KpaiHa Bupo6Huk
3asBHUKa
Ykpaina MAT
"Knismegnpenapar”
YKpaiHa MNAT
"Knismegnpenapar"

YKpaiHa

BMpo6HUMKa «Mylan Laboratories Limited», IHAis.

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHN.
BunyuyeHHs BUPOGHMYOT AiNbHULI (BK/IHOYAOUN
AinbHuui ana A®l, npomixHoro npoaykTy abo
roTOBOrO JlikapCcbkoro 3acoby, AiNbHWL ANns
NpoBefeHHs NakyBaHHS, BUPOGHMKA,
Bi4NOBIAA/ILHOIO 3a BUMYCK Cepid, Micue
NpoBefEeHHS KOHTPOSIO cepii) abo
noctayanbHuKa BUXIAHOTO MaTepiany, peareHty
a60 [ONOMIXHOI PevyoBUHU (SKLLO 3a3HAYEHO Y
[OCbE) BUTyYEHHS] BUPOGHMKA Ail040i PEHOBVHN
auuknoBipy «Quimica Sintetica S.A.», IcnaHis.
3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT peyoBuHN (cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
HoBuii cepTuchikat Bif BXXe 3aTBEPAXEHOr0
BMPOGHMKa. [ogaHHa HOBOro cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
CEP 1998-029 - Rev 10 (3atBepxeHo: DMF)
ana A®l aumknosipy Bif 3aTBEPAKEHOIO

Ak Hacnigok 3MiHa Ha3BW BUPOOHUKA Ha
«Tianish Laboratories Private Limited», IHgjis
BignosigHo CEP.

3a
peyerimom

UA/2466/03/02

Ne Hassa Popma sBUMYCKY 3assBHUK
n/n JlikapcbKo20 | (nikapcbka ¢hopma,
3acoby yrnakoska)
64. | FTEPMNEBIP® Tabnetkun no 400 wr, MNAT
no 10 Tabnetok y "Kuismegnp
6nictepi; no 1 enapar”
6nictepy B nauui
FEPMNEBIP® mMasb 2,5 %, no5r MAT
abo 15ry 1y6i; no 1 "KviBmeanp
Ty6i B nayuj enapar”

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHn 3 sKocTi. CepTudikaT
BignosigHocTI/lE-cepTudpikar BignosigHoCTi

€Bponelicbkiin hapmakonei/MoHorpadii.

3a
peyernmom
nolseay

my6i; 6e3

UA/2466/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikata
BigNoBiAHOCTI a60 BUyYeHHS cepTudikaTa
BiNOBIgHOCTI €Bponelickkilt thapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikat Big BXe 3aTBEPAXXEHOT0
BMPO6HMKa. [ogaHHa HOBOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 1998-029 - Rev 10 (3atBepmxeHo: DMF)
ana A®l aumknioBipy Bif 3aTBEPAKEHOr0
BUpo6HMKa «Mylan Laboratories Limited», IHAis.
AK HacnifgoK 3mMiHa Ha3By Ha «Tianish
Laboratories Private Limited», IHais BignosigHO
CEP. 3MiHu | TUny - AAMiHICTpaTVBHI 3MiHW.
BunyyeHHs BUPOGHWYOI finbHUL (BKIHOYAK0UM
AinbHuui Ana A®l, npoMixxHoro npoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AinbHuLi AN
NpOoBefEeHHs NakKyBaHHS, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NPOBE/EHHSI KOHTPOSO cepii) abo
nocTavasnibHvKa BUXigHOro martepiasny, peareHty
ab0 [ONOMIXKHOT PpevyoBUHU (SKLLO 3a3HAYeHo y
[10Cb€) BUNYYEHHSI BUPOBGHMKA Ajit04O0T peyoBUHN
aunknoBipy «Quimica Sintetica S.A.», IlcnaHia

peyenma no
52y my6i

66.

FiNHOC®

TabneTku, BKpUTI
060/10HKO0, N0 15
mr, no 10 TabneTtok
Y KOHTYpHIlA
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauuj

MpAT
"®apmaueBT
nyHa chipma

"fapHuua”

YKpaiHa

MpAT
"®apmaueBTUyHa
dipma "lapHnua”

Ykpaina

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
(BWTyYEHHS! YNakoBKv NEBHOrO po3Mipy).
BunyueHHsi Bugy ynakosku /13 NnHoc®, a came -
N0 2 KOHTYPHi YapyHKOBI YNakoBK/ B nauuyj,
Y3BA3KY 3 MApKETUHIOBOK HEOOXiHICTIO.
3MiHM BHECEHO B po3ainu "Ynakoska" Ta
"Karteropis Bignycky" B iHCTpyKLit0 Ans
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
Ta B po3gin 6.5. "Tun Ta BMIiCT NEPBUHHOI
YNaKoBKN" KOPOTKOT XapaKkTepncTunkm
NiKapcbKoro 3acoby y 3B'A3Ky 3 BUTYYEHHSAM
NeBHOro PO3Mipy ynakoBku, K HACNIAOK -
BU/TYYEHHS TEKCTY MapKyBaHHA BignoBigHOT
ynakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTSArom 6-TM MicALB Nic/1A 3aTBEPAKEHHS.

6e3
peyenma

niossieae

UA/17957/01/01

67.

rnso®»OP®

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKO, 500
mr/5 mr no 10

AT
"Papmak”

YKpaiHa

AT “dapmak’,
YkpaiHa: (nakyBaHHs
i3 popmu in bulk
ipMn-BUPOBHMKA

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro

3a
peyenmom

He
nidnsieae

UA/12062/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Tabnetok y 6nictepi;
no 3, 6, abo 10
6nicTepis y nayui 3
KapTOHY

"USV Private
Limited", IHgjis)

3ac00y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofi)xeHo 3 KOMMNETEHTHUM
YNOBHOB&)XXEHVNM OPraHom)
3MiHV BHECEHO [0 iHCTPYKLIT AN MeANYHOro
3acTocyBaHHSA A0 po3ainy "OcobnmBocTi
3acTocyBaHHA" WOA0 6e3nekn 3acToCyBaHHSA
nikapcbkoro 3acoby. BBegeHHS 3MiH NpPOTArom
6-Tv MicALIB NicnsA 3aTBepKEHHA. 3MiHu | Tvny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pedhepeHTHMIT Npenapar (3mMiHa He NnoTpebye
HaJaHH$ XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTocyBaHHsA Ao po3ginis "Cknag”
(peparyBaHHs), "®apmakoTepaneBTuyHa rpyna’
(BMKNafeHHs B MOBHIN pepakuii),
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUamn
B3aemogiin”, "OcobamBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHsA Ta f03u1", "Mo6GiuHI
peakui" BiANOBIAHO A0 iHdopmaLii
pedepeHTHOrO /likapcbkoro 3acoby
(FnokoBaHc). BBeeHHA 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPAYKEHHS

68.

rNILVH-
OAPHMLA

TabneTkn
cybniHrBaUibHI NO
100 wmr; no 10
Tabnetoky
KOHTYPHIl
YapyHKOBIN
ynakosLi; no 3 a6o 6
KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLli

MpAT
"®apmaueBT
nyHa chipma

"fapHuua”

YKpaiHa

MpAT
"®apmaueBTUyHa
tipma "lapHnua”

Ykpaina

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONYCTUMMX MEX, BU3HAUYEHMX y cneuudikavisx
Ha A®l, abo BUXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCSA Y
npoueci BupobHuutea A®| (iHWi 3MiHN).
CynyTHSA 3MiHa- 3MiHU 3 AkOCTi. ADI. KOHTpO/b
A®l. 3miHa y meTogax BunpobysaHHs Adl abo
BMXigHOro Martepiany/npomixxHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK Y
3aTBepAKeHMX MeTogax BunpobysaHHs) (b.1.6.2.
(a) IA) -BHeceHHs1 3MiH A0 MaTepianis P4 ans

6e3
peyenma

UA/18282/01/01
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n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

BXiIHOr0O KOHTPOJIIO Ha Aitody peyoBuHy [iuyH
3a NOKa3HUKOM «PO3UMHHICTb», AKWiA
nepeHeceHo [0 Po3finy Npo 3arasbHi

BNACTVBOCTI, OCKi/TbKN BiH Ma€
pekomMeHAaLiliH1i XxapakTep BiAMNOBIgHO A0
sumor Y 1.4 «MoHorpadii», €® 1.5.1.7

«Characters» i 3arasibHoi MoHorpadii Ph. Eur.,

«Substances for pharmaceutical use» ,1a 3a
nokasHukom «lgeHTtucpikauis», a cave:
3a/MLeHa nepLua igeHTudikaulis, ska €
060B’A3KOBVM BMNPOGYBaHHAM AaHOro

nokasHuka, BiAnosigHo Ao sumor AdY 1.4

«MoHorpadii» Ta €EP 1.5.1.8 «Identification».

MeToAuKy KOHTPOIO NOKa3HUKa «PeyoBUHY,

BUWSIB/IOBAHI HiHMAPUHOM» 3a/MLLIEHO 6e3 3MiH, 3

METOAMKN BUTyYEHI PO3YMHM, LLO

BUKOPVCTOBYB&/INCh [151 KOHTPOSIIO MOKa3HMKa
«laeHTudikauis B», BHaCNifoK TOro, LWo

3a/IMLLEHO SMLLE TECT nepLuoi iaeHTudikauii y

cneumdikauii. BHeceHo pefiakuiiiHi npaBku, Siki
ochopmMIeHi BigNOBIAHO A0 pekoMeHAaLi Ta
ctunictukn APY. 3miHm | TRy - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikavin Ta/abo AoNYyCTUMUX MEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(BMNYYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag, BUTyYEeHHs 3acTapifioro nokasHvka))
-BUYHYEHHS MOKa3HUKa «Baxki meTann» 3i
cneumdikauii A®l, Ha nigcTasi HagaHoi
BMPOOHUKOM OLLIHKM PU3KKY BiAMNOBIAHO A0 BUMOT
ICH Q3D Guideline for Elemental Impurities

UA/13553/01/01

69.

LEKPU3

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, N0 25
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepn y
KapTOHHI navu,i

NPO®APM
A
IHTepHeLHN
TpeguHr
NimiTen

ManbTa

BVMPOGHMLTBO
Hepo3dghacoBaHOT
NpoAyKLUii, NepBNHHE
Ta BTOPVHHE
naxyBaHHs,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil:
Apamen ®apma
C.A., MonbLya;
KOHTPO/b AKOCTi: MT
Nab6opatopiz Cn. 3
0.0., MonbLwa

Monbwa

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
po3mipy cepii (BkoUarouy gianaszoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (36iNbLUeHHA
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom) - [logaBaHHsA aflbTePHATUBHOIO
36iN1bLUEHOr0 PO3Mipy cepii roTOBOro NPOAYKTY Y
KinbkocTi 2,500,000 Tabnetok (212,5 «r),
BKPUTMX M/1IBKOBOKO OGO/IOHKOK Y 103YBaHHI 25
mr Ta 1,250,000 Ta6netok (212,5 Kr), BKpUTKX
NNiBKOBOI 060JI0HKOK y A03yBaHHi 50 mr, y
3B'A3KY i3 MaclwTabyBaHHAM BUPOOHMLTBA Ta
BUKOPVCTaHHAM 6inbLL NPOAYKTUBHOIO Ta
ehekTMBHOro 061aaHaHHA

3a
peyenmom

UA/13553/01/02

70.

LEKPU3

TabneTku, BKpUTI

NNiBKOBOK

MPOPAPM
A

ManbTa

BMPOGHMLTBO

Monba

Hepo3sdracoBaHol

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:

3MmiHu | TMNy - 3MiHK 3 siKocTi. FoToBMIA

3a

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
ob6onoHkoto, no 50 IHTEepHeLwHN npoayKuii, NnepBnHHe nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
Mmr; no 10 TabneTok TpeguHr Ta BTOPVHHE po3Mipy cepil (BkNOYatoun dianaszoH po3mipy
y 6nicTepi; no 3 NimiTen nakyBaHHs, cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
6nictepu y KOHTPO/Ib SIKOCTI, 00 10 pasiB NOPIBHSHO i3 3aTBEPKEHNM
KapTOHHI navwi BMNYCK cepil: po3Mipom) - [lofaBaHHA a/ibTEPHATUBHOIO
Apamep ®apmva 36iNbLUEHOr0 PO3MIpY Cepii rOTOBOrO NPOAYKTY Y
C.A., NMonbLua; KinbkocTi 2,500,000 Tabnetok (212,5 «r),
KOHTPONb AKOCTi: MT BKPUTMX M/1IBKOBOK OGOJIOHKOK Y [103yBaHHi 25
Na6opaTopis Cn. 3 mr Ta 1,250,000 Tabnetok (212,5 Kr), BKpUTUX
0.0., MonbLua NAiBKOBOI 0O0/IOHKOI0 Y A03yBaHHi 50 wmr, y
3B'A3KY i3 MacluTabyBaHHAM BMPOGHMLTBA Ta
BMKOPUCTaHHAM 6iNbLL NPOAYKTUBHOIO Ta
edheKTMBHOro 061agHaHHs
71. | BEKCO®EH PO34UH A5 iH'EKLiA, €Bpo IHais Crepun-[xeH Nalicp IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/20057/01/01
50 Mr/2 ma no 2 mn Naidokep Caiencus (M) Nitg, 3MiHn | TURY - 3MiHN WoAao peyenmom | nidsis2ae
B amnyni; no 5 MpaiBit 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
amnyny NimiTen 3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
NIacTuKOBIl 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
KOHTYPHII yrnakoBLi, MeJMNYHOro 3acTOCyBaHHSA Ha MigcTasi
Y KapTOHHili kopobLi perynisipHoO OHOBJ/IIOBAHOrO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
NiKapcbkoro 3acoby B po3fin "3actocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
Lito40i pevyoBuHN BBeeHHS 3MiH NPOTArom 6-Tu
MiCALIIB 3 AaTW 3aTBEPKEHHS
72. | BEPMABIH masb; no 15 r B Ty6i; TOB «®3 Ykpaina TOB «®3 «CTALA» YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/14273/01/01
no 1 1y6i y navui 3 «CTAOA» 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom | niosisi2ae

KapToHY

HaliMeHyBaHHs Ta/abo agpecu 3asBHVKa
(BnacHvKa peecTpauiiiHoro NocBigYeHHs1). 3MiHN
BHECEHO B KOPOTKY XapaKTepuCTUKY /liKkapCbKoro

3acoby y po3gain "BnacHuk peectpauiiHoro
NnocBifYeHHs". TepMiH BBEEHHA 3MiH -
NpoTArom 6 MicsiLiB Nicns 3aTBepMKEHHS. 3MiHN
| Tuny - AgMiHiCTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecy MicuA
NpoBaPKEHHSA AiSNbHOCTI BUpoOHUKa/imnopTepa
roTOBOro MikapCbKoro 3acoby, BKIUaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/O SIKOCTI. (AISNIbHICTb, 3a 5Ky BiAnoBifae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepild).
3MiHa HaliMeHyBaHHs BYPOBGHKKa rOTOBOro
nikapcbkoro 3acoby 3 TOB «$3 «BEI0OPAPMA»
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ha TOB «®3 «CTALA».
BupobHuya ainbHuuA Ta BCi BUPO6HMYI onepadii
3a/MLIATbCA HE3MIHHUMUW. 3MiHN BHECEHO B
IHCTPYKLU,iI0 4151 MeAIMYHOTO 3aCTOCYBaHHSA
niKkapcbkoro 3acoby y po3ain "BupobHuk" 3
BIANOBIAHUMY 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBOK. TepMiH BBeJeHHS 3MiH - NPOTArom 6
MicAILiB nicns 3aTBepMKEHHS. 3MiHW | Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3ara/isHeHUX faHnx Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX
[aHux nNpo cuctemy thapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
3AilicHeHHs hapMakoHarnaay; KOHTaKTHOT 0co6u
3 chapmakoHarnsgy 3asBHuKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bifi YNOBHOBaXeHOI 0Co6M,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHUX
YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-haiina cuctemu
thapmakoHarnagy. 3miHu | Tuny - 3miHu Wwoao
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHM BHECEHO B TEKCT
MapKyBaHHSA NepBUHHOT (N. 5) Ta BTOPUHHOT (N.
11, 15, 17) ynakoBOK NikapCbKOro 3acooy.
TepMmiH BBELEHHS 3MiH - NPOTAroM 6 micsuiB
nicns 3aTBepKeHHs

73.

AEPMABIH

Masb; no 15 r B Ty6i;
no 1 Ty6i y nauuyj 3
KapToHy

TOB "®3
"CTAOA"

YkpaiHa

TOB "®3 "CTALA"

YKpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKEeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
HCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby A0 po3ainy "3actocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs rpyaa” T1a
[10 KOPOTKOT XapaKTepuCTUKK NiKapcbKoro

3a
peyerimom

He
niossieae

UA/14273/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3acoby Ao posginy "4.7. 3actocyBaHHs Mig yac
BariTHOCTi Ta rogyBaHHs rpyaa” BignosigHO A0
pekomeHgauili PRAC
74. | BE-CMNAH® PO34MH A5 iH'EKLN, TOB HB® YkpaiHa BignoBigasibHWi 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/16880/01/01
25 mr/mn no 2 mn B «MIKPOXIM BMPOBHULTBO Ta 3MiHu | TUNY - 3MiHK LWoAo peyenmom
amnyni; no 5 amnyn » KOHTPONb/BMNPOGYB 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
y KaceTi y nauui; no aHH# cepii, He BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
2 mn B amnyni; no 5 BK/THOHAI0UMN BUMYCK npo cucTemy hapmakoHarnsgy (BBefeHHs
amnyn y kacerti; no 2 cepii: y3araslbHeHUX AaHux Npo cuctemy
KaceTu y nauui. no 2 MpusarHe chapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT ocobu,
M/ B amnyni; no 10 akuioHepHe BiANOBIAA/IbHOI 3a 34iAICHEHHS
amnyn y kaceTi 'y TOBapUCTBO thapmakoHarnsgy; KOHTakTHoOi ocobu 3
nauuj "Nlekxim-Xapkis", hapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
YKpaiHa thapMakoHarnagy B YkpaiHi, KLU0 BOHA
BignoBigasibHWI 3a BigMiHHA Big, yNOBHOBaXXEHOT 0CO6MU,
BMPOGHMLITBO Ta BiANOBIAANLHOI 32 34iiCHEHHA hapmakoHarnsgy
KOHTPONb/BUNPOGYB (BK/THOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHN y
aHHA cepii, pO3MiLLEeHHI MacTep-ghaiina cuctemm
BK/IOHAI0UM BUMYCK thapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
cepit: 3asBHVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsag.
ToBapucTBO 3 [itoya pepakuis: €scTpatosa IpuHa IropiBHa.
0bMexeHot MponoHoBaHa pepakuis: Montox Hartanis
BiANOBIA&/IbHICTIO €BreHiBHa. 3MiHa KOHTaKTHUX AaHnX
HaykoBo-Brpo6HUYa YNOBHOBaXXEHOT 0CO6M 3as1BHYKA,
chipma "MIKPOXIM", BiANOBIAabHOI 3a chapmakoHarnsg,
YKpaiHa
BiANOBIAa/IbHOI 3a
BUWMYCK cepii, He
BK/THOHAI0UM
KOHTPONb/BMNPOGYB
aHHs cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa
BiANoBiganbHUii 3a
BMPOGHMLITBO Ta
KOHTPO/b/BMNPOGYB
aHHs cepii, He
BK/IO4AI0UM BUMYCK
cepii:
AT "Tannuchapm",
Ykpaina
75. | AUNPUBAH® | emynbcis gns AcneH IpnaHgis Brpo6Huk "in bulk”, ITania/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/11592/01/01
iHcpy3iiA, 10 mr/mn; dapma nakyBaHHs, Benvka 3MiHu | TMRY - 3MiHK Woa0 peuyenmom | nidssizae
[Ans BUPOGHYMKa TpewngiHr BUPOGHUK, BputaHis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
AcTtpa3eHeka tOK Nimiten BiANoBigabHUIA 3a (iHWi 3miHN).

NimiTen, Benvka
BpuTtaHis
(AstraZeneca UK
Limited, United

KOHTPO/b SKOCTi Ta
BWMYCK Cepil:
KopaeH ®apma
Couieta' Nep A3ioHi,

3MiHV BHECEHO [0 IHCTPYKLIT 4151 MEAVYHOTO

3acToCyBaHHA NiKapcbKoro 3acoby Ao posginy
"Ocob6nMBOCTI 3aCTOCyBaHHA" (LL0A0

[0MOMDKHUX PEYOBUH, SIKi MalOTbh BU3HAHY fito
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Kingdom): no 20 mn ITanis; abo edyexT) 3 BiANOBIAHUMMN 3MiHAMUW [0 TEKCTY
B amnyni: no 5 MapKyBaHHS1 YNakoBKV NikapcbKoro 3acoby.
amnysn y KOHTYPHIiA BUPOGHUK, BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
YapyHKOBIl BignoBigasibHWI 3a 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK Woao
ynakosLi; no 1 BMNYCK cepil: 6e3nekun/ethekTUBHOCTI Ta dhapMakoHarnsgy
KOHTYpHiIlA AcTtpa3eHeka HOK (iHLWi 3MiHW). 3MiHWM BHECEHO A0 TeKCTy

YapyHKOBIli ynakoBLj
Y KapTOHHIli kopoobLLi;
no 50 Mn y donakoHi;
no 1 dprakoHy 3
yTpUmMyBayeMm y
KapTOHHIlA KOpo6L;
[Ans BUPOGHMKa
KoppeH dapma
Couieta' MNep A3ioHi,
ITanis (Corden
Pharma Societa’ Per
Azioni, Italy): no 20
M B amnysii; no 5
amnyny
KapTOHHOMY
chikcatopi
(yTpumyBaui) y
KapTOHHIlA KOpo6L;
no 50 mn y doriakoHi;
no 1 cpnakoHy 3
yTpUMyBayeMm y
KapTOHHI Kopoo6Li

NimiTen, Benvka
BpuTaHis

MapKyBaHHS YNakoBOK /ikapCcbKoro 3acoby, a
came go n. 7 (IHWI OCOBJ/BI
3ACTEPEXXEHHSA) BTOPMHHOI ynakosku Ta Ao
n. 6 (IHWE) nepBMHHOI yNnakoBKy LLOAO
[ofaBaHHA 3acTepexeHHs 3 6e3neku
3acTocyBaHHsA fjtoyoi pevoBuHN (Mponodony).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby
00 po3ainy "Mo6iyHi peakuii” WwWoao fogaBaHHS
nobiyHOT peakuii "renaTnT, rocTpa neyviHkoBa
HeJocTaTHICTL" BiANOBIAHO A0 pekoMeHAaLii
PRAC. BBefieHHs! 3MiH NpPOTArom 6-Tu micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHN LWoAao
6e3nekun/ethekTUBHOCTI Ta dhapMakoHarnsgy
(iHLWi 3MiHW). 3MiHWM BHECEHO A0 TeKCTy
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby, a
came o n. 8 (ATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI), n. 12 (HOMEP
PEECTPALIINHOIO MOCBIAYEHHSA), n. 13
(HOMEP CEPIi NIKAPCLKOIO 3ACOEY), n. 17
(IHLWUE) BTOpWHHOI yYnakosku; go n. 3 (HOMEP
CEPIi IKAPCbKOIO 3ACOBY), n. 4 (JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI),n. 6
(IHWE) nepsuHHOI ynakosku. BBefeHHA 3MiH
NpoTArom 6-TM MicALIB micns
3aTBEPMKEHHA.3MIHN | TUNY - AAMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCcbKoro 3acoby. 3miHa
Ha3BW NikapCbKOro 3acoby: 3aTBepAXEHO —
"ONMPUBAH (DIPRIVAN)". 3anponoHoBaHo —
"NAMPVBAH® (DIPRIVAN®)". BBefieHHs 3MiH
npoTArom 6 micsLiB Nicns 3aTBEpAKEHHS. 3MiHU
Il TMny - 3MiHK Woao 6e3nekn/edPekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTKil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCyBaHHS Y 3B'13KY i3 HOBUMYW AaHUMK 3
SIKOCTi, AOK/MIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
JaHumu 3 hapmakoHarnagy. 3MiHu BHeCeHo A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao po3giny "MNo6iyHi peakuii”
L0A0 AofiaBaHHA No6iYHOT peakuii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
"aHadpinakTuyHmin Wwok". BBegeHHa 3MiH
NPOTAroM 6-Tu MiCALIB NiC/IA 3aTBEPAKEHHS.
76. | AIKNOTON® rpaHynun no 100 wr, TOB Ykpaina KYCYM XENTXKEP IHAis BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: - UA/20998/01/01
in bulk: Ne 960 «NEODAP NBT NTA 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
(1x960) cawe; no 1 r M NTO» nikapcbkuii 3aci6. Cuctema
rpaHyn y catue; no KOHTeliHep/3aKkynoptoBasibHWii 3aci6. 3miHa
960 cawe y PO3Mipy ynakoBKu roTOBOrO /iKapCbKoro 3acoby
KapTOHHIlA KOpooLi (iHLWi 3MiHM) - BHECEHHS 4,04ATKOBOI YNakoBKW Y
dhopmi in bulk: Ne 960 (1x960) cawe; no 1 r
rpaHyn y caue; no 960 calle y KapTOHHii
Kopo6bLi, 3 BHECEHHSIM BifNOBIAHNX 3MiH [0 p.
«Ynakoska» Ta p. «MapkyBaHHs» MKA /13
77. | AIKNOTON® rpaHynun no 100 mr; TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12364/02/01
no 1r rpavyny «NEOPAP MNBT NTA 3MiHu | TMNY - 3MiHKW 3 IKOCTi. ToTOBMIA peyenmom
cawe; no 20 cawe y M NTA» nikapcbkuii 3acib. Cuctema
KapTOHHIA ynakoBL,i KOHTeliHep/3aKkynoptoBasbHuiA 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOrO MikapCcbKoro 3acoby
(IHWWIi 3MiHW) - BHECEHHSA [OAATKOBOI YNakoBKu Y
doopmi in bulk: Ne 960 (1x960) cawe; no 1 r
rpaHyn y cawle; no 960 calle y KapTOHHii
KOpOO6Lii, 3 BHECEHHSIM BiANOBIAHMX 3MiH 40 p.
«¥YnakoBka» Ta p. «MapkyBaHHa» MKHA /13
78. | APOTABEPW | Tabnetku no 40 wmr; AT YkpaiHa AT "ly6Huapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 6e3 UA/0834/01/01
HY no 10 TabneTtok y "Nly6Hndpap 3MiHu | TMNY - 3MiHK WoA0 peuyenma
rAPOXNOPU | 6nictepax; no 10 M" 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsagy
A TabneTtok y 6nictepi; (iHWi 3MiHN).
no 2 a6o no 3 OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBK/
6nictepy B nauui 3 NiKapcbKoro 3acoby, 30kpema BUTy4YeHHs
KapToHYy iHchopMmalii, 3a3HayYeHOI pocilicbkor MOBOtO, Ta
BHECEHHS He3HaYHMX pefakLiliHnX npaBok no
TeKcTy. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepikeHHs.
79. | EBEM® cupon, 0,5 mr/mn no AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 UA/7746/01/01
60 mn a6o 100 mny "papmak” 3MiHu 1l TUny - 3MiHK 3 AKoCTi. AP, (iHLWi 3MiHW) peuyenma

h1akoHi CKNsHOMY 3
rBUHTOBVIM FOP/IOM
6pyHaTHoro
KONbOpY,
yKynopeHomy
KPWLLKOIO FBUHTOBOIO
3 Ki/IbLLEM KOHTPO/HO
pO3KpUTTA abo
KPYILLKOIO
3aKynoproBasibHO-
HarBMHYYBaHOI0 3
KOHTpONEeM nepLuoro
BiAKpMTTS; no 1
chiakoHy pasom 3
NOXKOI0
[,03yBa/IbHO/[03YH0

noAaHHa oHoBneHoro AM® Ha fitovy peqyoBuHy
fAesnopaTajyviH BUPOOHNLTBA 3aTBEPAKEHOrO
BMpo6Huka Cadila Healthcare Limited, IHAis,
AKuiA 3MiHMB Ha3By Ha Zydus Lifesciences
Limited, India (3atBepmxeHo: AP-DLK9-C-Ver-
004, 3anponoHoBaHo: DMF AP/DLK9/C/Ver-
006).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
4oto abo A03yUnM
CTakaHOM/CTakaHOM
[03yo4nM B nadi i3
KapTOHY
80. | EAEM® TabneTtku, BKPUTI AT Ykpaina AT "dapmax” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/8360/01/01
060/10HKOI0, N0 5 Mr; "®Papmak” 3MiHn Il Tuny - 3MiHK 3 akocTi. ADL. (iHLWi 3MiHN) peyenma
no 10 a6o no 30 - NofaHHs oHoBeHOro AM® Ha fjtoyy peyoBUHY
Tabnetok y 6nictepi; nesnopaTtajivH BUPOOHULITBA 3aTBEPKEHOIO
no 1 6nictepy B BMpo6Huka Cadila Healthcare Limited, IHgis,
nauuj AKWIA 3MiHWB Ha3By Ha Zydus Lifesciences
Limited, India (3atBepgxeHo: AP-DLK9-C-Ver-
004, 3anponoHoBaHo: DMF AP/DLK9/C/Ver-006)
81. | E3OJIOHI® NopoLUOK AN OPIAHOCU OAE BMPOGHULITBO 3a Moptyranis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17087/01/01
PO34UHY A5 iH KLt H NOBHUM LMK/IOM: 3MiHu | TMNY - 3MiHKW 3 IKOCTi. ToTOBMIA peuenmom
a60 iHdysin no 40 NAN®CAEH Codhapimekc — nikapcbkuii 3aci6. KOHTpoNb roToBOro
mr; 1 a6o 10 CnN3 (E® IHaycTpia Kimika e nikapcbKoro 3acoby (iHwi 3MiHu). 3MiHa B po3gaini
oNakoHIB 3 3ETI) dapmacsbtoTika, C.A. "YnakoBka" MK{ /13, a came AONOBHEHHS
MOPOLLKOM Y navi iHchopMmaLieto Npo IHCTPYKLito 4719 MeaMYHOro
3aCTOCyBaHHSA "... pa3oM 3 iIHCTPYKLED ANs
Me[MYHOro 3acTocyBaHHs."
82. | EK/NIPA® NMOpOLIOK ANns BEP/IH- HimeuunHa IHgacTpiac Icnanis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a He UA/15563/01/01
DXEHYEWP® | inransujii, 322 XEMI Al dapmaceyTikac 3MiHu 1l TUny - 3MiHK Woa0 peyenmom | niosnsizae
MKr/go3y; no 30 o3 Anwmipan C.A. 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

MOPOLLKY B
iHranatopi; no 1
iHransTopy B
nnacTVKoBoOMy
naketi B kopobu, 3
KapToHy; no 60 fo3
MOPOLLKY B
iHransTopi; no 1 a6o
no 3 iHransaTopu B
nNacTyKoBoMy
nakeTi KOXeH y
KOpo6Li 3 KapTOHY

BHeceHHs ab0 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAAui peecTpaviliHoro nocBiAYeHHs,
BKtOYaroun MnaH ynpasniHHA pyuankamu (iHLi
3MiHun). 3asiBHMKOM BEP/IIH-XEMI AT,
HimeyumHa HagaHo OHOBNEHWI NnaH
ynpasniHHA pusmkamu, sepcis 10.1 ans
nikapcbKoro 3acoby EK/TIPA® [DKEHYENP®,
MOPOLLIOK A8 iHranauii, 322 mkr/gosy; no 30
[103 NOPOLLKY B iHranaTopi; no 1 iHranatopy B
naacTMKOBOMY NakeTi B KOPOOL,i 3 KapTOHy; MO
60 1,03 NOpOLLKY B iHransTopi; no 1 aéo no 3
iHranATopy B NNACTUKOBOMY MakeTi KOXeH Y
KOpOoO6LUi 3 KAPTOHY. 3MiHM BHECEHI 0 YacTuH: |
«3aranbHa iHthopmayis» , |l «Cneyudikauis 3
6e3nekn» , Il «MnaH 3 hapmakoHarnsagy», V
«3axoay 3 MiHiMi3auji pusnkie», VI «Pestome
nnaaHy ynpasniHHA pusnkaMn» Ta foaaTkis
3rigHO 3 BUMOramu Ao iHTerposaHoro gpoopmaty
MYP (Rev.2, Human Medicines Evaluation
Guidance on the format of the risk management
plan (RMP) in the EU — in integrated format) Ha
nigcTaBi pekoMeHaauin 3BiTy npo ouiHky PRAC.
Pestome MYP Bepcia 10.1 gogaetbes. 3MiHN
BHECEHO A0 IHCTPYKLiT 418 MeAnyHOoro
3aCTOCyBaHHS NiKapCbKoro 3acoby [0 po3ginis
"Oco6nmBOCTi 3acTocyBaHHS" Ta "T06IYHI
peakuii" BiAnoBigHO A0 OHOBEHOI iHhopMmaLi 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
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6e3nekun NikapcbKoro 3acooby.
83. | EKCDOPX TabneTtku, BKPUTI HosapTic LLiBeiiuapis BupobHMLTBO 3a ITania/ 3minu | Tuny - 3miHm 3 skocTi. CepTudikar 3a UA/8102/01/01
NNiBKOBOKO dapma Al NOBHUM LIMK/IOM: Icnais BiAnoBiAHOCTIIME-cepTudikar BignoBigHOCTI peuenmom

060/10HKO, 5 Mr/80
Mr; no 14 TabneTok
y 6nictepi; no 1 abo
no 2 6nictepu B
Kopobui

HoBapTic ®apma
C.n.A, ltanis;
Brpo6HMUTBO,

KOHTPO/b AKOCTI,

nepBuHHE
nakyBaHHs1,
BTOPVIHHE
nakyBaHHs: 3ircppiz
Bap6epa, C.1.,
IcnaHis

€Bponeiicbkiii hapmakonei/lmoHorpadii. MogaHHA
HOBOro a6o OoHOB/eHOro cepTudikata
BifNOBiAHOCTI a60 BUTy4YeHHs cepTudikara
BignoBigHoCTi EBponeiicbKili hapmakonei: ans
A®I; ans BuxigHoro
maTepiany/peareHTy/npoMiXXKHOro NpPoAyKTy, WO
BUKOPUCTOBYIOTbLCA Y BUPOGHULTBI ADI; ans
[onNomMiXHOT peyoBuHU (cepTudpikar BignosigHocCTi
€Bponeiicbkiii hapmakonei) - OHoBNeHWit
cepTudpikar Big yxe 3aTBepAKeHOro BUPOGHUKaA -
MogaHHA OHOBNEHOro cepTudikaty BignosigHocTi EP
R1- CEP 2003-007-Rev 05 (nonepeaHs Bepciss CEP
R1- CEP 2003-007-Rev 04) ana A®I Amnoguniny
6ecunary Bif BXe 3aTBepKeHoro BupobHuka DR.
REDDY'S LABORATORIES LIMITED. Takox BHeCceHHsA
He3HauHoI peAakLiiHoi NpaBku (YTOUYHEHHS WoA0
LisnbHOCTI BUpo6HMka A®Il) no mogyns 3.2.S.2.1.
3MiHu | TUny - 3MiHK 3 AKocTi. ADI. KoHTponb A®L.
3miHa y napameTtpax cneuyudikauiii Ta/la6o
[ONYCTUMUX MeX, BUSHAYEHUX y cneumdikalifx Ha
A®I, a6o BuUXigHMii/inpoMikHUii NnpoayKT/peareHT,
1140 BUKOPUCTOBYIOTLCA Y NpoLeci BUPOOHULTBA
A®I (qonoBHeHHA cneyundikaLii HOBUM NOKa3HMKOM
AKOCTi Ta BiANOBIAHUM METO40M BMNPOGYBaHHS) -
[JlonoBHeHHsA cneuudikalii A®| BasncaptaH HOBUM
napameTpom— beHson (MeToA napodasHoi ra3oBoi
xpomartorpadii). Kputepiii npuiiHaTHOCTI «He Ginblue 2
ppm». BEH30/1 He BUKOPUCTOBYETLCA Y BUPOBHULTBI
BasicapTaHy, ajsie NOTeHLiiiHO MoXe ByTV NPUCYTHIM B
iHLWWi/ cpoBuHi. 3MiHKM | TUNY - 3MiHK 3 AKocTi. APL.
KoHTponb A®L. 3miHa y napameTpax cneuudikayiii
Tala6o AONYyCTMMUX MeX, BUSHAUYEHUX Y
cneyudikauifax Ha A®l, a6o BUXigHUAINPOMiXKHWIA
npoAykr/peareHT, WO BUKOPUCTOBYIOTbLCA Y
npoueci BUpo6HuLTBa A®I (A0NOBHEHHS
cneuudikavii HOBUM NOKa3HUKOM AKOCTI Ta
BiANOBiAHMM MeTOAOM BUNPOGYBaHHS) - [lofaBaHHA
eTUNGeH30/1y 40 BUNPOBYBaHUX PEYOBUH ANs
BU3HAYEHHS CyMU KCunonis B crneumdikavii AdI
BancapTtaH. He BHECEHO XO4HMX 3MiH A0 JONYCTUMUX
MeX «He 6inbLue 217 ppm» A5 KCUNOY, BUSHAYEHNX
B Aitoyiit cneumdpikauii APl BancaprtaH. Takox,
OHOB/IEHHS aHaNITUYHOT MeToaukK «lMapodasHa
rasoa xpomartorpadis A5 3a/UWKOBUX PO3UYNHHMKIB»
[AN19 BU3HAYEHHS BCiX 3a/IMLUKOBMX PO3UYMHHUKIB 3a
[0MOMOrot0 3arasibHOro MeToAy, sikuii J03BONSE
BM3HAUMTN 6eH30/1. 3 METOI0 BigO6GPaXKEHHS
3anpornoHoOBaHOro MeToay B cneuudikaLii 6yB
OHOB/IeHUIA TecT-kog meTody. 3MiHu | Tuny - 3MiHKn 3
fAKocTi. A®L. KoHTponb A®I. 3miHa y meTopax
BUNpoGyBaHHA ADI a6o BMXigHOro
maTepiany/npoMiXHOTro NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpooHuurea AdI
(BUYYEHHA MeToAy BMNPOGYBaHHSA ANs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Adl/peareHTY/NPOMIDKHOro NPOAYKTY, AKLO
aNbTepHaTUBHUIT MeTO/, BXXe 3aTBEePKEHMWIA) -

BunyyeHHs anbTepHaTUBHOTO MeToAy BUNPOGYBaHHS
«lgeHTunpikauis 3a AONOMOrow 6AmKHLOT
iHtbpayepBoHOI cnekTpockonii» ana A®l BancapTaH.
3MiHu | TUny - 3MiHK 3 AKocTi. ADI. KoHTponb A®L.
3miHa y MmeTogax BunpoGyBaHHA APl a6o
BUXigHOro marepiany/npomixHoro
npopaykry/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®I (BUy4yeHHs meToay
BMNpPoGyBaHHA ANA Adl/peareHTy/npomiXHOro
NPOAYKTY, AKLWO a/ibTepHaTUBHUI MeTofA, BXe
3aTBepAKEHNIA) - BuiyyeHHs anbTepHaTUBHOIO
MeToAy BUNPOOYBaHHS «laeHTudikaLlis, JOMILLKM Ta
KifibKiCHUIA BMICT 3a gonomoroto BEPX» ana Adl
BancaptaH. 3miHu | Tuny - 3MiHu 3 AKkocTi. AP,
KoHTponb A®L. 3miHa y MeTogax BUNPOGyBaHHA
A®Il a6o BUxigHoro marepiany/npomikHoro
npoAykry/peareHTy, W0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuLTBa A®PI (BUNyyeHHs meToay
BUMNpoGyBaHHA ANA Adl/peareHTy/npomixHOro
NPOAYKTY, AKLWO a/ibTePHATUBHUI MeToA BXe
3aTBepmKeHunid) - BunyyeHHsa anbTepHaTUBHOTO
mMeToAy BUNPoBYBaHHA «3aULLKOBI PO3YNHHUKA 33
ponomoroto M'X» ans A®l BancaptaH. 3miHu | Tuny -
3MmiHu 3 aKocTi. ADL. KoHTponb A®L. 3miHa y
meToAax BUNpooyBaHHa A®l a6o BuxigHOro
maTepiany/npoMiXXHOTO NpoAyKTy/peareHTy, Wo
BUKOPUCTOBYETLCA Yy Npoueci BUpo6HuuTBa A®|
(BUNy4eHHA MeToAy BUNPOGYBaHHA ANns
AdlipeareHTy/NPOMIXXHOr0 NPOAYKTY, AAKLLO
anbTepHATUBHUI MeTo/, BXXe 3aTBePpKEeHWA) -
BunyyeHHs anbTepHaTUBHOTO MeToAy BUNPO6YBaHHS
«Baxkki meTanu 3a gonomoroto X-ray fluorescence» gns
A®| BancapTaH. 3miHm | Tuny - 3miHu 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y MeTogax BUNPOGYBaHHA
A®l a6o BuxigHOro marepiany/npomixHoro
npoAykry/peareHTy, 0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®I (BUy4yeHHs meToay
BUNpoGyBaHHA ANnsA Adl/peareHTy/npomixHOro
NPOAYKTY, AKLWO a/lbTePHaTUBHUI MeTof, BXe
3aTBepmKeHuid) - BunyyeHHsa anbTepHaTUBHOTO
mMeTofy BUNpobyBaHHsA «OnoBO 3a A0NOMOroto X-ray
fluorescence» ana A®l BancaptaH. 3miHum | Tuny -
3miHu 3 akocTi. ADIl. KoHTponb A®I. 3miHa y
meTogax BUNpooyBaHHa APl a6o BuxigHoro
maTepiany/npoMiXHOTro NpoAyKTy/peareHTy, Wo
BUKOPUCTOBYETLCA Yy Npoueci BUpo6HuuTBa A®|
(BMNYy4YeHHs meToAy BMNPOGYBaHHSA ANs
AdlipeareHTy/NpOMIXXHOIro NPOAYKTY, AKLLO
aNlbTepHaTUBHUIT MeTO/, BXXe 3aTBEPKEHMNIA) -
BunnyyeHHs anbTepHaTMBHOrO MeTOAy BUMPOOYBaHHA
«Managjin 3a ponomoroto X-ray fluorescence» ans AdI
BancaptaH. 3miHu | Tny - 3miHu 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y MeTogax BUNPOOYBaHHA
A®I a6o BuxigHOro matepiany/npomikHoro

npoaykry/peareHTy, WO BUKOPUCTOBYETLCS Y
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npoueci BUpo6HuLUTBa A®I (iHWi 3MiHM y MeTogax
BMNPOGYBaHHA (BKNOYaloUuM 3aMiHy a6o
AonoBHeHHs1) ADI a60 BuXigHOro/npomiKHOro
NPOAYKTY) - 3amiHa YMHHNX METOAMK BUMPOBYBaHHS
«3a/IMLLKOBI PO3YMHHVKM 3a gonomMoroto I'X» (koa
BunpobysaHHA 35601.01) (BM3HAYEHHS LKIOrekcaHy
Ta eTunaueTary) Ta «3a/1LWKOBI PO3YMHHUKM 3a
[ponomoroto napoasHoi X (rpaHnyHKiA TecT)» (Kog,
BMNpobyBaHHA 35603.01) (BU3HAUEHHS rekcaHy,
TONyOsy Ta KCWU0/1y) Ha METOAVKY BUNPOGYBaHHS
«3aNLLKOBI PO3YMHHUKM 38 [OMNOMOror napodasHoi
X» (kog BunpobyBaHHA 35601.02) Ansa KoHTposo AdI
BancaptaH. OHOB/IEHHA METOZjB BUNPOGYBaHHA A1
BMNPO6YBaHHs "laeHTudikauis 3a 1Y-cnektpom (Nujol)”
(kop BUNpobysaHHs 20501.01), "laeHTudbikauis 3a Y-
cnekTpoMm (ATR)" (kog BunpobyBaHHa 20551.01)
OHoBeHa MeToauMka BUNpobyBaHHSA TecTiB "IY-
cnekTpockonisa (Nujol)" (kog TecTy 20501.01), "I4-
cnekTpockonia (ATR)" (kog TecTy 20551.01), B fkiiA
BUAANEHO iHhopMaLLilo NPO eTasIOHHY Cepito Ta
HEeTWNOBWIA CMrHaN Ha cnekTpi 61m3bko 2400 cm-1.
MocunaHHa Ha neBHUIA HOMep cepii 6yno BUAaneHo,
OCKiNIbKN AN aHanidy Moxe 6yTu BuKopucTaHa byab-
sika CTaHfapTHa pedpepeHTHa cepisi, filicHa Ha MOMEHT
npoBeAeHHs BUNPobyBaHHA. OHOB/IEHHS MeToay
BUNpobyBaHHA "Baxki meTann" metogom ICP-OES (kog
BUNpo6yBaHHsA 36911.01) 3 METO0 BUNYYEHHS
iHchopmawii npo Homep cepii a5 eTaNoHHOro
CTaHAapTHOrO 3paska Ta fjofaBaHHs Bupasy
"Hanpuknag", Wo A03BOJISE BUKOPUCTOBYBATU A5
aHanisy 6yab-aKy cTaHAapTHY pehepeHTHy cepito,
[iACHY Ha MOMEHT NPOBEAEHHA BUNPOGYBaHHA. 3MiHM |
TMNYy - AAMiHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHA Tala6o agpecu micLss NPOBaKeHHsA
AiANbHOCTI BUPOGHUKA (BK/TIOYaloun, 3a
HeoO6XiAHOCTI, MicLe NnpoBeAEeHHS KOHTPOJIIO
AIKOCTi), a60 BNnacHuka macrep-caiina Ha A®l, a6o
noctayasibHuka A®l/BuxigHoro
matepiany/peareHTy/npomMiXHOrO NPOAYKTY, O
3aCTOCOBYIOTbCA Y BUPOGHMLTBI ADI (AKLWO
3a3HauyeHo y 0CbE Ha JlikapcbKuii 3aci6) 3a
BifiCYTHOCTI cepTuchikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBeppKkeHOMy
Aocbe, a60 BUPOGHMKA HOBOI AONOMIKHOT
PeUYOBMHM (AKLLO 3a3HAYEHO Y OCLE) - 3MiHa
appecwu Bupo6Huka Novartis Pharma Schweizerhalle
AG, Switzerland (ginbHuUA BUPOBHMLTBA Ta AiNbHALS
KOHTPOJIK0 SIKOCTI), Y 3B’A3KY 3i 3MIHOI Ha3BM ByNuLj, Ha
AKil po3TalLoBaHuii BUPOBHUK, 3 «Rothausweg» Ha
«Rothausstrasse» 3a pilleHHAM agmiHicTpauii KaHToHy
(thepepanbHoi 3emni) Bazenb. BupobHuya AinbHuusa Ta
BCi BUPOGHMYi onepavii 3amwmnamce, 6e3 3MiH.
3aTtBeppxeHo Novartis Pharma Schweizerhalle AG
Rothausweg CH-4133 Pratteln Switzerland
3anponoHoBaHo Novartis Pharma Schweizerhalle AG
Rothausstrasse 4133 Pratteln Switzerland. 3minu |
TUny - 3MiHK 3 AKocTi. A®l. BUpoGHMLTBO. 3MiHa
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BUPOGHUKA BUXiAHOTo/NpoMiXKHOTo

npoaykTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMYOMY npoueci A®I, a6o 3miHa BUpOGHUKa
(BKMIOYatOUM, file Heo6XiAHO, MicLie NPOoBeAEeHHA
KOHTponio saKocTi) A®PI (3a BiacyTHOCTI cepTudikata
BignoBigHOCTI EBponeiicbKiii hapmakonei y
3aTBepAXeHOMY A0CLE)(3MiHM A0 3axoaiB,
noB'A3aHnX 3 KOHTposiem A®I, a6o foaaBaHHsA
AiNbHULI, Ae NPOBOAUTLCA
KOHTponb/BMNPOGYBaHHA cepii) - flogaBaHHA
Novartis Grimsby Ltd., Pyewipe Grimsby N.E.,
Lincolnshire DN 31 2SR, Benvika BputaHisi, sk
a/lbTepPHATUBHOI AiNbHWL, BifNOBIAAIbHOI 3a
npoBeAeHHs KOHTPOJIIO AKOCTI (38 BUK/IIOUYEHHSM
BU3HAYEHHS po3mipy YacTok Ta MET) A®l BancapTtaH.
AinbHuus Novartis Grimsby Ltd. Bxe 3apeecTpoBaHa ik
JiNbHMLUA BUPOBHMLTBA Ta NoApiGHEHHS AD]
BancaptaH. 3MiHu | TRy - 3MiHM 3 AKOCTI.
CepTtudikat BignosigHocTillE-cepTudikar
BignoBigHOCTI EBponeiicbKii
chapmakonei/moHorpadii. logaHHA HoBOro a6o
OHOBeHoOro ceptudpikara BignosigHocTi a6o
BUTyYeHHA cepTudikata BignoBiAHOCTI
€Bponeiicbkiii papmakonei: ansa A®l; ansa
BUXigHOTro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHULITBI
A®I; AnA [ONOMIXHOI pe4oBUHU (cepTudikar
BignoBigHoCTI EBponeiicbkili hapmakonei) - HoBuii
cepTudpikar Bif BXe 3aTBepAKEHOro BUPOGHMKA -
MogaHHA HoBoro cepTudikaty signosigHocTi €E® CEP
RO-CEP 2016-290-Rev 00 ansa A®I BancapTaH Big, BXe
3aTBepakeHoro Bupo6Huka Novartis Pharma AG,
Switzerland. He 6yno BHeceHo 6yab-sKMX 3MiH 40
npovuecy BUpO6GHULTBA CybCTaHLji, METOAIB KOHTPO/IO
AKOCTi Ta YMOB 36epiraHHs. Takox, BUpOOHMKn AD| B
MKS npuBegeHo go CEP A®l BancapTaH - 3a3HauyeHi
e Ti, WO BiANOBIAAOTL 3a BUNYyCK cepii A®I.
3aTtBepakeHo - Mogynb 3.2.S CTD p. «Cknag» MKA
N3 BancapTtaH Bupo6Hukn HosapTic ®apma AT,
Llseliuapis/ Novartis Pharma AG, Switzerland
HoBapric ®apma LLBaiiuepxanne Al, LUseiiuapis/
Novartis Pharma Schweizerhalle AG, Switzerland
Hosapric PiHrackiagi /limiteg, Ipnangis/ Novartis
Ringaskiddy Limited, Ireland Hosaprtic I'pimc6i /T4,
Benvka BputaHisi/ Novartis Grimsby Ltd., Great Britain.
3anpornoHosaHo - RO-CEP 2016-290-Rev 00 p.
«Cknag» MK N3 BancaptaH Bupo6Huku Novartis
Pharma Schweizerhalle AG, Switzerland Novartis
Ringaskiddy Limited, Ireland Novartis Grimsby Ltd.,
Great Britain. 3minu | TNy - 3MiHK 3 AAkocTi. ADL.
Bupo6HMLTBO. 3MiHa BUPOGHUKa
BUXigHOro/npomixHOro npoaykTy/peareHTy, Wo
BUKOPUCTOBYIOTLCSA Y BUPOGHUYOMY npoueci AdI,
a6o 3miHa BUpOGHMKa (BK/1loUalouu, Ae Heo6XigHo,
micue npoBeAeHHA KOHTPOsO AKocTi) AdI (3a
BifiCyTHOCTI cepTudikata BignoBigHOCTI

€BponeiicbKiii hapmakonei y 3aTBepakeHoMy
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AOCbLE)(3MiHM A0 3axopAiB, NOB'A3aHUX 3 KOHTPONEM
Adl, a60 fogaBaHHA AiNbHULI, e NPOBOANTLCA
KOHTponb/BMNPOGYBaHHA cepii) - lofasaHHA
AinbHuLi SGS Institut Fresenius GmbH, Germany 3a
agpecoto Im Maisel 14 65232 Taunusstein, siK
a/lbTepPHATUBHOI AiNbHWL, BifNOBIAAIbHOI 3a
npoBeAeHHA MiKpO6ioNOrivYHOro KOHTPOItO AKOCTI AD|
BancaptaH. 3miHu | Tuny - 3MiHK 3 AKOCTI.
Ceptudikar BignosigHocTillE-cepTudpikar
BignoBigHOCTI EBponeiicbKii
chapmakoneilmoHorpadii. MoaaHHA HOBOro a6o
OHOB/IeHOro cepTudikata BignoBigHOCTi a6o
BU/TyYeHHs cepTudpikata BignoBigHOCTI
€Bponelicbkili hapmakonei: gns A®l; ana
BUXigHOro marepianyl/peareHTy/npomiKHOro
NPOAYKTY, W0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; ans fonomMiXHOT pe4oBUHU (cepTuddikar
BignoBigHoCTi EBponeiicbKili (hapmakoner) - HoBui
cepTudikat Bi HOBOro BUpo6HuKa (3amiHa a6o
AONOBHEHHS) - MogaHHs Hosoro CEP RO-CEP-2012-
338 Rev 02 ana A®| BancapTaH Bif, HOBOro BUPOGHMKa
Divi's Laboratories Limited, India Ha 3anponoHoBaHiii
AinbHuLi Divi's Laboratories Limited npoBoasTbCA BCi
cTagii BupobHuuTBa (BKIHOYAKUMN NOAPIGHEHHS). 3MiHN
I TUNY - 3miHK 3 AkocTi. CepTudikar
BignoBigHocTi/FE-cepTudpikat BignosigHocTi
€BponelicbkKiii hapmakonei/MmoHorpadii. MoaaHHA
HOBOro a6o oHoB/eHOro cepTudikara
BignoBigHoCTi a6o BuyyeHHa cepTudikata
BignoBigHOCTI EBponeiicbKiii (hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiXHOrO NPOAYKTY, WO
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
AONOMiKHOI peyoBUHU (cepTudpikat BignoBigHoOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuit
cepTudpikat Bif yXe 3aTBepA)KeHOro BUPOGHUKA -
MogaHHA OHOBMIEHOTO cepTudikaTy BiAnoBigHOCTI €D
R1- CEP 2003-007-Rev 06 (nonepegaHs Bepcis CEP
R1- CEP 2003-007-Rev 05) anst A®l AmnoguniHy
6ecunarty Bif BXe 3aTBepAKEHOro BUpobHuKa DR.
REDDY'S LABORATORIES LIMITED. 3atBepKeHo -
Present manufacturing and quality control sites Dr.
Reddy’s Laboratories Ltd. Plot No. 110 & 111, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Medak District — 502325 Telangana,
India Dr. Reddy’s Laboratories Ltd. Plot No. 116, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Medak District — 502325 Telangana,
India. 3anponoHoBaHo - Proposed manufacturing and
quality control sites Dr. Reddy’s Laboratories Ltd. Plot
No. 1, 75A, 75B, 110,111 & 112, Sri Venkateswara Co-
operative Industrial Estate, Bollaram Jinnaram Mandal,
Sangareddy District — 502325 Telangana, India Dr.
Reddy’s Laboratories Ltd. Plot No. 116, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Sangareddy District — 502325

Telangana, India. 3miHu | TMNY - 3MiHK 3 AKOCTi. ADI.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BuUpo6HMLTBO. 3MiHAa BUPOGHUKa
BUXigHOro/NnpomiKHOro NnpoAyKTy/peareHTty, o
BUKOPUCTOBYIOTbLCA Y BUPOGHMUYOMY npoueci Adl,
a6o 3miHa BMpOGHUMKa (BK/1lOHYatouu, ge Heo6xigHo,
Micue npoBeAeHHA KOHTPOIO AKocTi) AdI (3a
BifACYTHOCTi cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY
AOCBE)(3MiHN A0 3axX0AiB, NOB'A3aHMX 3 KOHTPOJIEM
A®l, a60 foaaBaHHA AiNbHULI, fie NPOBOANTLCA
KOHTponb/BUNPOGYBaHHA cepii) - floaaBaHHsA Divi's
Laboratories Limited, India, Ak ginbHuLi npoBeAeHHA
KOHTpO/I0 sikocTi A®| BasicapTaH.

3m

HU | TUNy - 3MiHK 3 AKocTi. APL. BUpoGHMLTBO. 3MiHa
BUPOGHUKA BUXiAHOTo/NpoMi>XKHOToO
npoaykTy/peareHTy, W0 BUKOPUCTOBYIOTLCA Y
BUpPOGHMUYOMY npoueci APl, a60 3MiHa BUPOGHUKA
(BKNIOYatoun, fe Heo6XiAHO, MicLie NPOBeAEHHSA
KOHTponio saKocTi) A®PI (3a BigcyTHOCTI cepTudikata
BignoBigHoCTi EBponeiickKili hapmakonel y
3aTBepAXeHOMY A0CLE)(3MiHM A0 3axoaiB,
NoB'A3aHNX 3 KOHTponem A®I, a6o AofaBaHHA
AiNbHULI, Ae NpoBOAUTBLCA
KOHTpONb/BMNPOGYBaHHA cepii) - lofaBaHHs
Novartis Saglik, Gida ve Tarim Urunleri Sanayi ve
Ticaret A.S., Turkey, ik anbTepHaTUBHOT AiNbHULL
npoBefeHHs KOHTPOIO AkocTi A®I BancapTaH, y
3B’A3KY 3 A0AaBaHHSAM HOBOrO MokasHuka cneumdikadii
NDMA Ta NDEA Ta BiAnoBifHUX METOZiB aHani3y.
3MiHu | TUNY - 3MiHK 3 AKocTi. ADL. BUpoGHULTBO.
3miHa BUpOGHMKa BUXiZHOrO/MPOMiIXKHOIO
npoaykTylpeareHTy, W0 BUKOPUCTOBYIOTLCSA Y
BUPOGHMYOMY npoueci APl, a6o 3MiHa BUPOGHMKaA
(BKIOYatOUM, file Heo6XiAHO, MicLie NPoBeAEeHHA
KOHTponio sikocTi) A®I (3a BigcyTHOCTi cepTudikata
BignoBigHOCTI EBponeiicbKiii hapmakonei y
3aTBEpPAKEHOMY AOCLE)(3MiHM A0 3aX04iB,
noB'A3aHnX 3 KOHTposiem A®I, a6o foaaBaHHsA
AiNbHULI, Ae NPOBOAUTBLCA
KOHTponb/BMNPOGYBaHHA cepii) - flogaBaHHs Lek
Pharmaceuticals d.d.located in Menges, Slovenia, sk
a/lbTePHATUBHOI Ai/TIbHUL KOHTPOSIIO AKOCTi CyOCTaHLi
3a NOKa3HWKOM «[JOMILLKW HiTpo3amiHy meTogom LC
MS/MS», y 3B'3Ky 3 J0fjaBaHHSIM HOBOTO NOKa3HMKa
cneumdpikanii NDMA Ta NDEA. 3miHu | Tuny - 3MiHu 3
AKocTi. APl KoHTponb A®I. 3miHa y napameTtpax
cneyudikauiii Ta/a6o 4ONYCTUMUX MEX,
BU3HaueHuX y cneyudikayisx Ha A®Pl, a6o
BUXiAHMIAINpOMDKHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTbLCA Y NpoLieci BUpoGHULTBa ADI
(nopaBaHHA a6o 3amiHa (3a BUHATKOM aKTUBHOT
pe4yoBUHM GionorivyHoro a6o iMyHONOriYHOro
NoXo/pKeHHA) napameTpa cneuudikawii 3
BiANOBIAHUM MeTOAO0M BUNPOGYBaHHA 3a
pesynbTataMu gocnifpkeHb 3 6e3nekn abo AKOCTi) -
[opasaHHs o cneundikadii A®l BancaptaH
nokasHuka «/JjomMilika HiTposamiHy metogom PX

MC/MC. N-HiTposogumeTtnnamiH (NDMA)» 3
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gonyctumoro mexeto 0,090 ppm Ta BigNoBigHUM
MeToAoM BUNpobyBaHHA. CneuudikaLis cTocyeTbea
Novartis Ta Divi's. 3miHu | Tuny - 3MiHu 3 akocTi. APIL.
KoHTponb A®I. 3miHa y napameTpax cneuucikaiii
Tala6o AONYCTUMMX MEeX, BUSHAYEHUX Y
cneyudikauifax Ha A®l, a6o BUXigHWIAINPOMIKHWIA
npoaykr/peareHT, WO BUKOPUCTOBYIOTbLCA Y
npoueci Bupo6HuuTBa A®I (JoaaBaHHA a6o 3amiHa
(3a BUHATKOM aKTUBHOI pe4oBUHU GionoriyHoro a6o
iMyHO/IOTIYHOrO NOXO/PKEHHS) NapameTpa
cneumdikauii 3 BigNoBigHMM MeTOA0M
BUNPOGYBaHHA 3a pesy/ibTaTamMu JOC/iAKEeHb 3
6e3nekun a6o sikocTi) - logaBaHHA A0 cneuudikawi
A®I| BancapTaH nokasHuka «[JoMillka HiTpo3amiHy
meTogom PX MC/MC. N-HiTposogueTtunamid (NDEA)» 3
gonyctumoro mexeto 0,022 ppm Ta BignoBigHUM
MeToA0M BUNpo6yBaHHA. CneuudikaLlis cTocyeTbea
Novartis Ta Divi's. 3miHu | Tuny - 3MiHu 3 akocTi. AP,
KoHTponb A®L. 3miHa y napameTpax cneuudikayiii
Tala6o AONYyCTMMUX MeX, BUSHAUYEHUX Y
cneyudikauifax Ha A®l, a6o BUXigHUAINpOMiXKHWIA
npoAykr/peareHT, WO BUKOPUCTOBYIOTbLCA Y
npoueci BUpo6HUUTBa A®I (3BY)XXEHHSI fONYCTUMUX
MeX, BU3HaYeHuUX y cneyudikauii) - 3ByXeHHSA Mexi
cneuudikauii napameTpy «Hatpito a3ug MeToaoM
loHHOI xpomartorpadii» 3 10 ppm Ao 4,7 ppm
BiAnNoBigHO Ao Bumor ceptudpikaty CEP Divi's. 3MiHu |
TUny - 3MiHK 3 AkocTi. A®I. KoHTponb A®L. 3miHa y
meTogax BUNpooysaHHsa APl a6o BuxigHoro
maTepiany/npoMiXHOTO NpoAyKTy/peareHTy, Wo
BUKOPUCTOBYETLCA Yy Npoueci BUpo6HuuTBa A®|
(He3HauHi 3MiHM y 3aTBEepPKEHNX MeToAax
BMNPOGYBaHHA) - He3HayHa 3MiHa y 3aTBepKEHOMY
MeTogji BUNpobyBaHHs «MikpobionoriyHa unctota» Ad|
BancaptaH Bupo6HuuTtea Novartis Pharma AG, a came
— 3MiHa [0 npoueaypy MeTOAMKM Ha MigpaxyHoK
MikpoopraHismis (MET): 3MiHeHO po3mip 3pa3ka 3 30 1
00 20 1 Ta peAakLiiiHi 3MiHU B MeTOAWLi BUNPOOYBaHHS.
TakoxX, He3HauHi pefakLiiiHi Nnpasku y MeToguKax
BunpobyBaHHa A®| BancaptaHa Novartis Pharma AG
(DS 3104767016 R 02). PepakuiliHa npaBka y MeTogax
BUNPobyBaHHA «Assay by titration» Ta «Assay by
HPLC», «Water (Karl Fisher, potentiometric)», o6
rapaHTyBaT LU0 3BiTHa MeXa He nepesuLye 50% Big
cneuydikadii. Divi's (DS 3104767050 R 04)
PepakujiiHa npaska y MeToAMLi BUNPOGYBaHHS
«Residual solvents Headspace GC». 3Minu | Tuny -
AAMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHsA
Tala6o apgpecu Micusi NPOBaPKEHHA AiANbHOCTI
BUPOGHMKA (BK/IOYaoun, 3a Heo6XxigHOCTI, Micue
npoBefieHHA KOHTPOJIIO AAKOCTi), a60 BNacHuKa
macTep-cpaiina Ha A®Il, a6o nocTaya/ibHUKA
Adl/BuxigHoro marepiany/peareHTy/npoMiKHOro
NMPOAYKTY, O 3aCTOCOBYIOTbCSA Y BAPOOGHULTBI ADI
(AIKLLO 3a3HAUYEHO Y AO0CbE HA NiKapCcbkuii 3aci6) 3a
BifiCyTHOCTI cepTudikata BignoBigHOCTI
€BponeiicbKiii hapmakonei y 3aTBepakeHoMy
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AOCbE, a60 BUPOGHMKA HOBOI AOMOMiXHOT
peyoBMHM (AKLLO 3a3HAYEHO Y 0CLE) - OHOB/IEHHS
agpecu AinbHULI, BIANOBIAAIbHOT 32 BUPOOHULITBO Ta

KOHTpOnb sikocTi A®l AmnoguniHy 6ecunaty, Lek
Pharmaceuticals d.d., Slovenia, 6e3 3MiH1 MicuA
BMpPOGHMLTBa. 3aTBepmpxeHo Lek Pharmaceuticals d.d.
Kolodvorska 27 Slovenia — 1234 Menges
3anponoHosaHo Lek Pharmaceuticals d.d. Kolodvorska
cesta 27 1234 Menges Slovenia. 3miHu | Tuny - 3miHn
3 AKocTi. A®l. BUpoGHULTBO. 3MiHa BUPOGHUKA
BUXigHOro/npomixHOro npoaykTy/peareHTy, Wo
BUKOPUCTOBYIOTbLCA Y BUPOGHUUYOMY npoueci Adl,
a6o 3miHa BUpOGHMKa (BK/1loYalouu, Ae Heo6XigHo,
MicLie NpoBeAEeHHA KOHTPOIO AKocTi) ADI (3a
BifiCyTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepmkeHoOMy
AOCBE)(3MiHN A0 3ax0AiB, NOB'A3aHNX 3 KOHTPOJIEM
A®dIl, a6o soaaBaHHA AiNbHULI, e NPOBOAUTLCA
KOHTponb/BUNPOGYBaHHA cepii) - [logaBaHHsA 10
p.3.2.S.2.1 BUpo6HuKn aeTanbHoi iHhopmauii Lwoao
BMMPOGYBaHb 3 KOHTPO/IO AKOCTI Ha AinbHULUI Lek
Pharmaceuticals d.d., Slovenia, 6e3 3MiH1 hakTU4HOro
MicLIe3HaXOMKEHHA AinbHULI Ta 6e3 hakTUUHKX 3MiH
LLOAO AiANBHOCTI, AKa BUKOHYETLCA Ha AinbHuLi Lek
Pharmaceuticals d.d., Slovenia. 3atBepaxeHo - Lek
Pharmaceuticals d.d. Kolodvorska 27 Slovenia — 1234
Menges (API manufacturer). 3anponoHoBaHo - Lek
Pharmaceuticals d.d. Kolodvorska cesta 27 1234
Menges Slovenia (APl manufacturer, Quality control (all
tests except identity by X-ray diffraction pattern, heavy
metals by ICP/OES and MET)). 3minu | Tuny -
ApMiHicTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA
Tala6o apgpecu Micus NpoBapPKeHHNA AiANbHOCTI
BUpPOGHMKa (BK/ItOYAlO4X, 3a HEOGXiAHOCTI, MicLie
NpoBefieHHA KOHTPOJIIO AAKOCTi), a60 BNacHuKa
macTep-cpaiina Ha A®l, a6o nocTayasibHUKa
Adl/BuxigHoro matepiany/peareHTy/npomiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOGHMLTBI ADI
(sIKLLLO 3a3HA4Y€eHO Yy AlO0CbE Ha NiKapCcbkuii 3acib) 3a
BifiCYTHOCTI cepTuchikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBeppkeHoOMy

AOCbE, a60 BUPOGHMKA HOBOI AOMOMiXHOT
PeyYOBMHM (AKLLO 3a3HAYEHO Y JOCbE) - 3MiHa Ha3BM

LiNbHWL, BiANOBIfaIbHOT 38 NPOBEAEHHS KOHTPO/IO
akocTi A®l BancaptaH, 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited, 63 3MiHV MicLs BUpOGHMLTBA. 3MiHM | TURY -
3MiHu 3 AAkocTi. APL. Bupo6HMUTBO. 3MiHa
BUPOGHUKA BUXiAHOTo/NpoMiXKHOTo
npoaykrylpeareHTy, W0 BUKOPUCTOBYIOTLCSA Y
BUPOGHMYOMY npoueci A®I, a6o 3miHa BUpOGHUKa
(BKIOYatOuM, e Heo6XiAHO, MicLie NpOoBeAEeHHA
KOHTponio saKocTi) A®I (3a BiacyTHOCTI cepTudikata

BignoBigHOCTI EBponeiicbKiii hapmakonei y

3aTBepAXeHOMY A0CLE)(3MiHM A0 3axoaiB,

noB'A3aHnX 3 KOHTposiem A®l, a6o goaaBaHHsA
AiNbHULI, Aie NPOBOAUTLCA
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KOHTpONb/BMNPOGYBaHHA cepii) - lofaBaHHsA
Zhejiang Tianyu Pharmaceutical Co. Ltd., KuTaii, si
anbTepHaTUBHOI AiNbHWL, BigNoBigabHOT 3a

NpoBeAEHHS KOHTPOsI0 AkocTi A®I BancapTtaH. 3miHum |
TMNYy - 3MiHK 3 AKocTi. ADL. KoHTponb A®L. 3miHa y

napameTpax cneuudikauiii Talao gonyctummx
MeX, BU3HaveHux y cneyudpikauiax Ha A®l, a6o
BUXigHUiiINpomikHWii npoAykT/peareHT, Wwo
BUKOPUCTOBYIOTbLCA Y NpoLeci BUupo6HuuTea Adl
(mopaBaHHA a6o 3aMiHa (32 BUHATKOM aKTUBHOT
peyoBMHU 6iONOriYHOro abo iMyHO/IOTYHOrO
NOXo/pPKeHHs) napameTpa cneuudikawii 3
BifANOBiAHMM MeTOAOM BUNPOGYBaHHA 3a
pesynbTaTtaMu gocnifkeHb 3 6e3nekn abo AKOCTi) -
3BY)XEHHS AONYCTUMKX MexX crieumddikauii AdI
BasncapTtaH an1si nokasHuka «N-HiTpo3ogumeTunami
(NDMA)» 3 0,090 ppm Ha 0.030ppm. 3miHa CTOCy€eTbCA
BCiX BUpo6HUKiB A®I BancaptaH — Novartis, Divi's Ta
Tinayu. Kpim Toro, ansa cneumdikavii A®l Novartis 6yno
BU/Ty4eHO MPUMITKY NPO Te, L0 Cepito He MOXHa
cepTudikyBaTy, SKLLO BUSBEHO GiflbLle 0AHOro
HITPO3aMmiHy, OCKiNbK/ 3p03YyMifo, LLO Lie CTOCYETbCA
nviwe TUX BUNaaKiB, KoM AONyCTUMI Mexi cneumndikauii
nepesuiLyoTb 0,03 ppm. 3MiHm | TUNY - 3MiHK 3
fAKocTi. APl KoHTponb A®L. 3miHa y meTogax
BunNpoGyBaHHA APl a6o BuxigHoro
maTtepiany/npomixXHOro npoaykry/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6Huursa AdI
(iHwi 3miHN) - BunyyeHHst CNOBOCNONYYEHHS «AK
npuknag» 3 xpomatorpadiyHux ymoB MeTomy
'X-MC/MC «Nitrosamine impurities by GC MS/MS», ski
onvcaHi y MoHorpaddii koHTponto A®| BancapTtaH
Novartis (DS 3104767 016 R 02), AN BUKOHAHHS
Bumor EMA. 3MiHu | Tuny - 3miHu 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y MmeTogax BUNPOGyBaHHA
A®I abo BuxigHOro marepiany/npomixHoro
npopaykrylpeareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®I (iHwWwi 3miHM y MeTogax
BUNPOGYBaHHA (BK/IOYaOUM 3aMiHy a6o
A0NOBHEHHs1) ADI a6o BuXigHOro/npomixkHOro
npoaykry) - flofaBaHHsA a/lbTEPHATUBHOTO MeToAy
«JoMiLKK HiTpO3aMiHy 3a gornomoroto PX MC/MC
(meTop B)» AN npoBeAeHHs KOHTPOIO 3a
nokasHukamu NDBA, NMBA Ta ik anbTepHaTUBHOIO
mMeTofy A5 NPOBeAEeHHS KOHTPO/IIO 3a NoKasHUKammn
NDMA i NDEA B Ad| BancaptaHy Bupo6Huka Divi's.
3miHu | TUny - 3MiHKM 3 AKocTi. CepTudikar
BignoBigHocTI/FE-cepTudpikar BignosigHocTi
€Bponelicbkili hapmakonei/moHorpadii. MogaHHsA
HOBOro a6o OHOB/EeHOro cepTudikara
BiAgnoBigHOCTI a60 BUy4eHHA cepTudikata
BiAgnoBigHoCTI EBponeiicbkili hapmakonei: gns
A®I; ana BuxigHoro
maTtepiany/peareHTy/npomMiXXHOro NPOAYKTY, WO
BUKOPUCTOBYIOTbCA Y BUPOGHULTBI ADI; ansa

AOMNOMiKHOT peyoBuHU (cepTudpikat BignosigHocCTi

€BponeiicbKiii hapmakonei) - OHOBNEHWIA
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cepTudpikart Big yXe 3aTBepPA)KEHOro BUPOGHUKA -
MogaHHA oHOBNIEHOrO cepTudikary BiAnoBigHOCTI €D
RO- CEP 2016-290-Rev 03 (nonepeaHs Bepcisi CEP
RO- CEP 2016-290-Rev 00) ana A®| BancapTaH Big,
BXe 3aTBeppkeHoro BupobHuka Novartis Pharma AG.
3MiHu | TUNY - 3MiHM 3 sAKOoCTi. CepTUdbikar
BignoBigHocTI/FE-cepTudpikar BignosigHocTi
€Bponelicbkilii hapmakonei/moHorpadii. MogaHHA
HOBOro a6o OoHOB/EeHOro cepTudikara
BifNoBiAHOCTI a60 BUyYeHHs cepTudikara
BignoBigHoCTi EBponeiickbkili hapmakonei: agns
A®I; ana BuxigHoro
maTtepiany/peareHTy/npomMiXXHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
AOMOMiKHOT peyoBuHU (cepTudpikar BignosigHocCTi
€Bponeiicbkiii hapmakonei) - OHoBNeHWit
cepTudpikart Bif yXe 3aTBepA)KeHOro BUPOGHUKA -
MogaHHA OHOBNEHOTo cepTudikaTty BignosBigHOCTI EP
R1- CEP 2012-338-Rev 00 (nonepegaHs Bepcisa CEP
RO- CEP 2012-338-Rev 02) ana A®| BancapTaH Big,
BXe 3aTBepKeHoro BnpobHuka DIVI'S
LABORATORIES LIMITED. 3MiHu | TUny - 3miHu 3
fAKkocTi. CepTudpikar BignosigHocTillE-cepTudpikar
BignoBigHoCTi EBponeiicbKii
chapmakonei/MoHorpadii. MoaaHHA HOBOro a6o
OHOB/eHoro ceptudikata signosigHOCTI a60
BUNYYeHHA cepTudikata BignoBiAHOCTI
€BponeiicbKiii hapmakonei: ans A®l; ans
BuXigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOOGHULITBI
A®I; ana [ONOMiXXHOI pevyoBUHM (cepTudikar
BignosigHoCTI EBponeiickkili hapmakonei) - HoBuii
cepTucikat Bifg HOBOro BUpoGHuKa (3amiHa a6o
AONOBHEHHS) - MogaHHA HoBoro CEP R1-CEP 2013-
159-Rev 01 gna A®| BancapTaH Big HOBOro BUPOOHYKA
Zhejiang Tianyu Pharmaceutical Co. Ltd., China. 3miHu
I TNy - 3MiHK 3 AKocTi. ADI. KoHTponb A®L. 3miHa y
napameTpax cneuuddikauiii Talao gonycTMMuX
MeX, BU3HaueHux y cneyudikauisx Ha Adl, a6o
BUXigHuWiiINnpomiXHWii npoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTbLCA Y NpoLeci BUpo6HuuTea Adl
(nonoBHeHHA cneyundikalii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METO40M BMNPOGYBaHHS) -
[JlonoBHeHHs cneumdikayii APl BancapTtaH,
BMpo6HMLTBA Divi's Laboratories Ltd., India, HoBUM
3a/IMLLKOBUM PO34MHHUKOM O-Xylene 3 gonyctumotro
MeXero «He 6inblie 2170 ppm». 3miHu | TURY - 3MiHK
3 AKocTi. A®L. KoHTponb A®I. 3miHa y napameTpax
cneyudikauiii Ta/abo AONYCTUMUX MEX,
BU3HauyeHuX y cneyucpikauisax Ha AdPl, a6o
BUXigHMWiiINpomXHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTbLCA Y npoLeci BUupo6HuuTea AdI
(nonoBHeHHA cneyundikaLii HOBUM NOKaA3HMKOM
AKOCTI Ta BiANOBIAHUM METO40M BMNPOGYBaHHSA) -
[JonoBHeHHs cneumdikayii Abl BancaprtaH,
BMpo6HMLTBa Divi's Laboratories Ltd., India, HoB1M
3a/IULLKOBUM PO3YMHHMKOM MeTaHo 3 oNyCTUMOK
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MeXeto «He 6inbLie 250 ppm». 3MiHu | TUNY - 3MiHK 3
AkocTi. CepTudpikar BignosigHocTillE-cepTudpikar
BignoBigHOCTI EBponeiicbKii

chapmakoneilmoHorpadii. MogaHHsA HOBOro a6o
OHoBeHoro cepTuddikata BignosigHoCTIi a60
BU/TyYeHHs cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ansa A®l; ansa
BUXigHOro marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; ans fonomMikHOT pevoBuHU (cepTuddikar
BignoBigHocTi €EBponeiicbkili hapmakonei) -
OHoBneHuii cepTUdikat Bif, y)xe 3aTBepKeHOro
BUPOGHMKA - MofgaHHs OHOBEHOTO cepTudikaty
BignosigHocTi E® R1- CEP 2012-338-Rev 01
(nonepepgHs Bepcia CEP R1- CEP 2012-338-Rev 00)
ana A®| BancapTaH Bif BXe 3aTBEPKEHOro
BMpo6HuKa DIVI'S LABORATORIES LIMITED. 3miHu |
TMNYy - 3MiHU 3 AKocTi. ADL. KoHTponb A®L. 3miHa y
napameTpax cneuudikauiii Talao gonycTMMUX
MeX, BU3HaveHuX y cneyudikauiax Ha A®l, a6o
BUXigHuWiiINnpomiXHKWiIi npoAykT/peareHT, Wwo
BUKOPUCTOBYIOTbLCA Y npoueci BUpo6Huyrsa AdI
(mopaBaHHA a6o 3aMiHa (3a BUHATKOM aKTUBHOT
pe4yoBUHM GionoriyHoro a6o iMyHONOriYHOro
NoxXoMmKeHHA) napameTpa cneuudikauii 3
BiANOBiAHMM MeTOAOM BUNPOGYBaHHA 3a
pesynbTtaTtamu gocnigkeHb 3 6e3neku abo AIKocTi) -
[JopasaHHs napameTpa cneuudikadii 3 BignoBigHUM
MeToA0oM BUNpobyBaHHs ans A®l BancaptaH
BMpO6HMLUTBa Zhejiang Tianyu Pharmaceutical Co. Ltd.,
China — A3ngo6iceHin Tetpason metogom LC MS/MS 3
[0NyCTUMOIO MeXeto «He bGinbLue 4,6 ppm». Ak
Hacniflok, OHOBMIEHO po3Ain 3.2.S.2.1 BUpo6HMKKM Woao
ChYHKLLii KOHTPO/IO SIKOCTI 38 NOKa3HMKOM
«A3ngobichenin TeTpason» ana ginbHuui Novartis
Saglik, Gida ve Tarim Urunleri Sanayi ve Ticaret A.S.
3MiHu | TUNY - 3MiHM 3 sAKOCTi. CepTUdbikar
BignoBigHocTillE-cepTudiikat BignosigHocTi
€Bponeiicbkilii hapmakonei/moHorpadii. MogaHHA
HOBOro aGo OHOB/EHOro cepTudikaTta
BifNOBiAHOCTI a60 BUyYeHHs cepTudikara
BignoBigHOCTI EBponeiicbKili (hapmakonei: ans
A®I; ans BuxigHoro
maTtepiany/peareHTy/npomiXXHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
[onomixHOT peyoBuHU (cepTudpikar BignosigHocTi
€Bponeiicbkiii hapmakonei) - OHoBNeHWit
cepTudpikar Big y)xe 3aTBepAKeHOro BUPOGHUKa -
MogaHHA OHOBNEHOTo cepTudikaTy BiAnosBigHOCTI EP
RO- CEP 2016-290-Rev 04 (nonepeaHs Bepcis CEP
RO- CEP 2016-290-Rev 03) ana A®| BancapraH Bif
BXe 3aTBepmkeHoro BupobHuka Novartis Pharma AG.
3MiHu | TUNY - AAMiHICTPaTUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHA Ta/la6o agpecu mMicLis NPOBaKEeHHA
[iANbHOCTI BUPOGHMKA (BKOYaloun, 3a

HeoOXiAHOCTI, MicLe NpoBeeHHA KOHTPOJTIO

SIKOCTi), a60 BNlacHUKa MacTep-cpaiina Ha AP, a6o
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
noctayanbHuka Ad®l/BuxigHoro

maTtepiany/peareHTy/npomiXXHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AP (AKLWO
3a3HaueHo y A0ChLE Ha JlikapcbKuii 3aci6) 3a
BifiCYTHOCTI cepTucbikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTseppkeHoMy
[oCbe, a60 BUPOGHMKA HOBOI AONOMIXHOT
PEUYOBUHM (AKLLO 3a3HAYEHO Y AOCHE) - 3MiHA Ha3BM
AiNbHAL KOHTPOO akocTi A®l BancapTaH 3 Novartis
Integrated Services Ltd. Ha SGS International Services
Laboratory (ISL) Limited Ta BHeCEHHA peaakLiiHnx
npaBoK A0 aApecu AinbHuli, 6e3 3MiHM micus
BMPOOHMLUTBA. 3aTBepmxeHo - Novartis Integrated
Services Ltd. Ringaskiddy Co. Cork Ireland DUNS:
985756561. 3anponoHoBaHo - SGS International
Services Laboratory (ISL) Limited Ringaskiddy Cork,
P43 FR63 Ireland DUNS: 985785798 PegakujiiHa
npaska fo posginy “Manufacturers”.
3miHu | Tuny - 3MiHK 3 AkocTi. A®I. KoHTponb AdI.

BunpobyBaHb Novartis A®l BancaptaH Zhejiang Tianyu

3miHa y napameTpax cneuudikauiii Ta/a6o
AONYCTUMMX MeX, BUSHaAUeHUX Y cneundikawisax Ha
A®I, a6o BuUxigHuii/inpomikHWii NnpoayKT/peareHT,
{0 BUKOPUCTOBYIOTLCA Y Npoueci BUpoGHULTBA
AdI (aonoBHeHHA cnevuudikaLii HOBUM NMOKa3HUKOM
AKOCTI Ta BigNOBiAHUM MeTO40M BUNPOGYBaHHS) -
JloaaBaHHA [0 cneyundikalii BHYTPILLHBOT MOHOTpadii
BMnpobyBaHb Novartis A®l BancaptaH HOBOro
napameTpy «JonyctuMa cyma MyTareHHUX AOMiLLOoK
(cyma gomiwok 3 BunpobyBsaHb
asmpobiceHinTeTpasony metogom LC MS/MS, asugy
MeTO/A0M iOHHOI XpoMarorpadii Ta 2-LiaHo-4'-
6pommMeTUnbiceHinay metogom BEPX)» 3 gonyctumotro
MeXero — «He 6inblue 15,6 ppm», y 3B’A3KY i3
oHoBMieHHAM CEP ansa 3atBepmxeHoro Bupo6Huka A®|
BancaptaH Zhejiang Tianyu Pharmaceutical Co. Ltd.,
KuTaii. lonoBHEHHS cneumdikauii BHYTPILLIHbOT
MoHorpadii BUnpobyBsaHb WoAo «Jonyctuma cyma
MyTareHHUX JOMILLOK» CTOCYETbCA nuiue AdI
BMpOGHMUTBa Tianyu. 3MiHM | TUNY - 3MiHM 3 AAIKOCTI.
A®l. KoHTponb A®l. 3MiHa y MeToaax
BuNpoGyBaHHA APl aGo BUXigHOTO
MaTtepiany/npomMiXHOro npoayKry/peareHry, Lo
BUKOPUCTOBYETLCA Y NpoLeci BUpo6HuuTea Ad|
(He3Ha4Hi 3MiHN y 3aTBepAXeHMX MeToAax
BUNPOGYBaHHs) - OHOBNEHHS in-house meToay
Novartis Ana Bunpo6byBaHHA «A3An METOA0M iOHHOT
Xpomarorpadii» BignosigHO A0 oHoBneHoro CEP
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii. ¥
3B'A3KY 3 BBE[IeHHSAM nokasHuka cnevudikaui
«[lonycTuMa cyma MyTareHHMX [OMILLOK», NOTOUYHA
MeToAMKa BUNPOGYBaHHS «A3naN METOAOM iOHHOT
XpomaTtorpadii» y BHYTPILLHi/i MOHOrpadii

Pharmaceutical Co. Ltd., Kutait oHoBneHa 3
BUMPOOYBaHHA rPaHNYHUX MEX Ha KiflbKiCHe

BUMPOOYBaHHA 3 HE3HAYHUMM aganTauismv. 3miHu |
TUny - 3MiHK 3 AKocTi. ADI. KoHTponb A®PL. 3miHa y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
MeTogax Bunpo6yBaHHa APl a6o BUxigHoOro
maTtepiany/npomMiXHOro npoaykry/peareHty, Lo

AonomikHOT peyoBuHU (cepTucpikat BignosigHocTi

cepTudikar Bif y)xe 3aTBepKEHOro BUPOGHUKaA -
MogaHHA oHoBNEHOro cepTudikaty BignosigHocTi €
R1- CEP 2013-159-Rev 02 (nonepeaHs Bepcisa CEP
R1- CEP 2013-159-Rev 01) gns A®Il BancapTaH Big,
BXe 3aTBepakeHoro BupobHuka Zhejiang Tianyu

(iHWwi 3miHn y meTogax BUNpoGyBaHHSA (BKOYaoumn

BancapraH, Divi's Laboratories Limited, IHgis. 3miHn |
€Bponelicbkili hapmakonei/lMoHorpadii. MogaHHA

BignoBigHoCTI EBponeiickKili hapmakonei: ansa

MaTtepiany/peareHTy/npoMi>XXKHOTO NPOAYKTY, L0

AAMiHiCTpaTUBHI 3MiHK. 3MiHa HaliMeHyBaHHSA

BUKOPUCTOBYETLCA Y npoLeci BUpoGHuuTBa AD|
(He3Ha4Hi 3MiHM y 3aTBEepAKEHNX MeToAaxX
BUNpPoGyBaHHA) - OHOBNEHHS in-house meToay
Novartis gns BUNpo6yBaHHA «2-LjiaHo-4'"-
6pommeTunaudeHin metogom BEPX» BignosiaHo fo
oHoBneHoro CEP Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii. Y 38'3Ky 3 BBEEHHAM MoOKasHuKa
cneumdikauii «onycTima cyma MyTareHHUX JOMILLIOK>,
noToYHa MeToAuKa BUNPOGYBaHHS «2-LjjiaHo-4 -
6pommMeTunandenin metogom BEPX» y BHYTpILLHIA
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii
OHOB/IEHA 3 BUNPOGYBAHHS rPaHUYHNX MEeX Ha
KinbKicHe BUNPOoBYBaHHA 3 HE3HAYHUMK aganTauismu.
3miHu | Tuny - 3MiHK 3 sAkocTi. ADI. KoHTponb APl
3miHa y meTogax BUnpo6yBaHHsa A®I a6o
BUXigHOro Marepiany/npomixHoro
npoAyKTy/peareHTy, 10 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®I (iHWi 3mMiHM y MeToAax
BUNPOGYBaHHA (BK/1OYalOUM 3amiHy a6o
A0NoBHeHHs1) ADI a6o BuxigHoro/npomixHoro
npoAayKTy) - [I0NOBHEHHS Ajito40T MOHorpadii
BunpobyBaHb AP BancaptaH Novartis aHaniTM4HUmm
meTogukamn CEP A®l BancapTtaH, Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii. 3miHu | Tuny - 3miHu
3 sikocTi. A®L. KoHTponb AdL. 3miHa y meTogax
BUNpoGyBaHHA A®DIl a6o BUXigHOro
maTepiany/npoMiXKHOro NpoAyKTy/peareHTy, LWo
BUKOPUCTOBYETLCA Y NpoLeci BUpoGHULTBa AdDI
3aMiHy a60 fonoBHeHHs1) ADI a6o
BUXigHOro/NpomMiKHOro NpPoAyKTy) - [loNoBHEHHS
Aitouoi MmoHorpadii BunpobysaHb A®| BancaptaH
Novartis aHaniTnuyHumm metoamkamu CEP Ad|

TUny - 3MiHK 3 siKocTi. CepTuddikar
BignosigHocTiIFE-cepTudikar BignosigHoCTI

HOBOro a6o OHOB/IEHOro cepTudikara
BifnoBigHOCTI a60 BUy4YeHHs cepTudpikata

A®DI; ansa BUXigHOro
BUKOPUCTOBYIOTbCA Y BUPOGHULTBI ADI; ansa

€Bponeiicbkiii thapmakoner) - OHoBNeHuii

Pharmaceutical Co. Ltd., China. 3miHu | Tuny -

Tala6o agpecu micuA NPOBaPKEHHS AiANbHOCTI
BUPOGHMKA (BK/IHOYaO4K, 3a HEOBXiAHOCTI, Micue
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

npoBefieHHA KOHTPO/II0 AKOCTi), a60 BNnacHuKa
MacTep-paiina Ha A®Il, a6o nocTadya/ibHUKA
Adl/BuxigHoro marepiany/peareHTy/npomixHoro
NPOAYKTY, WO 3aCTOCOBYIOTbCSA Y BUPOGHMLTBI ADI
(AKWO 3a3HAY€EHO Y AO0CbLE Ha NikapcbKuii 3aci6) 3a
BifACYTHOCTi cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY
A0CbE, a60 BUPOGHMKA HOBOT JONOMDKHOT
pPeyYOBMHM (AKLLO 3a3HAYEHO Y OCLE) - 3MiHa
apapecu BupobHyuka Novartis Grimsby Ltd, Great Britain,
6e3 3MiHn Micusa BUpobHuLTBa 3aTBepakeHo Novartis
Grimsby Ltd. Pyewipe Grimsby N.E. Lincolnshire DN 31
2SR Great Britain DUNS 212245609 3anponoHoBaHO
Novartis Grimsby Ltd Pyewipe Grimsby DN 31 2SR
Great Britain DUNS 225544427. 3minu | Tuny - 3miin
3 AKocTi. A®Pl. BUpoGHMLTBO. 3MiHAa BUPOGHUKA
BUXigHOro/NnpomikHOro NnpoAykTy/peareHTty, Wwo
BUKOPUCTOBYIOTbCA Y BUPOGHMUYOMY npoueci Adl,
a60 3miHa BUpPOGHMKa (BK/ToYaloun, fe HeobxiaHo,
Micue npoBeAeHHA KOHTPOAIO AKOCTi) AdI (3a
BifACYTHOCTi cepTudpikata BignoBigHoOCTi
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY
AOCLE)(3MiHM A0 3ax0o/iB, NOB'A3AHUX 3 KOHTPONEM
A®Il, a6o goaaBaHHA AiNbHULI, Ae NPOBOAUTBLCA
KOHTpONb/BMNpoGYyBaHHA cepii) - logasaHHA SGS
International Services Laboratory (ISL) Limited sk
anbTepHaTVUBHOI AiNIbHUL KOHTPOIO AKOCTI 3a
nokasHuKkom «Po3nogin yacTtok 3a po3mipom (Particle
size distribution)» gns A®l BancaptaH. Takox,
BHECEHHS peAakLUiiHyX 3MiH 4o p.3.2.S.2.1 BUpo6HMKN.
3MiHu | TUNY - 3MiHK 3 AkocTi. APL. BUpoGHULTBO.
3miHa BUpOGHMKa BuXigHOro/npomixHoro
npoAyKTy/peareHTy, 10 BUKOPUCTOBYIOTLCSA Y
BUPOGHMYOMY npoueci A®l, a6o 3MiHa BUPOGHUKa
(BKktOYaroun, fe HeobXigHO, MicLe NpoBeAeHHsA
KOHTponio sikocTi) A®I (3a BigcyTHOCTI cepTudikara
BignoBigHOCTI EBponeiicbkKiii hapmakonei y
3aTBepAKEHOMY AOCbLE)(3MiHM [0 3axoaiB,
noB'A3aHnX 3 KOHTposiem A®l, a6o fopaBaHHA
AiNbHULI, Ae NPOBOAUTBLCA
KOHTponb/BUNPOGYBaHHSA cepii) - flogaBaHHsA
AinbHuui Hetero Drugs Limited, India, siK ginbHuLi
NpoBefeHHsA KOHTPOosto akocTi A®I Amnogunivy
6ecunaty. 3miHu | TNy - 3MiHKM 3 AKOCTI.
CepTtudpikat BignosigHocTillE-cepTudikar
BignoBigHoCTi €EBponeiicbKii
chapmakonei/moHorpadii. logaHHA HoBOro a6o
OHOBNeHoro ceptudyikata BignosigHOCTI a6o
BUNyYeHHA cepTudbikata BignoBigHOCTI
€BponelicbKiii hapmakonei: ans A®l; ana
BuUXigHOro marepiany/peareHTy/npomixHoro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOGHULITBI
A®Il; ana ponomixHOI peyoBUHM (cepTudpikar
BignoBigHocTi EBponeiicbkKiii hapmakoner) - HoBuii
cepTucikart Big HoBoro BMpo6HuKa (3amiHa a6o
[ONOBHEHHS) - MofaHHA HOBOroO cepTudikaty
BignosigHocTi €E® CEP R1- CEP 2016-077-Rev 00 ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
A®I| Amnoaunivy 6ecmnaTy Bif, HOBOrO BUPOGHUKA
Hetero Drugs Limited, Unit-1 Survey. No. 213,214 &

255, Bonthapally village, Gummadidala Mandal, Sanga
Reddy District — 502313, Telangana, India. 3miHum |
TMny - 3MiHM 3 AKocTi. CepTuddikar
BignosigHocTiIFE-cepTudikar BignosigHoCTi
€Bponelicbkiii papmakonei/moHorpadii. MogaHHs
HOBOro aGo OHOB/IEHOro cepTudikaTta
BiNOBiAHOCTI a60 BUy4YeHHsA cepTudikaTta
BignoBigHoCTI EBponeiickKili hapmakonei: ansa
A®I; pns BUXigHOTO
MaTtepiany/peareHTy/npoMi>XXKHOTO NMPOAYKTY, L0
BUKOPUCTOBYIOTbCA Y BUPOGHULTBI ADI; ansa
[ONOMiKHOI peyoBUHYU (cepTudpikaT BignoBigHOCTI
€Bponeiicbkiii chapmakoner) - OHoBNeHwi
cepTudikar Bif y)xe 3aTBepKeHOro BUPOGHUKa -
MogaHHA oHOBNEHOro cepTudikaty BignosigHocTi E®
R1- CEP 2016-290-Rev 00 (nonepeaHs Bepcisa CEP
RO- CEP 2016-290-Rev 04) gns A®| BancapTaH Big,
BXe 3aTBepkeHoro BupobHuka Novartis Pharma AG.
3MmiHu | TNy - AgMiHiCTpaTUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Tala6o agpecy MicLisi NpoBaKeHHs
BAifNbHOCTI BUPOGHUKA (BKlOYatoum, 3a
HeoG6XiAHOCTI, MicLie NpoBeAeHHA KOHTPO/IO
fIKOCTi), a60 BNnacHUka mactep-caiina Ha A®Il, a6o
nocradyanbHuka Adl/BuxigHoro
maTtepiany/peareHTy/npoMi>XXHOro NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOGHMLTBI ADI (AKLO
3a3HauvyeHo y A0ChE Ha NikapcbKuii 3aci6) 3a
BifACYTHOCTi cepTudpikata BignoBigHoOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY
A0CbE, a60 BUPOGHMKA HOBOT JONOMDKHOT
PeyYOBMHM (AKLLO 3a3HAYEHO Y 0CLE) - 3MiHa Ha3B
BMPOGHMYOI AinbHuLi A®I AMnoguniHy 6ecunaty,
posTaloBaHoi B M. MeHrec, CroBeHis 3 "Lek
Pharmaceuticals d.d" Ha “Novartis Pharmaceutical
Manufacturing LLC ”. Bupo6Huya AinbHuusa Ta BCi
BMPOGHMUYI onepadiii 3anmwmnvce 6e3 3MiH. 3MiHu |
TMNy - AAMiHICTPaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Tala6o agpecy MicLsi NpoBaKeHHs
AiANbHOCTI BUPOGHUMKA (BK/IOYatoum, 3a
Heoo6XiAHOCTI, MicLe NpoBeAEeHHS1 KOHTPOIO
fIKOCTi), a60 BNnacHUKa mactep-caiina Ha A®Il, a6o
nocradanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/npoMi>XXKHOTO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOGHULTBI ADI (AKWO
3a3HauvyeHo y AOCbE Ha liKapcbKuii 3aci6) 3a
BifiCYyTHOCTI cepTuchikarta BignoBigHoOCTI
€Bponeiicbkiii hapmakonei y 3aTBepmkeHOMY
AOCbe, a60 BUPOGHMKA HOBOT JONOMDKHOT
PeYOBUHM (AIKLWO 3a3HAYEHO Y AO0CbE) - 3MiHA Ha3BMU
AinbHULI KOHTpOAIO AkocTi APl BancapTaH,
posTawoBaHoi B M. MeHrec, CnoBeHis 3 "Lek
Pharmaceuticals d.d" Ha “Novartis Pharmaceutical
Manufacturing LLC ". Bupo6Huya ginbHuus Ta BCi

BUPOGHWUI onepauii 3anmwmnamnck 6e3 3miH. 3minm |

TUny - 3MiHK 3 AKocTi. CepTudikar
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiagnosigHocTi/TE-cepTuddikaT BignoBigHOCTI
€Bponelicbkiii papmakonei/moHorpadii. MogaHHs
HOBOro abo oHoBeHoro cepTudikara
BiANoBigHOCTI a60 BUny4yeHHs cepTudpikara
BignoBigHoCTi EBponeiicbKili hapmakonei: gnsa
A®I; pns BUXigHOTO
MaTtepiany/peareHTy/npoOMiXXHOro NPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
[ONOMiKHOT peyoBUHU (cepTudpikat BignoBigHOCTI
€Bponeiicbkiii chapmakonei) - OHoBNeHwit
cepTudikar Bif y)xe 3aTBep)KeHOro BUPOGHUKa -
MogaHHA oHOBNEHOro cepTudikaty BignosigHocTi €
CEP 2016-290-Rev 02 (nonepegHs Bepcia CEP R1-
CEP 2016-290-Rev 00) gna A®l BancapTaH, y 3B’A3Ky
3i 3MiHOI0 Ha3BM BMPO6HKKa Novartis Ringaskiddy
Limited Ha Sterling Pharma Ringaskiddy Limited Ta
OHOBJIEHHS aA4PEeCcH BUPOOHNYOI AinbHUL Y
BiANOBIAHOCTI A0 cepTudikaty GMP 3aTBepaXeHo
Novartis Ringaskiddy Limited Ringaskiddy Co. Cork
Ireland 3anponoHoBaHo Sterling Pharma Ringaskiddy
Limited Ringaskiddy Cork, PF43 FR63, Ireland. 3miHun |
TUny - 3MiHM 3 skocTi. CepTuddikar
BignosigHocTi/TE-cepTuddikaT BignoBigHOCTI
€Bponelicbkiii papmakonei/moHorpadii. MogaHHs
HOBOro abo oHoB/eHoro cepTudikara
BiNOBiAHOCTI a60 BUy4YeHHs cepTudikaTta
BignoBigHoCTI EBponeiicbKili hapmakonei: ansa
A®I; pnsa BUXigHOIO
martepiany/peareHTy/npoMiXXHOro NPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
[onomiXHOT peyoBuHU (cepTucpikat BignosigHocTi
€Bponeiicbkiii chapmakoneir) - OHoBNeHwi
cepTudikar Bif y)xe 3aTBepA)KeHOro BUPOGHUKA -
MogaHHA oHOBNEHOro cepTudikaty BignosigHocTi E®
CEP 2008-122-Rev 02 (nonepegHs Bepcia CEP R1-
CEP 2008-122-Rev 01) gna A®l AmnoauniHy 6ecunaty
Bif BXe 3aTBeppkeHoro BupobHuka NOVARTIS
PHARMACEUTICAL MANUFACTURING LLC.
3arBepmxeHo R1- CEP 2008-122-Rev 01 Name of
holder LEK PHARMACEUTICALS D.D. Verovskova 57
Slovenia-1526 Ljubljana Annexure 1: Sites of
Manufacture LEK PHARMACEUTICALS D.D.
Kolodvorska 27 Slovenia-1234 Menges
3anponoHoBaHo CEP 2008-122-Rev 02 Details of
Holder: NOVARTIS PHARMA AG Lichtstrasse 35
Switzerland — 4056 Basel Annexure 1: Sites of
Production of the Substance NOVARTIS
PHARMACEUTICAL MANUFACTURING LLC
Kolodvorska cesta 27 Slovenia-1234 Menges.

84.

EKC®DOPX

TabneTtku, BKPUTI
NNiBKOBOK
060/10HKOHD, 5
mr/160 wmr; no 14

HosapTic
Papma Al

LLiBeiiapis

BupobHMLTBO 3a

NMOBHWM LK/IOM:

HoBapTic ®apma
C.n.A, ltanis;

ITania/
IcnaHis

3MiHu | TUNY - 3MiHM 3 sAiKOoCTi. CepTUudbikar
BignoBigHocTi/FE-cepTuddikar BignosigHocTi
€Bponelicbkiii hapmakonei/lmoHorpadii. MogaHHA
HOBOro aGo OHOBJ/IEHOro cepTudikarta
BifNOBiAHOCTI a60 BU/Ty4YeHHs cepTudikara

TabneTtok y 6nictepi, BVIp06HI/IL|,TBO,‘ BiAnoBigHoOCTI EBponeiicbkili hapmakonei: pns
no 1 a6o no 2 KOHTPO/1b AKOCTI, A®Il; ans BuxigHoro
6nictepy B KOpobLi nepBuHHE Marepiany/peareHTy/nPOMKHOrO NPOAYKTY, Lo

3a
peyenmom

UA/8102/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
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3acoby yrnakoska) nocsioyeHHs1
nakyBaHHS, BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ansa
BTOPUHHE AONOMiXKHOT peyoBUHU (cepTudpikat BignoBigHOCTI
nakyBaHHs:: 3ircopig €Bp_one|7|c_b|(i|7| chapmaxkoner) - OHOBNEeHUi
Eap6epa CA cepTtudpikar Big yxe 3aTBep/KeHOro BMpoGHM_Ka -
IcnaH’iﬂ o MogaHHA oHOBNIEHOrO cepTudikary signosigHocTi EP

R1- CEP 2003-007-Rev 05 (nonepeaHs Bepciss CEP
R1- CEP 2003-007-Rev 04) ana A®I Amnoguniny
6ecunary Big BXe 3aTBepKeHoro BupobHuka DR.

REDDY'S LABORATORIES LIMITED. Takox BHeCeHHSA
He3HayHoI peAakuiiHoi NpaBku (YTOUYHEHHS WoAo
AifNbHOCTI BUPO6HKKa A®l) o moayna 3.2.S.2.1.

3MiHu | TUNY - 3MiHK 3 AKocTi. A®I. KoHTponb A®L.
3miHa y napameTtpax cneuudikauiii Tala6o

[ONYCTUMUX MEX, BUSHaUEHUX Y cneuudikalifax Ha

A®I, a60 BUXigHMIA/INpOMKHUIT NpoAyKT/peareHT,

{0 BUKOPUCTOBYIOTLCA Y MpoLeci BUPOGHULTBA

A®I (qonoBHeHHA cneyudikaLii HOBUM NOKa3HMKOM

AKOCTi Ta BigNnoBigHUM METO40M BUNPOGYBaHHS) -
[LonoBHeHHs cneuudikalii A®| BancaptaH HOBUM
napameTpom— BeHson (MeToa napodasHoi razoBoi

xpomartorpadii). Kputepiii npuitHATHOCTi «He 6GinbLue 2

ppm». BeH30/1 He BUKOPUCTOBYETHCH Y BUPOOHULITBI
BasicapTaHy, asie NOTEHLiHO MOXe 6yTV NPUCYTHIM B
iHLWi cpoBUHi. 3MiHKM | TUNY - 3MiHK 3 AKoCTi. APL.

KoHTponb A®L. 3miHa y napameTpax cneuudikayiii

Tala6o AONYCTUMMX MeX, BUSHAYEeHUX Y
cneyudikaliax Ha AdDl, a6o BUXigHUIA/INpOMiDKHWIA
npogykr/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HuyTea APl (40NoBHEHHSA
cneuudikauii HOBUM NOKa3HUKOM AKOCTi Ta
BiANOBIAHUM MeTOAO0M BUNPOGYBaHHA) - [lofaBaHHA
eTUNGEH30/1y 40 BUNPOBYBaHUX PEUYOBUH ANsi
BM3HAYEHHS CyMU KCuonis B crieumdikadii AdI
BancapTaH. He BHECEHO XOAHWX 3MiH 40 [ONYCTUMMUX
MexX «He 6inblue 217 ppm» ANa KCUIoy, BUSHAYEHUX
B Aitoyili cneumdikauii A®l BancaprtaH. Takox,
OHOB/IEHHS aHaIITUYHOT MeToauKK «lMapodasHa
rasosa xpomarorpadisi 419 3a/IMLLKOBUX PO3UMHHIKIB»
A5 BU3HAYEHHS BCiX 3a/IMLLIKOBMX PO3YMHHVKIB 38
[0MOMOrot0 3arasibHOro MeToAy, sikuii 403BoNsE
BM3HAYMTN 6EH30/1. 3 METOI0 BigO6GPaKEHHS
3anpornoHoBaHoOro MetoAy B cneuudikadii 6ys
OHOB/eHWiA TecT-kog MmeTody. 3miHu | Tuny - 3MiHK 3
fAKocTi. APl KoHTponb A®L. 3miHa y meTogax
BuNpoGyBaHHA APl a6o BuxigHOro
maTtepiany/npomiXHOro npoaykry/peareHTy, Wo

BUKOPUCTOBYETLCA y NpoLieci BUpoGHuLTBa Ad®I

(BUNy4eHHA MeToAy BUNPOGYBaHHA AN
Adl/peareHTY/NPOMIKHOrO NPOAYKTY, AKLO
aNlbTepHaTUBHUIT MeTO/, BXXe 3aTBEPKEHMWIA) -

Buny4yeHHs anbTepHaTUBHOTO MeToAy BUNPOGYBaHHSA

«lgeHTunpikauis 3a AONOMOro 6AmKHLOT
iHtbpayepBoOHOI cnekTpockonii» ana A®l BancapTaH.
3MiHu | TUny - 3MiHK 3 AKocTi. ADI. KoHTponb A®L.
3miHa y MeTogax BunpoGyBaHHA APl a6o
BUXigHOro Marepiany/npomixHoro
npoAykry/peareHTy, 10 BUKOPUCTOBYETLCA Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
npoueci BUpo6HuLTBa A®PI (BUNyyeHHs meToay
BUMNpoGyBaHHA AnA Adl/peareHTy/npomixHOro

NPOAYKTY, AKLWO a/ibTePHaTUBHUI MeToA BXe
3arBepmkeHuid) - BunyyeHHs anbTepHaTUBHOTO
MeToAy BUNpobyBaHHA «laeHTudikawia, AoMilKku Ta
KinbKicHUIA BMICT 3a gonomoroto BEPX» ana Adl
BancaptaH. 3miHu | Tuny - 3MiHu 3 AKocTi. AP,
KoHTponb A®L. 3miHa y meTofax BUNPOGYBaHHSA
A®l a6o BuxigHoro marepiany/npomixHoro
npoaykry/peareHTy, 0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTea A®I (BunyvyeHHs metoay
BUNpoGyBaHHA AnA Adl/peareHTy/npomixHOro
NPOAYKTY, AKLIO afibTePHATUBHUI MeTOoA BXe
3aTBepAKeHunid) - BunyyeHHsa anbTepHaTUBHOTO
MeTofy BUNPOGYBaHHS «3aNLLIKOBI PO3YMHHUKM 32
ponomoroto 'X» ans A®l BancaptaH. 3miHm | Tuny -
3miHu 3 sikocTi. ADIl. KoHTponb A®IL. 3miHa y
meToAax BUnpooysaHHsa A®l a6o BuxigHoro
maTtepiany/npomixkHOro npoaykTty/peareHTy, Wo
BUKOPUCTOBYETLCA Y NpoLieci BUpoGHULTBa AdPI
(BMNy4YeHHs meToAy BMNPOGYBaHHA AN
Adl/peareHTy/NPOMIXXHOIro NPOAYKTY, AKLLO
aflbTepHaTUBHUIT MeTO/, BXXe 3aTBEPKEHNA) -
BunyyeHHs anbTepHaTUBHOTO MeToAy BUNPOGYBaHHS
«Baxki meTanu 3a gonomoroto X-ray fluorescence» gns
A®| BancaptaH. 3miHu | Tuny - 3miHm 3 skocTi. ADI.
KoHTponb A®I. 3miHa y MeTofax BUNPOGYBaHHA
A®l a6o BuxigHoOro marepiany/npomixHoro
npoAykry/peareHTy, 10 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTea A®I (BunyvyeHHs metoay
BMNpoGyBaHHA AnA Adl/peareHTy/npomiKHOro
NPOAYKTY, AKLIO afibTEPHATUBHUIA MeTOA BXe
3aTBepmKeHuid) - BunyyeHHs anbTepHaTUBHOTO
meTofy BMNpobyBaHHsA «OnoBO 3a A0NOMOrot X-ray
fluorescence» ana A®l BancaptaH. 3miHm | Tuny -
3miHu 3 sikocTi. ADIl. KoHTponb A®I. 3miHa y
MeTofax BuNnpooyBaHHAa APl aGo BUXigHOTO
MaTtepiany/npomixHoro npoaykTty/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpoGHuLTea AdI
(BMNYy4YeHHs meToAy BMNPOGYBaHHA AN
AdlipeareHTy/NPOMiXXHOIrO NPOAYKTY, SIKLLO
aflbTepHaTUBHUIT MeTo/, BXXe 3aTBEPKEHMNA) -
BusnyyeHHs anbTepHaTUBHOTO MeToAy BUNPO6YBaHHS
«Managijin 3a ponomoroto X-ray fluorescence» ans A®I
BancaptaH. 3MiHu | TNy - 3miHu 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y MeTogax BUNPOOYyBaHHA
A®I abo BuxigHOro marepiany/npomixHoro
npoAykry/peareHTy, 0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuLUTBa A®I (iHWi 3MiHM y MeTogax
BMNPOGYBaHHA (BKNOYatoUuM 3aMiHy a6o
AonoBHeHHs1) ADI a60 BMXigHOro/npomMiKHOro
NPOAYKTY) - 3amiHa YMHHMUX METOAMK BUMPOBYBaHHS
«3a/IMLLKOBI PO3YMHHVKM 3a gonomMoroto I'X» (koa
BunpobysaHHA 35601.01) (BM3HAYEHHS LKIOrekcaHy
Ta eTunaueTary) Ta «3a/1LWKOBI PO3YMHHUKM 3a
ponomoroto napoasHoi X (rpaHnyHKiA TecT)» (Kog,

BMNpobyBaHHA 35603.01) (BU3HAYEHHS rekcaHy,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

TONyosy Ta KCWU10/y) Ha METOAVKY BUNPOGYBaHHS
«3aNLLKOBI PO3YMHHMKYM 3a [OMNOMOror napodasHoi
'X» (kog BunpobyBaHHA 35601.02) ans KoHTpono AdI
BancaptaH. OHOB/IEHHA METOZjB BUNPOGYBaHHA A1
BMUNpobyBaHHA "laeHTudikayia 3a I4-cnektpom (Nujol)"
(kog, BuNpo6yBaHHA 20501.01), "laeHTudbikauis 3a 14-
cnektpoM (ATR)" (kog Bunpo6yBaHHsA 20551.01)
OHoBneHa MeToAMKa BUNPO6yBaHHS TecTiB "IY-
cnektpockonia (Nujol)" (kog Tecty 20501.01), "I4-
cnekTpockonia (ATR)" (kog TecTy 20551.01), B fkiiA
BMAaIEHO iHhopMmaLiito NPO eTauTIOHHY cepito Ta
HEeTWMOBWIA CMrHaN Ha cnekTpi 61m3bko 2400 cm-1.
MocunaHHA Ha NeBHUIA HOMep cepii 6yno BUganeHo,
OCKINbKWN 415 aHasisy Moxe 6yTu BUKopucTaHa Gyab-
fka CTaHfapTHa pedepeHTHa cepisi, fificHa Ha MOMEHT
npoBeAeHHs BUNPobyBaHHA. OHOB/IEHHS MeToay
BMMPOBYBaHHA "Bavkki meTasin” metogom ICP-OES (kog,
BuNpobyBaHHA 36911.01) 3 METOI BUyYEHHS
iHdhopMmaLii Npo Homep cepii 415 eTaNoHHOro
CTaHAapTHOrO 3paska Ta [jofaBaHHs Bupasy
"Hanpwknag”, Wo [03BOSE BUKOPUCTOBYBATY 415
aHanisy 6yab-saKy cTaHAapTHY pehepeHTHy cepito,
AiicHY HA MOMEHT NPOBELEHHS BUNPOBYBaHHA. 3MiHM |
TMNY - AAMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Tala6o agpecu mMicus NPOBaKEeHHS
AiANbHOCTI BUPOGHUKA (BK/TIOYaloun, 3a
HeoG6XiAHOCTI, MicLie NpoBeAeHHA KOHTPOII0
AIKOCTi), a60 BNacHMUKa macTtep-cpaiina Ha AP, a6o
nocradanbHuka A®l/BuxigHoro
marepiany/peareHTy/NPOMKHOrO NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOGHULTBI AP (AKLWO
3a3Ha4yeHo y J0CbE Ha JlikapCbKuii 3aci6) 3a
BifACYTHOCTI cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTseppkeHOMy
[OCbe, a60 BUPOGHMKA HOBOT AOMOMIXKHOT
PeuYOBMHM (AKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
appecwu BMpo6Huka Novartis Pharma Schweizerhalle
AG, Switzerland (ginbHuUA BUPOBHMLTBA Ta AiNbHALSA
KOHTPO/IO SIKOCTI), Y 3B’A3KY 3i 3MiHOI0 HA3BW BY/NLL, HA
AKill po3TalloBaHuii BUPOBHUK, 3 «Rothausweg» Ha
«Rothausstrasse» 3a pilleHHAM agMmiHicTpauii KaHToHy
(thepepanbHoi 3emni) bazenb. BupobHuya AinbHuusa Ta
BCi BUPOGHMYI onepavi 3amwmnamcb 6e3 3miH.
3aTtBepmxeHo Novartis Pharma Schweizerhalle AG
Rothausweg CH-4133 Pratteln Switzerland
3anponoHoBaHo Novartis Pharma Schweizerhalle AG
Rothausstrasse 4133 Pratteln Switzerland. 3minn |
TMNYy - 3MiHK 3 AKocTi. A®IL. Bupo6HULTBO. 3MiHa
BUPOGHUKA BUXiAHOTo/NpoMiXKHOTo
npoaykrylpeareHTy, W0 BUKOPUCTOBYIOTLCSA Y
BUPOGHMYOMY npoueci A®I, a6o 3miHa BUpOGHUKa
(BKIOYatOuM, e Heo6XiAHO, MicLie NpOoBeAEeHHA
KOHTponio saKocTi) A®I (3a BiacyTHOCTI cepTudikata
BignoBigHOCTI EBponeiicbKiii hapmakonei y
3aTBepAXeHOMY A0CLE)(3MiHM A0 3axoaiB,
noB'A3aHnX 3 KOHTposiem A®l, a6o goaaBaHHsA
AiNbHULI, Aie NPOBOAUTLCA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTpONb/BMNPOGYBaHHA cepii) - lofaBaHHsA

Novartis Grimsby Ltd., Pyewipe Grimsby N.E.,
Lincolnshire DN 31 2SR, Benuka bpuTaHisi, sk
a/lbTePHATUBHOI AiNbHWL, BifNOBIAANbHOI 3a
NpoBeAEeHHS KOHTPOJIH AKOCTI (38 BUK/OYEHHSAM
BM3HAYEHHA po3Mipy yacTok Ta MET) A®| BancapTaH.
[OinbHuus Novartis Grimsby Ltd. Bxe 3apeecTtpoBaHa ik
AiNbHMLUA BUPO6HMLTBA Ta NOAPIOHEHHS AD]
BancaptaH. 3MiHu | TNy - 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTillE-cepTudpikar
BignoBigHOCTI EBponeiicbkili
chapmaxonei/moHorpadii. logaHHA HoBOro a6o
OHOB/IeHoro cepTudiikata BignoBigHOCTi a6o
BU/TyYeHHs cepTudpikata BignosigHOCTI
€Bponeiicbkiii hapmakonei: gnsa A®l; ana
BUXiAHOTro marepiany/peareHTy/npomiXHOro
NPOAYKTY, W0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; Ana [ONOMIKXHOI pe4oBUHM (cepTudikar
BignoBigHocTi EBponeiickKiii (hapmakoner) - HoBui
cepTudpikar Bif BXe 3aTBepAKEHOro BUPOGHMKA -
MogaHHA HoBoro cepTudikaty BignosigHocTi E® CEP
RO-CEP 2016-290-Rev 00 ans A®I BancapTaH Big, BXe
3aTBepkeHoro Bupo6Huka Novartis Pharma AG,
Switzerland. He 6yno BHeceHo 6yab-KMX 3MiH A0
npouecy BUpo6HULITBA CybCTaHLT, METOAIB KOHTPO/IO
AKOCTi Ta YMOB 36epiraHHs. Takox, BUpOOHMKM ADI B
MK$ npuBeseHo fo CEP A®l BancapTaH - 3a3HauyeHi
e Ti, WO BigNOBIAAI0TL 3a BUNYyCK cepii AP
3arsepaxeHo - Mogynb 3.2.S CTD p. «Cknag» MKA
N3 BancaptaH Bupo6Hukn HosapTic ®apma Al
Lseliuapis/ Novartis Pharma AG, Switzerland
Hosaprtic ®apma LLisaliuepxanne Al, LWseiiyapis/
Novartis Pharma Schweizerhalle AG, Switzerland
Hosapric PiHrackiagi /limiteg, Ipnangis/ Novartis
Ringaskiddy Limited, Ireland Hosaprtic Ipimc6i /114,
Benvka BputaHisi/ Novartis Grimsby Ltd., Great Britain.
3anpornoHoBaHo - RO-CEP 2016-290-Rev 00 p.
«Cknag» MK N3 BancaptaH Bupo6Hukn Novartis
Pharma Schweizerhalle AG, Switzerland Novartis
Ringaskiddy Limited, Ireland Novartis Grimsby Ltd.,
Great Britain. 3miHu | TNy - 3MiHM 3 AAkocTi. ADL.
BuUpo6GHMLTBO. 3MiHa BUPOGHUKaA
BuXigHOro/npomikHoro npoAykty/peareHTy, Lo
BUKOPUCTOBYIOTbCA Y BUPOGHMUYOMY npoueci AdI,
a60 3miHa BUPOGHMKa (BK/Iloyalouu, e Heo6XxigHo,
Micue npoBeAeHHA KOHTPOO AKocTi) AdI (3a
BifiCYTHOCTi cepTuchikata BignoBigHOCTI
€BponeiicbKiii hapmakonei y 3aTBepmKeHoOMy
AOCbLE)(3MiHM A0 3axopAiB, NOB'A3aHUX 3 KOHTPONEM
Adl, a60 fogaBaHHA AiNbHULI, e NPOBOANTLCA
KOHTponb/BMNPOGYBaHHA cepii) - lofasaHHsA
AinbHuLi SGS Institut Fresenius GmbH, Germany 3a
agpecoto Im Maisel 14 65232 Taunusstein, siK
a/lbTepPHATUBHOI AiNbHWL, BifNOBIAAIbHOI 3a
npoBeAeHHsA MiKpO6ioNorivYHOro KOHTPOItO AKOCTI AD|
BancaptaH. 3miHu | Tuny - 3MiHK 3 AKOCTI.

Ceptudpikat BignosigHocTillE-cepTudpikar
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

BignoBigHOCTI EBponeiicbKii
cbapmaxonei/moHorpadii. logaHHA HoBOro a6o
OHoBreHoro cepTuddikata BignosigHOCTI a60
BUTyYeHHs cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ansa
BUXigHOro marepiany/peareHTy/npomiKHOro
NMPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; ans aonomMikHOT peyoBuHU (cepTudikar
BifgnoBigHoOCTI EBponeiicbkili hapmakonei) - HoBuii
cepTudikat Big HOBOro BUpo6HuKa (3amiHa a6o
AONOBHEHHSA) - MNogaHHa HoBoro CEP RO-CEP-2012-
338 Rev 02 ana A®| BancapTaH Bif HOBOro BUPOGHMKa
Divi's Laboratories Limited, India Ha 3anponoHoBaHii
AinbHuui Divi's Laboratories Limited npoBoaaTbest BCi
cTagii BUpobHMLTBa (BK/OUAKOUM NOAPIGHEHHS). 3MiHK
I TMNY - 3miHn 3 sikocTi. CepTudikar
BignoBigHocTillE-cepTudiikar BignosigHocTi
€Bponelicbkili hapmakonei/moHorpadii. MogaHHsA
HOBOro a6o OoHOB/eHOro cepTudikata
BiAgnoBigHoOCTI a60 Buy4eHHA cepTudikaTa
BignoBigHOCTI EBponeiickKili (hapmakonei: ans
A®I; ana BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NpPoAyKTy, WO
BUKOPUCTOBYIOTbCA Y BUPOGHULTBI ADI; ansa
AonomiXHOT peyoBuHU (cepTudpikar BignosigHoCTI
€BponeiicbKiii chapmakonei) - OHOBNEHWIA
cepTudpikar Bif y)xe 3aTBepAKeHOro BUPOGHUKa -
MogaHHA oHOBNIEHOro cepTudikary BianoBigHOCTI €D
R1- CEP 2003-007-Rev 06 (nonepeaHs Bepcisi CEP
R1- CEP 2003-007-Rev 05) gna A®l Amaoavnivy
6ecunarty Bif BXe 3aTBepAKEeHOro BupobHuka DR.
REDDY'S LABORATORIES LIMITED. 3ateepxeHo -
Present manufacturing and quality control sites Dr.
Reddy’s Laboratories Ltd. Plot No. 110 & 111, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Medak District — 502325 Telangana,
India Dr. Reddy’s Laboratories Ltd. Plot No. 116, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Medak District — 502325 Telangana,
India. 3anponoHoBaHo - Proposed manufacturing and
quality control sites Dr. Reddy’s Laboratories Ltd. Plot
No. 1, 75A, 75B, 110,111 & 112, Sri Venkateswara Co-
operative Industrial Estate, Bollaram Jinnaram Mandal,
Sangareddy District — 502325 Telangana, India Dr.
Reddy’s Laboratories Ltd. Plot No. 116, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Sangareddy District — 502325
Telangana, India. 3MiHu | TUNY - 3MiHK 3 AKOCTi. ADI.
BuUpo6HMLTBO. 3MiHAa BUPOGHUKa
BUXigHOro/NnpomikHOro npoAykTy/peareHTty, o
BUKOPUCTOBYIOTbLCA Y BUPOGHMUYOMY npoueci Adl,
a6o 3miHa BMpOGHUMKa (BK/IlOHatouu, ge HeobxigHo,
micue npoBeAeHHA KOHTPOIO AKocTi) AdI (3a
BifACYTHOCTi cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY
AOCBE)(3MiHN A0 3axX0AiB, NOB'A3aHMX 3 KOHTPOJIEM
A®l, a60 fogaBaHHA AiNbHULI, e NPOBOAUTLCA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTpOnb/BMNPOGYBaHHA cepii) - JloaasaHHA Divi's
Laboratories Limited, India, Ak ginbHuLUi NpoBeAeHHA
KOHTPO/ sikocTi A®I BancapraH.
3m{Hu | TUNY - 3MiHK 3 AKocTi. APL. BUpo6HULTBO. 3MiHa

BUPOGHUKa BUXiAHOro/npoMiXXHOTo
npoayKTy/peareHTy, W0 BUKOPUCTOBYIOTLCS Y
BUPOGHMYOMY npolieci APl, a6o 3MiHa BUPOGHUKaA
(BKNIOYatOun, fle Heoo6XiAHO, MicLie NPOBeAEHHSA
KOHTponio sikocTi) A®I (3a BigcyTHOCTI cepTudpikara
BignoBigHoCTi EBponeiickKiii hapmakonei y
3aTBepAKeHOMY A0CLE)(3MiHM 0 3axoaiB,
NOB'A3aHNX 3 KOHTponem A®I, a6o AoaaBaHHA
AiNbHULI, Aie NPOBOAUTBLCA
KOHTponb/BMNPOGYBaHHA cepii) - lofaBaHHs
Novartis Saglik, Gida ve Tarim Urunleri Sanayi ve
Ticaret A.S., Turkey, ik anlbTepHATUBHOT AiTbHULL
npoBefAeHHs KOHTPOto skocTi A®I BancapTaH, y
3B'A3KY 3 loflaBaHHSAM HOBOTrO NokasHuka crneumdikadii
NDMA Ta NDEA Ta BiAnoBiHUX METOZiB aHanisy.
3MiHu | TUNY - 3MiHK 3 AKkocTi. ADL. BUpoGHULTBO.
3miHa BUpOGHMKa BuXigHOro/npomikHoro
npoayKTy/peareHTy, W0 BUKOPUCTOBYIOTLCSA Y
BUpPOGHMUYOMY npoueci APl, a60 3MiHa BUPOGHUKA
(BKIOYatOun, file Heo6XiAHO, MicLie NpoBeAEeHHSA
KOHTponio saKocTi) A®PI (3a BigcyTHOCTI cepTudikata
BifgnoBigHoOCTI EBponeiickbkili hapmakonei y
3aTBepAXeHOMY A0CLE)(3MiHM A0 3axoaiB,
noB'A3aHnX 3 KOHTponem A®I, a6o foaaBaHHsA
AiNbHULI, Ae NPOBOAUTBLCA
KOHTponb/BMNPOGYBaHHA cepii) - flogaBaHHsa Lek
Pharmaceuticals d.d.located in Menges, Slovenia, sk
a/lbTePHATUBHOI Ai/TbHWLI KOHTPOSIIO SAKOCTi CybCTaHLi
3a NOKa3HUKOM «[lOMiLLKK HiITpo3amiHy MeTofom LC
MS/MS», y 3B'A3Ky 3 fofaBaHHSIM HOBOTO NOKa3HMKa
cneuudikauii NDMA ta NDEA. 3MiHu | Tuny - 3miHu 3
fAikocTi. A®Il. KoHTponb A®IL. 3miHa y napameTpax
cneyudikauiii Ta/abo AONYCTUMUX MeX,
BU3HaueHuX y cneyudikayisx Ha A®Pl, a6o
BUXigHUiiINpomiXHWii npoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTbCA Y NpoLieci BUpoGHuLTBa Ad|
(mopaBaHHA a6o 3aMiHa (3a BUHATKOM aKTUBHOT
pe4yoBUHM GionorivyHoro a6o iMyHONOriYHOro
NOXo/pPKeHHs) napameTpa cneuudikawii 3
BigNOBIAHUM MeTOAO0M BUNPOGYBaHHA 3a
pesynbTaTtaMu gocnifxeHb 3 6e3nekn abo AKOCTi) -
[opasaHHa fo cneumdikauii Abl BancaptaH
nokasHuka «JoMilka HiTpo3amiHy Metogom PX
MC/MC. N-HiTposogumeTnnamiH (NDMA)» 3
fonycTumoto mexeto 0,090 ppm Ta BiANoBiAHNM
MeToAoM BUNpobyBaHHA. CneuudikaLlis cTocyeTbea
Novartis Ta Divi's. 3miHu | Tuny - 3MiHu 3 AkocTi. APIL.
KoHTponb A®L. 3miHa y napameTpax cneuudikauiii
Tala6o AONYCTUMMX MeX, BUSHAYEHUX Y
cneyudikauifax Ha A®l, a6o BUXigHWUAINPOMDKHWIA
npoaykr/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci Bupo6HuuTBa A®I (JoaaBaHHA a6o 3amiHa

(3a BUHATKOM aKTUBHOI pe4oBUHU Gion0riyHOro a6o
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

iMyHOI0TriYHOTrO NOXOMKEHHA) NapameTpa
cneuudikadii 3 BignoBigHUM MeTOAO0M
BUNPOGYBaHHA 3a pesynbTaTamu fOCNiMKeHb 3
6e3nekun a6o saKocTi) - logaBaHHA A0 cneuudikadii
Ad| BancaptaH nokasHuka «JoMilika HiTpo3amiHy
meTogom PX MC/MC. N-HiTposogueTtunamit (NDEA)» 3
aonyctumoro mexeto 0,022 ppm Ta BignoBigHUM
MeTofO0M BUNPo6yBaHHA. Cneuudikallis CToCyeTbCa
Novartis Ta Divi’'s. 3MiHu | TUny - 3MiHu 3 AKocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax cneuudikayiii
Tala6o AONYyCTUMNX MEX, BUSHAUEHUX Y
cneyudikauifax Ha A®l, a6o BUXigHWUAINPOMiKHWIA
npoAayKt/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HuuTBa A®I (3BY)XXEHHSI flONYCTUMUX
MeX, BUSHauYeHuX y cneuudikauii) - 3By)XeHHA Mexi
cneuudikauii napameTpy «Hatpito asug MeToomM
loHHOT xpomartorpadii» 3 10 ppm Ao 4,7 ppm
BiAnNoBigHO Ao Bumor ceptudpikaty CEP Divi's. 3MiHm |
TUny - 3MiHK 3 aKkocTi. A®I. KoHTponb A®L. 3miHa y
meToAax BUNpooyBaHHsa A®l a6o BuxigHOro
MaTtepiany/npomixHOro npoaykTty/peareHTy, Wo
BUKOPUCTOBYETLCA Yy Nnpoueci BUpo6HuuTBa A®|
(He3Ha4Hi 3MiHN y 3aTBepAKEHUX MeToAax
BUNPOGYBaHHSA) - He3HayHa 3MiHa y 3aTBEpAKEHOMY
mMeTogi BUnpobyBaHHA «MikpobionoriyHa unctota» Ad|
BancaptaH Bupo6HuuTtea Novartis Pharma AG, a came
— 3MiHa 10 NpoLiefypy MEeTOAMKM Ha NigpaxyHoK
MikpoopraHismis (MET): 3MiHeHO po3mip 3pa3ka 3 30 1
00 20 1 Ta pefakLiiiHi 3MiHM B MeToAWLi BUNPOGYBaHHS.
Takox, He3HauHi peJakLiiHi NpaBku y MeToaukax
BMNpobyBaHHA A®| BancaptaHa Novartis Pharma AG
(DS 3104767016 R 02). PefakuiliHa npaska y MeTogax
BMNpobyBaHHA «Assay by titration» Ta «Assay by
HPLC», «Water (Karl Fisher, potentiometric)», wo6
rapaHTyBaTu LU0 3BiTHa Mexa He nepesuLye 50% Bif,
cneuydikaduii. Divi's (DS 3104767050 R 04)
PepakujiiHa npaska y MeToAuLi BUNPOOYBaHHA
«Residual solvents Headspace GC». 3miHu | Tuny -
ApMiHicTpaTUBHI 3MiHWU. 3MiHa HaliMeHyBaHHSA
Tala6o apgpecu Micus NPoBaPKEHHA AiANbHOCTI
BUPOGHMKa (BK/ItOYAlo4X, 3a HEOGXiAHOCTI, MicLie
npoBefileHHsA KOHTPOJIIO AKOCTi), a60 BacHUKa
macTep-cpaiina Ha A®l, a6o nocTayasibHUKa
Adl/BuxigHoro marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOGHMLTBI ADI
(AIKILLO 3a3HAUYEHO Y A0CbE HA NiKapCcbkuii 3aci6) 3a
BifiCYTHOCTi cepTuchikata BignoBigHOCTI
€BponeiicbKiii hapmakonei y 3aTBepmKeHoOMy
AOCbE, a60 BUPOGHMKA HOBOI AOMOMiXHOT
peyvoBMHM (AKLLO 3a3HAYEHO Y 0CLE) - OHOB/IEHHS
agpecu AinbHULI, BIANOBIAAIbHOT 3a BUPOOHULITBO Ta
KOHTpOnb sikocTi A®l AmnoguniHy 6ecunaty, Lek
Pharmaceuticals d.d., Slovenia, 6e3 3miH1 Micus
BMpPOGHMLTBa. 3aTBepmpxeHo Lek Pharmaceuticals d.d.
Kolodvorska 27 Slovenia — 1234 Menges
3anponoHosaHo Lek Pharmaceuticals d.d. Kolodvorska
cesta 27 1234 Menges Slovenia. 3miHu | Tuny - 3miHn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

3 AKocCTi. A®l. BUpoGHULTBO. 3MiHa BUPOGHUKA
BUXigHOro/npomMiKHOro npoAykTy/peareHry, Lo
BUKOPUCTOBYIOTbCA Y BUPOGHMUYOMY npoueci AdI,
a6o 3miHa BUpOGHMKa (BK/1loUYalouu, Ae Heo6XigHo,
Micue npoBeAeHHA KOHTPOO AKocTi) AdI (3a
BifACYTHOCTi cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepmKkeHoOMy
AOCBE)(3MiHN A0 3ax0AiB, NOB'A3aHNX 3 KOHTPO/IEM
Adl, a60 fogaBaHHA AiNbHUL, e NPOBOANTLCA
KOHTponb/BUNPOGYBaHHA cepii) - [logaBaHHA [0
p.3.2.S.2.1 Bupo6Hukn getanbHoi iHhopmadii woao
BMMPO6YBaHb 3 KOHTPO/TO AKOCTI Ha AiNbHMLUI Lek
Pharmaceuticals d.d., Slovenia, 6e3 3MiH1 thakTU4HOTO
MicCLIe3HaXOMKEHHA AinbHULI Ta 6e3 hakTUUHKX 3MiH
OO AiSSTbHOCTI, ika BUKOHYETLCS Ha AinbHuLUi Lek
Pharmaceuticals d.d., Slovenia. 3atBepaxeHo - Lek
Pharmaceuticals d.d. Kolodvorska 27 Slovenia — 1234
Menges (API manufacturer). 3anponoHoBaHo - Lek
Pharmaceuticals d.d. Kolodvorska cesta 27 1234
Menges Slovenia (APl manufacturer, Quality control (all
tests except identity by X-ray diffraction pattern, heavy
metals by ICP/OES and MET)). 3minu | Tuny -
AAMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHSA
Tala6o agpecu Micus NpoBapPKeHHA AiANbHOCTI
BUPOGHMKa (BK/IlOUaloUuu, 3a HEOGXiAHOCTI, MicLie
npoBefleHHA KOHTPOJII0 AKOCTI), a60 BMacHMKa
macTep-cpaiina Ha A®l, a6o nocTayasibHUKA
Adl/BuxigHoro marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTbCA Y BUPOGHULTBI ADI
(AIKLLLO 3a3HA4Y€eHO Y A0CbE Ha NiKapCbkuii 3acib) 3a
BifiCYTHOCTI cepTucbikata BignoBigHoOCTI
€Bponeiicbkiii hapmakonei y 3aTBeppkeHoOMy
AOCbE, a60 BUPOGHMKA HOBOT OMOMIKHOT
PeYOBMHM (AKLLO 3a3HAYEHO Y OCbE) - 3MiHa Ha3BMW
AiNbHML, BIANOBIAABHOT 38 NPOBEAEHHSA KOHTPO/I0
akocTi A®l BancaptaH, 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited, 63 3MiHV MicLsA BUPOGHMLTBA. 3MiHM | TURY -
3MiHu 3 sikocTi. ADL. BupoGHULTBO. 3MiHa
BUPOGHUKa BUXiAHOTo/NpoMi>XKHOTO
npoaykTy/peareHTy, W0 BUKOPUCTOBYIOTLCA Y
BUpPOGHMUYOMY npoueci APl, a60 3MiHa BUPOGHUKA
(BKNIOYatoun, fe Heoo6XiAHO, MicLie NPOBeAEHHSA
KOHTponio saKocTi) A®PI (3a BigcyTHOCTI cepTudikata
BignoBigHoCTi EBponeiickKili hapmakoner y
3aTBepAXeHOMY A0CLE)(3MiHM A0 3axoaiB,
NoB'A3aHNX 3 KOHTponem A®I, a6o AofaBaHHA
AiNbHULI, Ae NpoBOAUTbLCA
KOHTpONb/BMNPOGYBaHHA cepii) - lofaBaHHs
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii, sik
anbTepHaTUBHOI AiNbHWL, BigNoBifabHOT 3a
NpoBeAEHHS KOHTPOsI0 AkocTi A®I BancapTaH. 3miHum |
TMNYy - 3MiHK 3 AKocTi. ADL. KoHTponb A®L. 3miHa y
napameTpax cneuudikauiii Talabo gonyctummx
MeX, BU3HaveHux y cneyudpikauiax Ha A®l, ao
BUXigHUiiINpomiKHWii npoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTbLCA Y npoueci BUpo6HuuTea Adl
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
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(mopaBaHHA a6o 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBMHU GiONOriYHOro a6o iMyHO/OrYHOro
NoXoMKeHHA) napameTpa cneuudikauii 3
BifANOBiAHMM MeTOAOM BUNPOGYBaHHA 3a
pesynbTtaTtamm gocnigkeHb 3 6e3neku abo AIKOoCTi) -
3BYXEHHSA AONYCTUMUX MeX crieumddikauii AdI
BancapTaH ansa nokasHvka «N-HITpo3ogmmeTunami
(NDMA)» 3 0,090 ppm Ha 0.030ppm. 3MiHa CTOCYETbCS
BCiX BMPO6HMKiB A®| BancaptaH — Novartis, Divi's Ta
Tinayu. Kpim Toro, ansa cneumdikavii A®l Novartis 6yno
BUJTYYEHO NPUMITKY NPO Te, L0 Cepit0 He MOXHa
cepTudikyBaTh, SKLLO BUSB/EHO GiflbLle 0A4HOro
HITPO3aMiHy, OCKiNIbK/ 3p03yMifio, LLO Lie CTOCYETbCSA
e TUX BUMaaKIiB, KONv AOMyCTUMI Mexi cneupdikadii
nepesuLytoTb 0,03 ppm. 3miHu | Tuny - 3MiHn 3
AKocTi. APl KoHTponb A®L. 3miHa y meTogax
BuNpoGyBaHHA APl a6o BuXigHOro
maTepiany/npoMiXHOro NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6Huurea AdI
(iHwi 3miHN) - BUnyyeHHss CNOBOCNONYYEHHS «AK
npuknag» 3 xpomarorpadiyHux ymoB MeTomy
'X-MC/MC «Nitrosamine impurities by GC MS/MS», sk
onucaHi y moHorpadii koHTponto A®l BancapTtaH
Novartis (DS 3104767 016 R 02), 415 BUKOHAHHS
Bumor EMA. 3MiHu | Tuny - 3miHn 3 akocTi. AdL.
KoHTponb A®L. 3miHa y MmeTogax BUNPOGYBaHHA
Ad®l a6o BuxigHoro marepiany/npomixHoro
npopaykry/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6Huyrea A®I (iHwWwi 3MiHM y meToAax
BMNPOGYBaHHA (BKNOYao4M 3aMiHy a6o
AonoBHeHHs1) ADI a6o BMXigHOro/npoMiKHOro
NpoAayKTy) - lofaBaHHS abTepHaTUBHOIO METOAY
«JlomilKkn HiITpo3amiHy 3a gonomoroto PX MC/MC
(meTop B)» AN npoBeAeHHs KOHTPOIO 3a
nokasHukamn NDBA, NMBA Ta K a/lbTEpHATUBHOTO
MeTofy A/151 NPOBEeAEeHHSA KOHTPOIIO 3a NMoKa3HUKamm
NDMA i NDEA B A®| BancapTtaHy BUpo6Huka Divi's.
3miHu | Tuny - 3MiHK 3 AkocTi. CepTudikart
BignoBigHocTillE-cepTudpikar BignosigHocTi
€Bponelicbkili hapmakonei/moHorpadii. MogaHHsA
HOBOro a6o oHoB/leHOro cepTudikata
BignoBigHoCTIi a60 BUy4eHHa cepTudikaTa
BignoBigHocTi EBponeiickKiii (hapmakonei: ans
A®I; ansa BuXxigHoro
maTtepiany/peareHTy/npomMiXXHOrO NPOAYKTY, WO
BUKOPUCTOBYIOTbCA Y BUPOGHULTBI ADI; ansa
AonomiHOT peyoBuHU (cepTudpikar BignosigHoOCTI
€BponeiicbKiii hapmakonei) - OHOBNeHUit
cepTudpikaTt Big ye 3aTBepPA)KEHOro BUPOGHUKA -
MogaHHA oHOBNEHOrO cepTudikaty BianoBigHOCTI €D
RO- CEP 2016-290-Rev 03 (nonepeaHs Bepcisi CEP
RO- CEP 2016-290-Rev 00) ana A®| BancapTaH Big,
BXe 3aTBeppKeHoro BupobHuka Novartis Pharma AG.
3MiHu | TUNY - 3MiHM 3 sAKOCTi. CepTUdbikar
BignoBigHocTI/FE-cepTudpikar BignosigHocTi
€Bponelicbkilii hapmakonei/moHorpadii. MogaHHA
HOBOro a6o OHOB/EHOro cepTudikara
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BignoBigHoCTIi a60 BUy4eHHa cepTudikaTa

BiAnoBigHoOCTI EBponeiicbkili hapmakonei: pns
A®I; ana BuXigHoro
maTepiany/peareHTy/npoMiXHOro NpPoAyKTy, WO
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ansa
AONOMIKHOT peyoBUHU (cepTudpikat BignoBigHOCTI
€BponeiicbKiii hapmakonei) - OHoBNeHUt
cepTudpikart Bif yXe 3aTBeppKeHOro BUPOGHUKA -
MogaHHA oHOBNIEHOrO cepTudikary BiAnoBigHOCTI €D
R1- CEP 2012-338-Rev 00 (nonepegaHs Bepcisa CEP
RO- CEP 2012-338-Rev 02) gns A®| BancapTtaH Big,
BXe 3aTBepKeHoro BupobHuka DIVI'S
LABORATORIES LIMITED. 3MiHu | TNy - 3miHn 3
fAkocTi. CepTudpikat BignosigHocTilFE-cepTudikart
BignoBigHOCTI EBponeiicbKii
chapmakonei/moHorpadii. logaHHA HOBOro a6o
OHOBJIeHOro cepTudikata BignoBigHOCTi a6o
BUTyYeHHA cepTudikaTa BignoBiAHOCTI
€Bponelicbkili hapmakonei: ans A®l; ana
BuXigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, W0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; ana nonomMiXHOI pe4oBUHU (cepTudikar
BignoBigHoCTi EBponeiickKili chapmakoner) - HoBui
cepTucikar Big HoBoro BMpo6HuKa (3amiHa a6o
AONOBHEHHSA) - MogaHHa Hosoro CEP R1-CEP 2013-
159-Rev 01 gna A®| BancapTtaH Big HOBOro BUPOOHVKA
Zhejiang Tianyu Pharmaceutical Co. Ltd., China. 3MiHuK
1 TNy - 3MiHK 3 AkocTi. ADI. KoHTponb A®L. 3miHa y
napameTpax cneuudikauiii Talaéo gonyctummnx
MeX, BU3HauYeHuX y cneumdikauisx Ha AP, a6o
BUXiAHMIAINPOMDKHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTLCA Y Npoueci BUpoGHuuTea Ad|
(monoBHeHHs cneuudikaLii HOBUM NOKA3HUKOM
AKOCTi Ta BiANOBIAHUM METO4O0M BMNPOGYBaHHS) -
[JlonoBHeHHA cneyudikayii APl BancapTtaH,
BMpo6HMLTBA Divi's Laboratories Ltd., India, HoB1M
3a/IMLWKOBUM PO34nHHUKOM O-Xylene 3 gonyctmoro
MeXelo «He 6iblie 2170 ppm». 3miHu | TUNY - 3MiHK
3 AKocTi. A®PL. KoHTponb A®I. 3miHa y napameTpax
cneyudikauiii Ta/abo AONYCTUMUX MEX,
BU3HaueHuX y cneyudikayisx Ha AdPl, a6o
BUXigHuiilnpomixHUii npoAykT/peareHT, Wo
BUKOPUCTOBYIOTbLCA Y Npoueci BUpo6HuuTea AdI
(nonoBHeHHA cneyundikaLlii HOBUM NOKA3HUKOM
AKOCTi Ta BiANOBIAHUM MeTOAO0M BMNPOGYBaHHS) -
[JonoBHeHHs crneumdikayii A®l BancaprtaH,
BMpo6HMLTBA Divi's Laboratories Ltd., India, HoB1M
3a/IMLUKOBMM PO3YMHHMKOM MeTaHon 3 AonyCTUMO
MeXeto «He 6inbLie 250 ppm». 3MiHu | TUNY - 3MiHK 3
fAkocTi. CepTudpikar BignosigHocTilFE-cepTudpikar
BignoBigHOCTI EBponeiicbKii
chapmaxkoneilmoHorpadii. MogaHHsA HOBOro a6o
OHoBeHoro cepTudpikata BignosigHocTi a6o
BU/TyYeHHs cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ansa A®l; ansa
BUXigHOro marepiany/peareHTy/npomiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHULITBI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Peknam Howmep
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A®I; Ana [ONOMIXHOI pe4oBUHM (cepTudikar
BiAnosigHocTi €EBponeiicbkiii hapmakonet) -
OHoBneHuii cepTudikat Bif y)xe 3aTBepAKeHOro

BUPOGHUKA - [ofaHHsi OHOBMEHOrO cepTudikaty
BignosigHocTi E® R1- CEP 2012-338-Rev 01
(nonepepgHs Bepcia CEP R1- CEP 2012-338-Rev 00)
ana A®| BancapTaH Bif, BXe 3aTBEpAXEHOro
BUpo6HuKa DIVI'S LABORATORIES LIMITED. 3miHu |
TUny - 3MiHK 3 AKocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuuddikauiii Talao gonycTuMmx
MeX, BU3HauYeHuXx y cneumdikauisx Ha AdPl, a6o
BUXigHuWiiINnpomiXHKWii npoAykT/peareHT, Wwo
BUKOPUCTOBYIOTbLCA Y NpoLeci BUpoGHuuTea AdI
(mopaBaHHA a6o 3aMiHa (32 BUHATKOM aKTUBHOT
peyoBMHU GioNOriYHOro a6o iMyHOIOTIYHOro
NoXoMKeHHA) napameTpa cneuudikauii 3
BiANOBiAHMM MeTOAOM BUNPOGYBaHHSA 3a
pesynbTaTtaMu gocnifkeHb 3 6e3neku abo AKOCTi) -
[opaBaHHs napameTpa cneuudikauii 3 BignoBigHUM
MeTof0M BUNpoGyBaHHA Anst A®I BancaprtaH
BMpo6HMLUTBa Zhejiang Tianyu Pharmaceutical Co. Ltd.,
China — Asngo6icpeHin Tetpaszon metogom LC MS/MS 3
[OMYyCTUMOI0 MeXeto «He Ginblue 4,6 ppm». Ak
HacnifoK, OHOBMEHO po3ain 3.2.S.2.1 BUpo6HWKKM Woao
OYHKLiT KOHTPOHO AKOCTI 3@ NOKa3HUKOM
«A3ngo6idheHin TeTpason» ana fginbHuui Novartis
Saglik, Gida ve Tarim Urunleri Sanayi ve Ticaret A.S.
3MiHu | TUNY - 3MiHM 3 sAiKOoCTi. CepTUudbikar
BignoBigHocTi/FE-cepTuddikar BignosigHocTi
€Bponeiicbkilii hapmakonei/moHorpadii. MogaHHA
HOBOro aGo OHOBJ/IEHOro cepTudikata
BifNOBiAHOCTI a60 BUTy4YeHHs cepTudikara
BiAnoBigHoOCTI EBponeiicbkili hapmakonei: pns
A®I; ans BuxigHoro
maTepiany/peareHTy/npoMiXHOro NpPoAyKTy, WO
BUKOPUCTOBYIOTbLCA Y BUPOGHULTBI ADI; ans
AONOMIXKHOT peyoBUHU (cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWit
cepTudpikar Bif ye 3aTBepA)KeHOro BUPOGHUKA -
MoaaHHA OHOBNIEHOTO cepTudikaty BignosigHOCTI EP
RO- CEP 2016-290-Rev 04 (nonepeaHs Bepcis CEP
RO- CEP 2016-290-Rev 03) ana A®| BancapTaH Bif
BXe 3aTBeppkeHoro BupobHuka Novartis Pharma AG.
3MiHM | TUNY - AAMiHICTPaTUBHI 3MiHWU. 3MiHa
HalimeHyBaHHsA Tala6o agpecu mMiclss NPOBaKeHHS
[iANbHOCTI BUPOGHMKA (BKOYalouun, 3a
Heob6XiAHOCTI, MicLe NpoBeAEeHHS KOHTPO/IIO
fIKOCTi), a60 BNnacHuka macTtep-caiina Ha A®Il, a6o
noctayanbHuka Ad®l/BuxigHoro
maTtepiany/peareHTy/npomiXXHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AP (AKLWO
3a3HaueHo y AO0ChLE Ha JlikapcbKuii 3aci6) 3a
BifiCYTHOCTI cepTucbikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTseppkeHoMy
[oCbe, a60 BUPOGHMKA HOBOI A0NOMIXHOT

AiNbHNLI KOHTPOO sikocTi A®I BancapTaH 3 Novartis

PEUYOBUHM (AKLLO 3a3HAYEHO Y AOCHE) - 3MiHA Ha3BM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Integrated Services Ltd. Ha SGS International Services

Laboratory (ISL) Limited Ta BHeceHHs pefakLiiiHux
NpaBoK A0 afpecu AiNbHuLi, 6e3 3mMiHn micua
BMPOOHMLTBA. 3aTBepmxeHo - Novartis Integrated
Services Ltd. Ringaskiddy Co. Cork Ireland DUNS:
985756561. 3anponoHoBaHo - SGS International
Services Laboratory (ISL) Limited Ringaskiddy Cork,
P43 FR63 Ireland DUNS: 985785798 PepakuiiiHa
npaska o po3giny “Manufacturers”.

3miHu | Tuny - 3MiHK 3 akocTi. A®DI. KoHTponb AdI.
3miHa y napameTpax cneuudikauiii Tala6o
A0NYyCTUMUX MEX, BUSHAUYEHUX Yy cneuudpikalisax Ha
A®I, a6o BUXigHUA/INpomMiXHWIE NpoayKT/peareHT,
140 BUKOPUCTOBYIOTLCA Y Npoueci BUpoGHULTBa
AdI (aonoBHeHHA cneuudikaLii HOBUM NMOKaA3HUKOM
AKOCTi Ta BiANOBiAHUM MeTOAO0M BMNPOGYBaHHS) -
[JloaaBaHHA [0 cneumndikalii BHYTPILLHLOT MOHOTpadii
BUNpobysaHb Novartis A®| BancaptaH HOBOro
napameTpy «[lonycTima cyma MyTareHHUX JOMILLIOK
(cyma gomiwok 3 BunpobyBaHb
asmpobiceHinTeTpasony metogom LC MS/MS, asuay
MeToA0M iOHHOT Xpomarorpadii Ta 2-LjaHo-4'-
6pommeTunbideninny metogom BEPX)» 3 gonyctumotro
MeXero — «He 6inblie 15,6 ppm», y 38’A3KY i3
oHoBneHHAM CEP ans 3atBepgkeHoro Bupo6Huka Ad|
BancaptaH Zhejiang Tianyu Pharmaceutical Co. Ltd.,
Kutaii. lonoBHEHHS cneumdikauii BHYTPILLIHbOT
MOHorpadii BunpobysaHb LWoao «Jonyctuma cyma
MyTareHHMUX AOMILLIOK» CTOCYyeTbCs e AdI
BUPO6HMLTBA Tianyu. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y meTogax
BuNpoGyBaHHA APl aGo BUXigHOTO
maTepianly/npoMiXKHOro NnpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y Npoueci BUpo6HuuTea Ad|
(He3HauHi 3MiHM y 3aTBepAKEHNX MeToAaxX
BUNPOGYBaHHs) - OHOBNEHHS in-house meToay
Novartis gnst BUNpo6yBaHHA «A31an MeTOAO0M iOHHOT
Xxpomarorpadii» BignosigHO Ao oHoBneHoro CEP
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii. ¥
3B'A3KY 3 BBE[IeHHSAM nokasHuka cnevudikaui
«[lonycTuMa cyma mMyTareHHMX JOMILLOK», MOTOYHa
MeToAMKa BUNPOBYBaHHS «A31aM METOAOM iOHHOT
Xpomartorpadii» y BHYTPILLHiA MOHOrpadii
BunpobysaHb Novartis A®l BancaptaH Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutait oHoBneHa 3
BUNPOBYBaHHA rPaHNYHUX MEX Ha KiflbKicHe
BUNPOBYBaHHA 3 He3HaYHMMK aganTtauiamu. 3miHu |
TUny - 3MiHK 3 akocTi. ADL. KoHTponb A®PL. 3miHa y
meTogax BUNpoGyBaHHa Adl a6o BuxigHoro
maTepiasly/npoMiXKHOro NnpoAyKTy/peareHTy, LWo
BUKOPUCTOBYETLCA Yy Npoueci BUpoGHuuTBa Ad|
(He3Ha4Hi 3MiHM Y 3aTBEepAKEHNX MeToAaxX
BUNpPoGYyBaHHA) - OHOBNEHHS in-house meToay
Novartis ans BUNpo6yBaHHS «2-LjiaHo-4'-
6pommeTunandenin metogom BEPX» BignosigHo Ao

oHoBneHoro CEP Zhejiang Tianyu Pharmaceutical Co.

Ltd., Kutaii. ¥ 3B’'A3Ky 3 BBE[JEHHAM MOKa3HUKa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
cneuudikauii «Jonyctuma cyma MyTareHHUX JOMILLOK»,
noToYHa MeToAuKa BUNPOBYBaHHSA «2-LjaHo-4'-

NPOAYKTY, O 3aCTOCOBYIOTbCSA Y BUPOGHMLTBI ADI
(AKWO 3a3HAYEHO Y A0CbLE Ha NikapcbKuii 3aci6) 3a

6pommMeTUnandeHin metogom BEPX» y BHYTpILLHIA
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii
OHOBJIEHA 3 BUNPOGYBAHHA rPaHNYHNX MeX Ha
KinibKicHe BUNPOBYBaHHA 3 HE3HAYHVMU aganTauisMn

3miHa y meToaax BunpoGysaHHsa A®l a6o
BUXigHOro Marepiany/npomixxHoro
npoaykrty/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®I (iHwi 3miHM y MeToAax
BMNPOGYBaHHA (BKOYAOUYX 3aMiHy a60
A0NoBHEeHHs1) ADI a6o BuxigHoro/npomixHoro
npoAyKTy) - JoNnoBHEHHA fit040i MOHOrpadii
BMNpobyBaHb A®| BancaptaH Novartis aHanitTMuHumm
meTogukamu CEP A®l BancaptaH, Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii. 3miHm | Tuny - 3minu
3 AkocTi. A®I. KoHTponb A®PIL. 3miHa y MeToAax
BUNpoGyBaHHA A®Il a6o BUXigHOro
MaTtepiany/npomMidkHOro npogykrty/peareHTy, Lo
BUKOPUCTOBYETLCA Yy Npoueci BUpoGHuuTBa AdI
(iHwWi 3mMiHM y MeToAax BUNPOGYBaHHA (BKOUaoun
3amiHy a6o gonoBHeHHsA1) ADI aGo
BUXiAHOro/npomiKHOro NPoAyKTy) - I0NOBHEHHSA
Aitouoi MmoHorpadii BunpobysaHb A®| BancaptaH
Novartis aHaniTnyHumm metogmkamu CEP Ad|
BancapraH, Divi’'s Laboratories Limited, IHgis. 3MiHn |
TMny - 3MiHM 3 AKocTi. CepTuddikar
BignosigHocTiIFE-cepTudikar BignosigHoCTI
€BponelicbkKiii papmakonei/moHorpadii. MogaHHs
HOBOrO aGo OHOB/IEHOro cepTudikaTta
BiNoBiAHOCTI a60 BUy4YeHHsA cepTudikaTta
BignoBigHoCTIi EBponeiickKili hapmakonei: ansa
A®I; pnsa BUXigHOTO
MaTtepiany/peareHTy/npoMi>XXKHOTO NPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ansa
[ONOMiKHOI peyoBUHYU (cepTudpikaT BignoBigHOCTI
€Bponeiicbkiii chapmakonei) - OHoBneHwi
cepTudikar Bif y)xe 3aTBepKeHOro BUPOGHUKa -
MogaHHA oHOBNEHOro cepTudikaty BignosigHocTi E®
R1- CEP 2013-159-Rev 02 (nonepeaHs Bepcisa CEP
R1- CEP 2013-159-Rev 01) gns A®| BancapTaH Big,
BXe 3aTBepakeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co. Ltd., China. 3miHu | Tuny -
ApAMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA
Tala6o agpecu micuA NPoBaKEeHHS AiANbHOCTI
BUPOGHMKA (BK/IIOUaoUun, 3a HeOGXigHOCTI, micue
npoBefieHHA KOHTPO/II0 AKOCTi), a60 BNacHuKa
MacTep-paiina Ha A®Il, a6o nocTayasibHUKA
Adl/BuxigHoro marepiany/peareHTy/npomixHoro

BifACYTHOCTi cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY

A0CbE, a60 BUPOGHMKA HOBOT JONOMDKHOT
PeYOBMHM (AKLLO 3a3HAYEHO Y 0CLE) - 3MiHa

3miHu | TuNy - 3MiHK 3 akocTi. ADL. KoHTponb A':DI.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
apnpecu BupobHuka Novartis Grimsby Ltd, Great Britain,

6e3 3miHun micusa BUpobHuLTBa 3aTtBepmkeHo Novartis
Grimsby Ltd. Pyewipe Grimsby N.E. Lincolnshire DN 31
2SR Great Britain DUNS 212245609 3anponoHoBaHoO
Novartis Grimsby Ltd Pyewipe Grimsby DN 31 2SR
Great Britain DUNS 225544427. 3minu | Tuny - 3miHun
3 AKkocTi. A®l. BUpo6GHMLTBO. 3MiHa BUPOGHUKA
BUXigHOro/NnpomikHOro NnpoAykTy/peareHTty, Wwo
BUKOPUCTOBYIOTbLCA Y BUPOGHMUYOMY npoueci AdI,
a60 3miHa BUpPOGHMKa (BK/IOYaloun, fe HeobxiaHo,
MicLie NpoBeAeHHA KOHTPo/Io AKocTi) ADI (3a
Bif,CYTHOCTi cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y satBepapkeHOMY
AO0CbE)(3MiHN A0 3ax0AiB, NOB'A3aHMX 3 KOHTPO/IEM
A®I, a60 fogaBaHHA AiNbHUL, fie NPOBOAUTLCSA
KOHTponb/BUNpoGyBaHHA cepii) - floaaBaHHA SGS
International Services Laboratory (ISL) Limited sk
anbTepHaTVUBHOI Ai/IbHULi KOHTPOIO AKOCTI 3a
nokasHUKOM «Po3nogin yactok 3a po3mipom (Particle
size distribution)» ans A®l BancaptaH. Takox,
BHECEHHS peAaKLiiiHyX 3MiH 4o p.3.2.S.2.1 BUpoGHUMKN.
3MiHu | TUNY - 3MiHn 3 AkocTi. APl BuUpoGHULTBO.
3miHa BUpoGHMKa BuXigHoro/npomixHoro
npoAyKTy/peareHTy, 10 BUKOPUCTOBYIOTLCA Y
BUpPOGHMUOMY npoueci A®l, a6o 3MiHa BUPOGHUKa
(BKNIOYatoun, fe Heo6XiAHO, MicLie NpoBeAEeHHSA
KOHTponio AkocTi) A®PI (3a BigcyTHOCTI cepTudikata
BifgnoBigHoCTi EBponeiickbkili hapmakonei y
3aTBepAKeHOMY AOCLE)(3MiHM A0 3axoaiB,
nos'A3aHnX 3 KOHTponem A®l, a6o fogaBaHHA
AiNbHULI, Ae NPOBOAUTBLCA
KOHTpOnb/BUNPOGYBaHHA cepii) - logaBaHHsA
AinbHMU Hetero Drugs Limited, India, Sk ginbHuui
NpoBefeHHA KOHTPOo akocTi A®I Amnogunivy
6ecunarty. 3miHu | Tuny - 3MiHKM 3 AKOCTI.
CepTtudikat BignosigHocTillE-cepTudikar
BignoBigHOCTI EBponeiicbKii
chapmakonei/moHorpadii. logaHHA HoBOro a6o
OHOBJIeHOro cepTudikaTta BignoBigHOCTIi a60
BUTyYeHHA cepTudikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ana
BUXiAHOTro MaTtepiany/peareHTy/npomixHoro
NPOAYKTY, W0 BUKOPUCTOBYIOTLCA Y BUPOGHMNLITBI
A®I; ana ponomixHOI pe4oBUHM (cepTudpikar
BignoBigHocTi EBponeiickKili hapmakoner) - HoBui
cepTucikar Big HoBoro BMpoGHukKa (3amiHa a6o
AONOBHEHHS) - [oAaHHA HOBOro cepTudikaty
BignosigHocTi E® CEP R1- CEP 2016-077-Rev 00 ansa
A®Il Amnoaunivy 6ecmnaTy Bif, HOBOTO BUPOGHUKA
Hetero Drugs Limited, Unit-1 Survey. No. 213,214 &
255, Bonthapally village, Gummadidala Mandal, Sanga
Reddy District — 502313, Telangana, India. 3miHum |
TUny - 3mMiHM 3 AkocTi. CepTuddikar
BignosigHocTiIFE-cepTudikar BignosigHoCTI
€Bponelicbkiii papmakonei/moHorpadii. MogaHHs
HOBOro a6o OHOB/IEHOro cepTudikaTta
BifNOBiAHOCTI a60 BUy4YeHHs cepTUdikaTa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BignoBigHocCTi EBponeiicbKili hapmakonei: ansa
A®l; ons BUXigHOrO
matepiany/peareHTy/npoMi>XXHOro NPOAYKTY, L0

BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ansa
[onomixHOT peyoBuHU (cepTucpikar BignosigHocTi
€Bponeiicbkii thapmakonei) - OHOBNeHuiA
cepTudikar Bif y)xe 3aTBepAKeHOro BUPOGHUKA -
MoaaHHA OHOBIEHOTO cepTudikaTy BignoBigHOCTI €D
R1- CEP 2016-290-Rev 00 (nonepeaHs Bepcisa CEP
RO- CEP 2016-290-Rev 04) gns A®| BancapTaH Big,
BXe 3aTBepmkeHoro BupobHuka Novartis Pharma AG.
3miHu | TNy - AgMiHiCTpPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Tala6o agpecu mMicLA NPoBaPKeHHs
AifNbHOCTI BUPOGHUKA (BK/OUatoum, 3a
HeoOXiAHOCTI, MicLe NPOBefeHHSI KOHTPOTIO
fIKOCTi), a60 BnacHUKa mactep-caiina Ha A®Il, a6o
noctadyasibHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
3acCTOCOBYIOTbCA Y BUPOGHMLTBI ADI (AKLO
3a3Ha4yeHo y AOChLE Ha NikapcbKuii 3aci6) 3a
BifACYTHOCTi cepTudpikata BignoBigHoOCTi
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY
A0Cbe, a60 BUPOGHMKA HOBOT ,ONOMDKHOT
PeYOBUHM (SIKLO 3a3HAYEHO Y AO0CbE) - 3MiHA Ha3BMU
BMPOGHMYOI AinbHuLi A®I AMnoguniHy 6ecmunaty,
posTaloBaHoi B M. MeHrec, CnoBeHis 3 "Lek
Pharmaceuticals d.d" Ha “Novartis Pharmaceutical
Manufacturing LLC ”. Bupo6Huya AinbHuus Ta BCi
BMPOGHMYI onepauii 3anmwmnnmce 6e3 3MiH. 3miHum |
TNy - AAMIHICTPATUBHI 3MiHWN. 3MiHa
HalimeHyBaHHs Tala6o agpecy MicLsi NpoBaKeHHs
RiANbHOCTI BUPOGHUMKA (BK/IOYaloum, 3a
HeoOXiAHOCTI, MicLle NpoBeEeHHSI KOHTPOIO
fIKOCTi), a60 BNnacHuka mactep-caiina Ha A®Il, a6o
nocravyasibHuka Ad®l/BuxigHoro
MaTtepiany/peareHTy/npoMi>XXKHOTO NPOAYKTY, L0
3acCTOCOBYIOTbCA Y BUPOGHMLTBI ADI (AKLO
3a3HauvyeHo y A0CbE Ha flikapcbKuii 3acib) 3a
BiiCyTHOCTI cepTudikara BignosigHoCTI
€Bponeiicbkili hapmakonei y 3aTBepmkeHOMY
AOCbE, a60 BUPOGHMKA HOBOT ,ONOMDKHOT
PeYOBUHM (SIKLWO 3a3HAYEHO Y AO0CLE) - 3MiHA Ha3BU
JinbHULI KOHTPOsIo AkocTi AP BancapTaH,
posTalioBaHoi B M. MeHrec, CrnoBeHis 3 "Lek
Pharmaceuticals d.d" Ha “Novartis Pharmaceutical
Manufacturing LLC ". Bupo6Huya ginbHuus Ta BCi
BMPOGHMUYI onepadii 3anmwmnuce 6e3 3MiH. 3MiHu |
TUny - 3MiHM 3 AKocTi. CepTuddikar
BignosigHocTi/TE-cepTuddikaT BignoBigHOCTI
€Bponelicbkiii papmakonei/moHorpadii. MogaHHs
HOBOro abo oHoBeHoro cepTudikara
BiANoBigHOCTI a60 BUny4yeHHs cepTudpikara
BignoBigHoCTi EBponeiicbKili hapmakonei: gnsa
A®I; pns BUXigHOTO
MaTtepiany/peareHTy/npoMiXHOro NPOAYKTY, L0

BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans

[ONOMiXHOIT peyoBUHU (cepTudpikat BignNoBigHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponeiicbkiii thapmakonei) - OHoBReHwii
cepTudikar Bif y)xe 3aTBepA)XeHOro BUPOGHUKA -
MopaHHA OHOBNEHOro cepTudikaty BiANoBIAHOCTI ED
CEP 2016-290-Rev 02 (nonepegHs Bepcia CEP R1-
CEP 2016-290-Rev 00) gnsi A®I BancapTaH, y 3B'A3Ky
3i 3MiHOI0 Ha3Bu BUpPo6HMKa Novartis Ringaskiddy
Limited Ha Sterling Pharma Ringaskiddy Limited Ta
OHOBJIEHHS 3A4PECK BUPOOHNYOI AiNbHUL Y
BiNOBIAHOCTI A0 cepTudhikaty GMP 3aTBepmpxeHo
Novartis Ringaskiddy Limited Ringaskiddy Co. Cork
Ireland 3anponoHoBaHo Sterling Pharma Ringaskiddy
Limited Ringaskiddy Cork, PF43 FR63, Ireland. 3miHu |
TNy - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/FE-cepTudikar BignosigHoCTI
€Bponelicbkili apmakonei/MoHorpacdii. MogaHHA
HOBOro aGo OHOB/eHOro cepTudikaTta
BifNoBiAHOCTI a60 BUyYeHHs cepTuddikaTta
BignoBigHoCTi EBponeiicbKili hapmakonei: agnsa
A®Il; ansa BuxigHoro
matepiany/peareHTy/npoMi>XXHOro NPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
[onomixHoT peyoBuHU (cepTucpikar BignosigHocTi
€Bponeiicbkiii thapmakonei) - OHoBReHWi
cepTudikar Bif y)xe 3aTBepAKeHOro BUPOGHUKA -
MopaHHA OHOBNEHOro cepTudikaTty BiANoBIAHOCTI ED
CEP 2008-122-Rev 02 (nonepegHs sepcia CEP R1-
CEP 2008-122-Rev 01) gns A®l AmnoaumniHy 6ecunary
Bif BXe 3aTBepapkeHoro BupobHuka NOVARTIS
PHARMACEUTICAL MANUFACTURING LLC.
3artBepaxeHo R1- CEP 2008-122-Rev 01 Name of
holder LEK PHARMACEUTICALS D.D. Verovskova 57
Slovenia-1526 Ljubljana Annexure 1: Sites of
Manufacture LEK PHARMACEUTICALS D.D.
Kolodvorska 27 Slovenia-1234 Menges
3anponoHoBaHo CEP 2008-122-Rev 02 Details of
Holder: NOVARTIS PHARMA AG Lichtstrasse 35
Switzerland — 4056 Basel Annexure 1: Sites of
Production of the Substance NOVARTIS
PHARMACEUTICAL MANUFACTURING LLC
Kolodvorska cesta 27 Slovenia-1234 Menges.

85.

EKCDOPX

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 10
mr/160 wmr; no 14
Tabnetok y 6nictepi,
no 1 a6o no 2
6nicTepy B KOPOOL

HosaprTic
Papma Al

LLsefuapis

Brpo6HMLTBO 3a
MOBHUM LK/IOM:
Hosaprtic ®apma
C.n.A., lTanis;
Brpo6HMUTBO,
KOHTPO/b AKOCTI,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs: 3irdpig
Bap6epa, C./1.,
Icnanis

ITanis/
IcnaHis

3miHu | TUny - 3MiHK 3 AkocTi. CepTudikar
BignoBigHocTi/FE-cepTudiikar BignosigHocTi
€Bponelicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro aGo OHOBJ/IEHOro cepTudikarta
BifNoBiAHOCTI a60 BUyYeHHs cepTudikara
BignoBigHOCTI EBponeiicbKili (hapmakonei: ans
A®I; ana BuxigHoro
matepiany/peareHTy/npomiXXHOro NPOAYKTY, WO
BUKOPUCTOBYIOTbCSA Y BUPOGHULTBI ADI; ans
AONOMIKHOT peyoBUHU (cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHUt
cepTudpikar Bif y)xe 3aTBepAK€HOro BUPOGHUKaA -
MogaHHA OHOBNEHOro cepTudikaty BignosigHocTi EP
R1- CEP 2003-007-Rev 05 (nonepegaHs Bepcisa CEP
R1- CEP 2003-007-Rev 04) gna A®l Amnoavnivy
6ecunarty Big BXe 3aTBepKeHoro BupobHuka DR.
REDDY'S LABORATORIES LIMITED. TakoX BHECEHHSA

3a
peyerimom

UA/8102/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

He3Ha4Hoi pefakLiiiHoT NpaBky (YyTOUHEHHS LWOA0
AiANbHOCTI BUPO6HMKa A®l) o moaynsa 3.2.S.2.1.
3MiHu | TUNY - 3MiHM 3 AKocTi. ADL. KoHTponb AdI.
3miHa y napameTtpax cneuyudikauiii Tala6o
[ONYCTUMUX MeX, BUSHaYeHUX y cneymdikayisax Ha
A®I, a6o BMXigHNIINPOMDKHWIA NpoAyKT/peareHT,
WO BUKOPUCTOBYIOTLCA Y NpoLeci BUpoGHMLTBA
A®I (aonoBHeHHsA cneyudikaLii HOBUM NOKa3HMKOM
AKOCTI Ta BiANOBIAHUM MeTO40M BMNPOGYBaHHS) -
[JlonoBHeHHs cneuyudikalii A®| BancaptaH HOBUM
napameTpom— BeHson (MeTog napodasHoi ra3oBoi
xpomartorpadii). Kputepiii npuitHATHOCTI «He 6GinbLue 2
ppm». BeH30/1 He BUKOPUCTOBYETHCSA Y BUPOOHMLITBI
BasicapTaHy, asie NoTeHLiiiHO MoXe ByTv NPUCYTHIM B
iHLWI cpoBuWHi. 3MiHK | TUNY - 3MiHK 3 AKoCTi. ADL.
KoHTponb A®L. 3miHa y napameTpax cneuudikayiii
Tala6o AONYCTMMUX MeX, BUSHaA4YEeHUX Y
cneyudikauisax Ha A®l, a6o BUXigHUAINpomiXHWIA
npoaykr/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HuyTBa A®I (40NOBHEHHSA
cneumdikalii HOBUM NOKa3HUMKOM SIKOCTi Ta
BiANOBIAHUM MeTOAO0M BUNPOGYBaHHA) - [lofaBaHHA
eTUn6eH30/y 40 BUNPO6YBaHUX PEYOBUH AN
BU3HAYEHHS CyMU KCunonis B crieumdikanii AdI
BancapTaH. He BHECEHO XOAHWX 3MiH 40 [ONYCTUMUX
Mex «He 6inblue 217 ppm» ANa KCUNony, BU3HAYEHNX
B fitovili cneumdpikauii A®I BancapTtaH. Takox,
OHOB/IEHHS aHaNITUYHOT MeToaukK «lMapodasHa
raszoBa xpomarorpadisi 415 3a/IMLWKOBUX PO3UNHHUKIB»
[AN15 BU3HAYEHHS BCiX 3a/IMLUKOBMX PO3UYMHHUKIB 3a
[I0MOMOroH0 3arasibHOro MeToAy, sikuii 103BONSIE
BU3HAUNTKN 6eH30/1. 3 METOI0 BiOGPaKeHHs
3anpornoHoOBaHoOro Metody B cneuudikadii 6ys
OHOB/IeHWiA TecT-kog meTody. 3miHu | Tuny - 3MiHKn 3
fAKocTi. APl KoHTponb A®L. 3miHa y meTogax
BuNpoGyBaHHA APl a6o BuxigHOro
maTepiany/npoMiXHOTO NpoAyKTy/peareHTy, Wo
BUKOPUCTOBYETLCA Y NpoLeci BUpoGHuLTea AdI
(BUNy4eHHA MeToAy BUNPOGYBaHHA ANs
Adl/peareHTY/NPOMIDXHOrO NPOAYKTY, AKLO
anbTepHaTMBHUI MeTo/, BXXe 3aTBepPpKeHWA) -
BunyyeHHs anbTepHaTUBHOTO MeToAy BUNPO6YBaHHA
«lgeHTundikauis 3a ONOMOro 6MKHLOT
iHdhpayepBOHOT cnekTpockonii» ana A®l BancaptaH.
3MiHu | TUNY - 3MiHK 3 AKocTi. ADI. KoHTponb A®L.
3miHa y meTogax BunpoGyBaHHA APl a6o
BUXiAHOro marepiany/npoMiKHOro
npoAykry/peareHTy, 0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuyTBa A®PI (BUNyyeHHs meToay
BMNpoGyBaHHA AnA Adl/peareHTy/npomixHOro
NPOAYKTY, AKLO a/ibTePHaTUBHUI MeToA BXe
3aTBepmkeHuid) - BunyyeHHs anbTepHaTUBHOTO
MeToAy BUNpobyBaHHA «laeHTudikalia, AoMillku Ta
KinbKicHUIA BMICT 3a gonomoroto BEPX» ana Adl
BancaptaH. 3miHu | Tuny - 3MiHu 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTofax BUNPOGYBaHHSA
A®l a6o BuxigHOro marepiany/npomixHoro
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npopaykryl/peareHTy, WO BUKOPUCTOBYETLCA Y

npoueci Bupo6HuuTea A®I (BunyvyeHHs metoay
BUNpoGyBaHHA Ana Adl/peareHTy/npomixHOro
NPOAYKTY, AIKWO a/ibTEPHATUBHUI MeToA BXe
3arBepmKeHuid) - BunyyeHHs anbTepHaTUBHOTO
MeTofy BUNPOGYBaHHS «3aNLLIKOBI PO3YMHHUKM 32
ponomoroto 'X» ans A®l BancaptaH. 3miHu | Tuny -
3miHu 3 sikocTi. ADL. KoHTponb A®L. 3miHa y
MeTofax BuNnpo6ysaHHa APl a6o BUXiAHOrO
maTtepiany/npomixkHOro npoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6Huursa AdI
(BMNYy4YeHHs meToAy BMNPOGYBaHHA AN
Adl/peareHTY/NPOMKHOTO NPOAYKTY, AKLWO
anbTepHaTMBHUIT MeTo, BXXe 3aTBePKEHWIA) -
BunyyeHHs anbTepHaTMBHOrO MeTOAY BUMPOOYBaHHA
«Baxki meTanu 3a gonomoroto X-ray fluorescence» gns
A®I BancaptaH. 3MiHm | Tuny - 3miHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y MeTogax BUNPOOYBaHHA
A®I abo BuxigHOro marepiany/npomixHoro
npoAykry/peareHTy, 10 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®I (BUy4YeHHs MeToay
BMNpoGyBaHHA Ana Adl/peareHTy/npomixHOro
NPOAYKTY, AKLWO a/ibTePHaTUBHUI MeTofA BXe
3aTBepmKeHuid) - BunyyeHHsa anbTepHaTUBHOTO
MeToAy BUNpo6yBaHHA «ONoBO 3a A0NOMOroto X-ray
fluorescence» ana A®l BancaptaH. 3minm | Tuny -
3MiHu 3 akocTi. APl KoHTponb A®L. 3miHa y
MeTofax BuNpooysaHHa APl a6o BUXiAHOTO
maTtepiany/npomiXHOro npoaykry/peareHty, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6Huursa AdI
(BUNy4eHHA MeToA4y BUNPOGYBaHHA AN
Adl/peareHTY/NPOMDKHOIO NPOAYKTY, AKLLO
aNbTepHaTUBHUIT MeTO/, BXXe 3aTBEPKEHWIA) -
BunyyeHHs anbTepHaTUBHOTO MeToAy BUNPOBYBaHHS
«MNanagjin 3a gonomoroto X-ray fluorescence» gns A®I
BancaptaH. 3MiHm | TNy - 3miHu 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y MeTogax BUNPOGyBaHHA
A®I a6o BuxigHOro marepiany/npomixHoro
npopaykry/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®I (iHWi 3mMiHM y MeTogax
BMNPOGYBaHHA (BKNlOYaloun 3aMiHy a6o
AonoBHeHHs) APl a6o BuXigHOro/npomikHoOro
NPOAYKTY) - 3aMiHa YWHHUX METOAVK BUNPOBOYBaHHA
«3a/IULLKOBI PO3UYMHHMKM 3a AomnoMoroto MX» (kog,
BUNpobyBaHHA 35601.01) (BM3HAYEHHS LKIOrekcaHy
Ta eTunaueTary) Ta «3aUWKOBi PO3YMHHUKM 3a
ponomoroto napoasHoi MX (rpaHnyHKiA TecT)» (Kog,
BUNpobyBaHHA 35603.01) (BU3HAYEHHS rekcaHy,
TONyOsy Ta KCWU0/1y) Ha METOAVKY BUNPOGYBaHHS
«3aNLLKOBI PO3YMHHMKYM 3a [OMNOMOror napodasHoi
"X» (kog BunpobyBaHHA 35601.02) ans KoHTpono AdI
BancaptaH. OHOB/IEHHA METOZjB BUNPOGYBaHHA AN
BMUNpobyBaHHA "laeHTudikayia 3a I4-cnektpom (Nujol)"
(kog, BuNpo6yBaHHA 20501.01), "laeHTudbikauis 3a 14-
cnektpoM (ATR)" (kog Bunpo6yBaHHA 20551.01)
OHoBneHa MeToAMKa BUNPO6yBaHHSA TecTiB "IY-
cnektpockonia (Nujol)" (kog Tecty 20501.01), "IY-
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cnekTpockonis (ATR)" (kog TecTy 20551.01), B SkiiA
BMAaIeHO iHhopmaLiito NPo eTasIoOHHY cepito Ta
HeTUNoBWiA curHan Ha cnekTpi 6:m3bko 2400 cm-1.
MocunaHHA Ha neBHUIA HOMep cepii 6yno BUuganeHo,
OCKifIbKU AN aHanisy Moxe 6yTu BukopuctaHa byapb-
fika CTaHAapTHa pedhepeHTHa cepisi, AilicHa Ha MOMEHT
npoBeAeHHs BUNPoByBaHHS. OHOB/IEHHS MeToay
BUNpO6YyBaHHSA "Baxki meTann" metogom ICP-OES (kog,
BUNpobyBaHHA 36911.01) 3 METOI BUTyYEHHS
iHdhopMmaLii Npo Homep cepii 415 eTanoHHOro
cTaHJapTHOro 3paska Ta JofJaBaHHS BUpasy
"Hanpuknag", WWo A03BOJISE BUKOPUCTOBYBATU A1
aHanizy 6yab-siKy cTaHAapTHY pehepeHTHy cepito,
AiicHY HA MOMEHT NPOBeLEHHSA BUNPOBYBaHHA. 3MiHu |
TMNy - AAMiHICTpPaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Tala6o agpecu micua NpoBaKeHHs
AiANbHOCTI BUPOGHUKA (BK/TIOYatoum, 3a
Heoo6XiAHOCTI, MicLue NnpoBeAeHHS KOHTPOJIIO
fIKOCTi), a0 BNacHuka macTtep-caiina Ha A®Il, a6o
nocradanbHuka A®l/BuxigHoro
maTtepiany/peareHTy/npomiXXHOrO NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOGHULTBI AP (AKLWO
3a3HauyeHo y A0CLE Ha JlikapcbKuii 3aci6) 3a
BifiCYTHOCTI cepTucbikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepmKkeHOMY
AOCbE, a60 BUPOGHUKA HOBOT OMOMIKHOT
PeYOBUHM (AIKLLO 3a3HAYEHO Y A0CbE) - 3MiHa
appecwu Bupo6Huka Novartis Pharma Schweizerhalle
AG, Switzerland (ginbH1UA BUPOGHULTBA Ta AiTbHALSA
KOHTPOJTIO AKOCTI), Y 3B’A3KY 3i 3MiHOIO Ha3BW By/WL, Ha
SIKiiA po3TalloBaHuii BUPOBHUK, 3 «Rothausweg» Ha
«Rothausstrasse» 3a pilleHHAM agMiHicTpauii KaHToHy
(dbepepanbHoi 3emni) Baszenb. BupobHuua ginbHnus Ta
BCi BUPOGHMYI onepavi 3amwmnamcb 6e3 3miH.
3aTtBeppxeHo Novartis Pharma Schweizerhalle AG
Rothausweg CH-4133 Pratteln Switzerland
3anponoHoBaHo Novartis Pharma Schweizerhalle AG
Rothausstrasse 4133 Pratteln Switzerland. 3miHu |
TMny - 3MiHK 3 aKocTi. A®L. Bupo6HUyTBO. 3MiHa
BUPOGHUKa BUXiAHOTo/NpoMi>XKHOTO
npoaykTy/peareHTy, W0 BUKOPUCTOBYIOTLCA Y
BUpPOGHMUYOMY npoueci APl, a60 3MiHa BUPOGHUKA
(BKNIOYatoun, fe Heoo6XiAHO, MicLie NPOBeAEHHSA
KOHTponio saKocTi) A®PI (3a BigcyTHOCTI cepTudikata
BignoBigHoCTi EBponeiickKili hapmakoner y
3aTBepAXeHOMY A0CLE)(3MiHM A0 3axoaiB,
NoB'A3aHNX 3 KOHTponem A®I, a6o AofaBaHHA
AiNbHULI, Ae NpoBOAUTbLCA
KOHTpONb/BMNPOGYBaHHA cepii) - lofaBaHHs
Novartis Grimsby Ltd., Pyewipe Grimsby N.E.,
Lincolnshire DN 31 2SR, Benuka bpuTaHisi, sk
a/lbTePHATUBHOI AiNbHWL, BifNOBIAANbHOI 3a
NpoBeAEeHHSA KOHTPOJIH AKOCTI (38 BUK/OYEHHSAM
BM3HAYEHHA po3Mipy yacTok Ta MET) A®| BancapTaH.
[OinbHuus Novartis Grimsby Ltd. Bxe 3apeecTtpoBaHa kK
AiNbHMLUA BUPO6HMLTBA Ta NOAPiIGHEHHS AD]
BancaptaH. 3MiHu | Tuny - 3mMiHuM 3 AAKOCTI.
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Ceprudpikar BignosigHocTillE-cepTudpikar
BifAnoBigHOCTI EBponeiicbkili
chbapmakonei/moHorpadii. logaHHA HoBoro a6o
OHOB/IeHOro cepTudikata BignoBigHOCTi a6o
BUyYeHHA cepTudikata BignoBigHOCTI
€Bponeiicbkiii apmakonei: ansa A®l; ana
BuXigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y BUPOGHULITBI
A®l; ansa nonomMikHOT pe4oBUHU (cepTudikar
BignoBigHoCTI EBponeiickKiii hapmakoner) - HoBui
cepTudpikat Bif BXe 3aTBepAKeHOro BUPOGHMKA -
MogaHHA HoBoro cepTudikaty BignosigHocTi E® CEP
RO-CEP 2016-290-Rev 00 gna A®| BanicapTaH Bif Bxe
3aTBepakeHoro Bupo6Huka Novartis Pharma AG,
Switzerland. He 6y510 BHeCEHO 6YAb-AKVX 3MiH A0
npotiecy BUpo6HULTBa CybCTaHLji, MeTOAIB KOHTPOSIIO
AKOCTi Ta YMOB 36epiraHHs. Takox, BUpoOHMkn AD| B
MK$ npuBeseHo o CEP A®l BancapTaH - 3a3HayeHi
e Ti, WO BiANOBIAA0TL 3a BUNYyck cepii A®I.
3aTtBepaxeHo - Mogynb 3.2.S CTD p. «Cknag» MKA
13 BancapTaH Bupo6Hukn HoapTic ®apma Al
Lseliuapis/ Novartis Pharma AG, Switzerland
HoBapric ®apma LUBaiiuepxanne Al, Lseiiuapis/
Novartis Pharma Schweizerhalle AG, Switzerland
Hosaprtic PiHrackigai flimites, Ipnavais/ Novartis
Ringaskiddy Limited, Ireland HosapTic 'pimc6i /ITA4.,
Benuka BpuTaHisi/ Novartis Grimsby Ltd., Great Britain.
3anponoHosaHo - RO-CEP 2016-290-Rev 00 p.
«Cknag» MKA N3 BancaptaH Bupo6bHukn Novartis
Pharma Schweizerhalle AG, Switzerland Novartis
Ringaskiddy Limited, Ireland Novartis Grimsby Ltd.,
Great Britain. 3miHu | Tuny - 3miHu 3 AkocTi. ADL.
BupoGHULTBO. 3MiHa BUPOGHUKa
BUXigHOro/npomiKHOro npoAykTy/peareHTy, L0
BUKOPUCTOBYIOTLCA Y BUPOGHUYOMY npouieci Adl,
a6o 3miHa BUPOGHMKa (BK/TloUalouu, e HeobXigHo,
MicLie MpoBeAeHHA KOHTPOIO AKocTi) AdDI (3a
BifACYTHOCTi cepTuchikata BignoBigHoCTi
€Bponeiicbkiii hapmakonei y 3aTseppkeHoOMy
AOCbLE)(3MiHM A0 3axopAiB, NOB'A3aHUX 3 KOHTPONEM
Adl, a60 fogaBaHHA AiNnbHULI, fie NPOBOAUTLCA
KOHTpONb/BMNPOGYBaHHA cepii) - lofaBaHHsA
AinbHuLi SGS Institut Fresenius GmbH, Germany 3a
agpecoto Im Maisel 14 65232 Taunusstein, siK
anbTepHaTUBHOI AiNbHWL, BiANOBIAANbHOI 3a
npoBeAeHHsA MiKpO6ioNOrivYHOro KOHTPOO AKOCTI AD|
BancaptaH. 3miHu | TRy - 3MiHM 3 AKOCTI.
Ceptudikar BignosigHocTillE-cepTudpikar
BignoBigHOCTI EBponeiicbKii
cbapmaxonei/moHorpadii. logaHHA HoBOro a6o
OHoBreHoro cepTuddikata BignosigHoOCTI a60
BUyYeHHs cepTudpikata BignosigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ansa
BUXigHOro marepiany/peareHTy/npomikHOro
NMPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; ans aonomMikHOT peyoBuHU (cepTudikar
BignosigHoCTi EBponeiicbkili hapmakonei) - HoBuii
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cepTudikaT Bi HOBOro BUpo6HuKa (3amiHa a6o
AONOBHEHHSA) - MNogaHHa Hosoro CEP RO-CEP-2012-
338 Rev 02 gna A®| BancapTaH Bifi HOBOrO BUPOBHMKA
Divi's Laboratories Limited, India Ha 3anponoHoBaHii
ginbHuui Divi's Laboratories Limited npoBogsiTbCcs BCi
cTagjii BUpo6bHMLUTBa (BKtOYatoUn NOAPIOHEHHS). 3MiHN
I TUNy - 3miHu 3 sikocTi. CepTudikar
BignoBigHocTillE-cepTudpikar BignosigHocTi
€Bponelicbkiii hapmakonei/MoHorpadii. MoaaHHA
HOBOro a6o oHoB/ieHOro cepTudikata
BiAgNoBigHOCTI a60 Buny4yeHHs cepTudikata
BignoBigHocTi EBponeiickKiii (hapmakonei: ans
A®I; ansa BuxigHoro
maTtepiany/peareHTy/npomiXXHOrO NPOAYKTY, WO
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
AonomikHOT peyoBuHU (cepTudpikar BignosigHoOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWi
cepTudpikaTt Big yXe 3aTBEpPA)KEHOro BUPOGHUKA -
MogaHHA oHOBNIEHOTO cepTudikaTy BiAnoBigHOCTI EP
R1- CEP 2003-007-Rev 06 (nonepeaHs Bepciss CEP
R1- CEP 2003-007-Rev 05) gna A®I Amnoaumniny
6ecunarty Bif BXe 3aTBEpPAXEHOro BupobHuka DR.
REDDY'S LABORATORIES LIMITED. 3atBepaxeHo -
Present manufacturing and quality control sites Dr.
Reddy’s Laboratories Ltd. Plot No. 110 & 111, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Medak District — 502325 Telangana,
India Dr. Reddy’s Laboratories Ltd. Plot No. 116, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Medak District — 502325 Telangana,
India. 3anponoHoBaHo - Proposed manufacturing and
quality control sites Dr. Reddy’s Laboratories Ltd. Plot
No. 1, 75A, 75B, 110,111 & 112, Sri Venkateswara Co-
operative Industrial Estate, Bollaram Jinnaram Mandal,
Sangareddy District — 502325 Telangana, India Dr.
Reddy’s Laboratories Ltd. Plot No. 116, Sri
Venkateswara Co-operative Industrial Estate, Bollaram
Jinnaram Mandal, Sangareddy District — 502325
Telangana, India. 3miHu | TMNY - 3MiHK 3 AKocTi. ADI.
BuUpoGHMLTBO. 3MiHa BUPOGHUKa
BUXigHOro/NnpomiKHOro NpoAyKTy/peareHTy, Wo
BUKOPUCTOBYIOTbCA Y BUPOGHMUYOMY npoueci Adl,
a60 3miHa BUpPOGHMKa (BK/TOYaloun, fe HeobxiaHo,
Micue npoBeAeHHA KOHTPOAIO AKocTi) AdI (3a
BifACYTHOCTi cepTudpikata BignoBigHoOCTi
€Bponeiicbkiii thapmakonei y 3aTBepakeHOMY
AOCbLE)(3MiHN A0 3ax0o/iB, NOB'A3aHUX 3 KOHTPONEM
A®Il, a6o goaaBaHHA AiNbHULI, Ae NPOBOAUTBLCA
KOHTponb/BUNpPoGYyBaHHs cepii) - flogaBaHHsA Divi's
Laboratories Limited, India, Ak ginbHuLi npoBeAeHHA
KOHTpO/It0 sikoCTi API BasicapTaH.

3m

Hu | TUNY - 3MiHK 3 sikocTi. APl Bupo6HuLTBO. 3MiHa
BUPOGHUKa BUXiAHOro/npoMiXHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTbCA Y
BUPOGHMYOMY npolieci APl, a6o 3MiHa BUPOGHUKA
(BKNIOYatoun, fle Heoo6XiAHO, MicLie NPOBeAEHHSA
KOHTponio sikocTi) A®DI (3a BicyTHOCTi cepTudpikara
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BignoBigHoCTi EBponeiicbKili hapmakonel y
3aTBepAKEHOMY A0CLE)(3MiHM A0 3ax0aiB,
NOB'A3aHNX 3 KOHTponem A®I, a6o AoaaBaHHA
AiNbHULI, Aie NPOBOAUTLCA
KOHTpONb/BMNPOGYBaHHA cepii) - logasaHHA
Novartis Saglik, Gida ve Tarim Urunleri Sanayi ve
Ticaret A.S., Turkey, ik anbTepHaTUBHOT AiNbHULL
npoBeAeHHs KOHTPOSI0 akocTi A®l BancapTaH, y
3B’A3KY 3 [l0JaBaHHAM HOBOrO NoKa3Huka cneuudikaLii
NDMA Ta NDEA Ta BinoBigHUX METOZiB aHani3y.
3miHun | Tuny - 3MiHK 3 AkocTi. APl BUpoGHULTBO.
3miHa BUpOoGHMKa BuXigHOro/npomikHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTbCA Y
BUPOGHMYOMY npoueci APl, a60 3MiHa BUPOGHUKA
(BKNIOYatOUM, fle Heoo6XiAHO, MicLie MPOBeAEHHA
KOHTponio saKocTi) APl (3a BigcyTHOCTI cepTudikata
BignoBigHOCTI EBponeiicbKiii hapmakonei y
3aTBepAKeHOMY A0CLE)(3MiHM A0 3axoaiB,
noB'A3aHuX 3 KOHTposiem A®I, a6o foaaBaHHSA
AiNbHULI, Ae NpoBOAUTLCA
KOHTponb/BMNPOGYBaHHA cepii) - flogaBaHHs Lek
Pharmaceuticals d.d.located in Menges, Slovenia, sk
aNbTePHATUBHOI AiNIbHULI KOHTPOSIO SAKOCTi Cy6CTaHLi
3a NOKa3HWKOM «[JOMILLKW HiTpo3amiHy MeTogom LC
MS/MS», y 3B'3Ky 3 l0ofjaBaHHSAM HOBOTO NOKa3HWKa
cneuudpikauii NDMA ta NDEA. 3miHu | Tuny - 3miHu 3
AKocTi. APl KoHTponb A®I. 3miHa y napameTpax
cneyudikauiii Ta/abo AONYCTUMUX MeX,
BU3HaueHux y cneuudikauisax Ha A®l, a6o
BUXigHWIINpOoMiKHKMI NnpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTbCA Y npoueci BUpo6Huyrsa AdI
(mopaBaHHA a6o 3aMiHa (32 BUHATKOM aKTUBHOT
peyoBMHU 6iONOriYHOro abo iMyHOOrYHOro
NOXO/pPKeHHA) napameTpa cneuudikawii 3
BifANOBiAHMM MeTOAOM BUNMPOGYBaHHA 3a
pesynbTaTtaMu gocnifkeHb 3 6e3nekn abo AKOCTi) -
[JopasaHHA o cneundikadii A®l BancaptaH
nokasHuka «Jjomilika HiTposamiHy metogom PX
MC/MC. N-HiTposogumeTnnamiH (NDMA)» 3
gonyctumoro mexeto 0,090 ppm Ta BignoBigHUM
MeToA0M BUNpo6yBaHHA. CneuudikaLlis cTocyeTbea
Novartis Ta Divi's. 3miHu | Tuny - 3MiHu 3 AKocTi. APIL.
KoHTponb A®L. 3miHa y napameTpax cneuudikayiii
Tala6o AONYyCTMMUX MeX, BUSHAUYEHUX Y
cneyudikauifax Ha A®l, a6o BUXigHUAINPOMiXKHWIA
npoAykr/peareHT, WO BUKOPUCTOBYIOTbLCA Y
npoueci Bupo6HuuTBa A®I (JoaaBaHHA a6o 3amiHa
(3a BUHATKOM aKTMBHOI pe4oBUHU GionoriuHoro aéo
iMyHOMI0riYHOTrO NOXOMKEHHA) NapameTpa
cneuudikadii 3 BignoBigHUM MeTOA0M
BUNPOGYBaHHA 3a pesynbTaTamun JOCNiMKeHb 3
6e3nekun a6o sAKocTi) - logaBaHHA A0 cneuudikadii
Ad| BancaptaH nokasHuka «JoMilika HiTpo3amiHy
meTogom PX MC/MC. N-HiTposogueTtunamit (NDEA)» 3
aonyctumoro mexeto 0,022 ppm Ta BignoBigHUM
MeTof0M BUNPo6yBaHHA. Cnevuudikallis CToCyeTbCa
Novartis Ta Divi’'s. 3MiHu | TUny - 3miHu 3 AKocTi. ADI.
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KoHTponb A®L. 3miHa y napameTpax cneuudikayiii
Tala6o AONYCTUMMX MeX, BUSHAYEHUX Y
cneyudikaliax Ha AdDl, a6o BUXigHUIA/INPOMiKHWIA
npoAayKt/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HuLTBa A®PI (3BY)XKEHHSA AONYCTUMMX
MeX, BUSHa4YeHuX y cneuudpikanii) - 3ByXeHHA Mexi
cneuudikauii napameTpy «Hatpito asug MeToaoM
loHHoT xpomatorpadii» 3 10 ppm Ao 4,7 ppm
BiANOBIAHO 0 BUMOT cepTudikaty CEP Divi's. 3MiHum |
TUny - 3MiHm 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTofax BuMNpo6ysaHHa APl a6o BUXiAHOTO
maTtepiany/npomixkHOro npoaykTty/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6Huurea AdI
(He3HauHi 3MiHM Y 3aTBepAHKeHUX MeTogax
BUNPOGYBaHHA) - HesHauHa 3MiHa y 3aTBeppKeHOMY
MeTogji BUNpobyBaHHs «MikpobionoriyHa unctota» Ad|
BancaptaH Bupo6HuuTBa Novartis Pharma AG, a came
— 3MiHa [0 npoLefypy MeTOAMKM Ha NigpaxyHoK
MikpoopraHisamiB (MET): 3MiHeHO po3mip 3pa3ka 3 30 1
00 20 1 Ta pefakLiiiHi 3MiHU B MeTOAWLi BUNPOGYBaHHS.
Takox, He3HauHi peJakLiiHi NpaBku y MeToaukax
BunpobyBaHHA A®| BancaptaHa Novartis Pharma AG
(DS 3104767016 R 02). PepakuiliHa npaBka y MeTofax
BMNpobyBaHHA «Assay by titration» Ta «Assay by
HPLC», «Water (Karl Fisher, potentiometric)», w06
rapaHTyBaTu LU0 3BiTHa Mexa He nepesuLye 50% Bif,
cneumdpikauii. Divi's (DS 3104767050 R 04)
PepakujiiHa npaska y MeToAuLi BUNPOOYBaHHA
«Residual solvents Headspace GC». 3miHu | Tuny -
ApAMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHA
Tala6o agpecu Micus NpoBapPKeHHA AiANbHOCTI
BUPOGHMKa (BK/ItOYAlO4U, 3a HEOGXiAHOCTI, MicLie
npoBefleHHA KOHTPOJII0 AKOCTI), a60 BMacHMKa
macTep-chaiina Ha A®l, a6o nocTava/ibHUKA
Adl/BuxigHoro marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOGHMLTBI ADI
(AIKLLLO 3a3Ha4Y€eHO Y A0CbE Ha NiKapCcbkuii 3acib) 3a
BifACYTHOCTi cepTuchikata BignoBigHoCTi
€Bponeiicbkiii hapmakonei y 3aTseppkeHoOMy
[oCbe, a60 BUPOGHMKA HOBOI AOMOMIXKHOT
PevoBUHMU (AKLLO 3a3HAYEHO Y AO0CHE) - OHOB/MEHHS
agpecu AinbHULI, BIANOBIAAIbHOT 32 BUPOOHULITBO Ta
KOHTpOsb sikocTi A®I AmnoguniHy 6ecnnaty, Lek
Pharmaceuticals d.d., Slovenia, 6e3 3MiH1 Micua
BMpOGHMUTBa. 3aTBepaxeHo Lek Pharmaceuticals d.d.
Kolodvorska 27 Slovenia — 1234 Menges
3anponoHosaHo Lek Pharmaceuticals d.d. Kolodvorska
cesta 27 1234 Menges Slovenia. 3MiHu | Tuny - 3miHn
3 AKocCTi. A®I. BUpoGHULTBO. 3MiHa BUPOGHUKA
BUXigHOro/npomiKHOro npoAykty/peareHty, Lo
BUKOPUCTOBYIOTbCA Y BUPOGHMUYOMY npoueci AdI,
a6o 3miHa BUpOGHMKa (BK/1loUYalouu, Ae Heo6XigHo,
Micue npoBeAeHHA KOHTPOO AKocTi) AdI (3a
BifACYTHOCTi cepTucpikata BignoBigHOCTI
€BponeiicbKiii hapmakonei y 3aTBepmKeHoOMy
AOCbE)(3MiHN A0 3ax0AiB, NOB'A3aHNX 3 KOHTPOJIEM
Adl, a60 fogaBaHHA AiNbHULI, e NPOBOANTLCSA
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KOHTponb/BUNPOGYBaHHA cepii) - [loaaBaHHsA [0
p.3.2.S.2.1 Bupo6HMKK geTanbHOI iHchopmaui Lwoao
BMNPO6YBaHb 3 KOHTPO/IO AKOCTI Ha AiNbHULI Lek
Pharmaceuticals d.d., Slovenia, 6e3 3MiH1 hakTU4HOTO
MiCLLe3HaXOMKEHHS AiNbHUL Ta 6e3 hakTUYHUX 3MiH
OO AiSNIbHOCTI, ika BUKOHYETLCA Ha AinbHuLUi Lek
Pharmaceuticals d.d., Slovenia. 3atBepaxeHo - Lek
Pharmaceuticals d.d. Kolodvorska 27 Slovenia — 1234
Menges (APl manufacturer). 3anponoHosaHo - Lek
Pharmaceuticals d.d. Kolodvorska cesta 27 1234
Menges Slovenia (APl manufacturer, Quality control (all
tests except identity by X-ray diffraction pattern, heavy
metals by ICP/OES and MET)). 3MmiHu | Tuny -
ApAMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHSA
Tala6o appecu Micus NPoBapPKEHHA AiANbHOCTI
BUPOGHMKa (BK/IlOUYaloUYX, 3a HEOGXiAHOCTI, MicLie
npoBeieHHsI KOHTPOJII0 AKOCTI), 60 BMacHMKa
macTep-cpaiina Ha A®l, a6o nocTayanibHUKa
Adl/BuxigHoro marepiany/peareHTy/npomixHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCSA Y BUPOGHMLTBI ADI
(sIKILLO 3a3HaYEeHO Yy A0CbE HA NiKapcbkuii 3acib) 3a
BifiCYTHOCTI cepTucbikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepmKkeHoMy
[oCbe, a60 BUPOGHMKA HOBOI AONOMIXHOT
PeYOBUHM (AIKLLO 3a3HAYEHO Y A0CbE) - 3MiHA Ha3BU
AiNbHML, BIANOBIAA/IBLHOT 3@ NPOBEAEHHS KOHTPO/I0
saKocTi A®| BancaptaH, 3 Novartis International
Pharmaceutical Ltd. Ha Novartis Integrated Services
Limited, 6e3 3MiHu Mmicus BUpo6HMLTBA. 3MiHM | TURNY -
3miHu 3 sikocTi. ADl. Bupo6HuyTBO. 3MiHa
BUPOGHUKa BUXiAHOro/npoMiXXHOTo
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTbCA Y
BUPOGHMYOMY npoLeci APl, a6o 3MiHa BUPOGHUKA
(BKNIOYatOun, fle Heo6XiAHO, MicLie NPOBeAEHHSA
KOHTponio sikocTi) A®I (3a BigcyTHOCTI cepTudpikara
BignoBigHOCTI EBponeiicbKili hapmakonei y
3aTBepAKeHOMY A0CLE)(3MiHM A0 3axoaiB,
NoB'A3aHNX 3 KOHTponem A®I, a6o AoaaBaHHA
AiNbHULI, Ae NPOBOAUTLCA
KOHTponb/BMNPOGYBaHHA cepii) - lofaBaHHs
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii, sik
anbTepHaTUBHOI AiNbHWL, BigNoBigabHOT 3a
NpoBefeHHs KOHTPosto AkocTi A®| BanicaptaH. 3miHu |
TMNY - 3MiHU 3 AKocTi. ADL. KoHTponb A®L. 3miHa y
napameTpax cneuudikauiii Talao gonycTMMUX
MeX, BU3HaveHuX y cneyudikauiax Ha A®l, a6o
BUXigHuWiilnpomixHUMii npoAykT/peareHT, Wwo
BUKOPUCTOBYIOTbCA Y npoueci BUpo6Huyrea AdI
(mopaBaHHA a6o 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBMHU 6ioNOriYHOro abo iMyHOOrYHOro
NoxXoMKeHHsA) napameTpa cneuudikauii 3
BifANOBiAHMM MeTOAOM BUNPOGYBaHHA 3a
pesynbTtaTtamu gocnigxeHb 3 6e3neku abo IKOCTi) -
3BYXEHHSA AONYCTUMKX MeX crieumddikauii AdI
BancaptaH ansa nokasHvka «N-HITpo3ognmeTunami
(NDMA)» 3 0,090 ppm Ha 0.030ppm. 3MiHa CTOCYETbCS
BCiX BUpO6HMKiB AP| BancaptaH — Novartis, Divi's Ta
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Tinayu. Kpim Toro, ans cneuudikauii A®I Novartis 6yno
BUJTyYEHO NPUMITKY NPO Te, L0 CEpit0 He MOXHa
cepTudhikyBaTtu, AKLLO BUABIEHO GinbLue 04HOro

HITPO3aMiHy, OCKiNIbK/ 3p03yMifio, LLO Lie CTOCYETbCSA
nviwe TUX BUNaaKiB, KoM AONyCTUMI Mexi cneumndikaii
nepeswLLytoTb 0,03 ppm. 3miHu | TUNY - 3MiHK 3
fAKocTi. APl KoHTponb A®L. 3miHa y meTogax
BUNpoGyBaHHA ADI a6o BMXigHOroO
MaTtepiany/npomiHOro npoAykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6Huurea AdI
(iHWi 3MiHK) - BuayyYeHHst CIOBOCMO/YYEHHS «AK
npuknag» 3 xpomarorpadiyHnx yMmoB MeTomy

'X-MC/MC «Nitrosamine impurities by GC MS/MS», ski
onucaHi y MoHorpadii KoHTposto A®| BancaptaH
Novartis (DS 3104767 016 R 02), A58 BUKOHAHHS

Bumor EMA. 3MiHu | Tuny - 3miHn 3 akocTi. AdL.
KoHTponb A®L. 3miHa y MeTogax BUNPOGyBaHHA
A®Il a6o BUxigHoro marepiany/npomikHoro
npoAykry/peareHTy, W0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuyTBa A®I (iHWi 3MiHK Yy meToAax
BMNPOGYBaHHA (BKNoYaloun 3aMiHy a6o
AonoBHeHHs1) ADI a6o BMXigHOro/npomMiKHOro
npoaykry) - flofaBaHHsA a/lbTePHATUBHOTO MeToAy
«JoMiLKK HiTpO3aMiHy 3a gornomoroto PX MC/MC
(meTop B)» AN npoBeAeHHs KOHTPOIO 3a
nokasHukamu NDBA, NMBA Ta K a/lbTEpHATUBHOTO
MeTofy A5 NPOBEAEHHSA KOHTPOSIIO 3a NOKa3HUKamm
NDMA i NDEA B A®| BancapTtaHy Bupo6Huka Divi's.
3MiHu | TUNY - 3MiHK 3 AKocTi. CepTudbikar
BignoBigHocTillE-cepTudpikat BignosigHocTi
€BponelicbKiii hapmakonei/MoHorpadii. MoaaHHA
HOBOrO aG0 OHOB/IEHOrO cepTudikata
BifNOBiAHOCTI a60 BUNYy4YeHHA cepTudikara
BignoBigHOCTI EBponeiicbkKiii hapmakonei: ans
A®I; ana BuxigHoro
matepiany/peareHTy/NpomMiXXHOrO NPOAYKTY, WO
BUKOPUCTOBYIOTbCA Y BUPOGHULTBI ADI; ansa
AONOMiKHOI peyoBUHU (cepTudpikat BignosigHoCTI
€Bponeiicbkiii chapmakonei) - OHoBNeHWit
cepTudikat Big yXe 3aTBEpPA)KEHOro BUPOGHUKA -
MogaHHA oHOBNIEHOTO cepTudikaTy BiAnoBigHOCTI E®
RO- CEP 2016-290-Rev 03 (nonepeaHs Bepciss CEP
RO- CEP 2016-290-Rev 00) gns A®| BancapTtaH Big,
BXe 3aTBeppKeHoro Bupo6Huka Novartis Pharma AG.
3miHu | Tuny - 3MiHK 3 AkocTi. CepTudikart
BignoBigHocTi/FE-cepTuddikar BignosigHocTi
€Bponelicbkili hapmakonei/moHorpadii. MogaHHsA
HOBOro aGo OHOBJ/IEHOro cepTudikata
BignoBigHoCTI a60 BUy4eHHa cepTudikaTa
BiAnoBigHoOCTI EBponeiicbkili hapmakonei: pns
A®I; ana BuXigHoro
maTepiany/peareHTy/npoMiXHOro NpPoAyKTy, WO
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ansa
AONOMIKHOT peyoBUHU (cepTudpikat BignoBigHOCTI
€BponeiicbKiii hapmakonei) - OHoBNeHUit
cepTudpikar Bif yXe 3aTBep)KeHOro BUPOGHUKA -
MofaHHA OHOB/IEHOTO cepTudikaty BignoBigHOCTI EP
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R1- CEP 2012-338-Rev 00 (nonepeaHs sepciss CEP

RO- CEP 2012-338-Rev 02) s A®l BancapTtaH Big,
BXe 3aTBepXeHoro Bnpo6Huka DIVI'S
LABORATORIES LIMITED. 3MiHu | TNy - 3miHn 3
fAkocTi. CepTudpikar BignosigHocTilFE-cepTudpikar
BignoBigHOCTI EBponeicbKii
cbapmaxonei/moHorpadii. MlogaHHA HoBOro a6o
OHOBJIEHOro cepTudikaTta BignoBigHOCTI a60
BUyYeHHA cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BuUXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, W0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; ansa fonomMiXHOT pe4oBUHU (cepTudikar
BignoBigHocTi EBponeiickKili (hapmakoner) - HoBui
cepTudikat Bifj HOBOro BUPOGHUKa (3amiHa a6o
AONOBHEHHS) - MNogaHHs Hosoro CEP R1-CEP 2013-
159-Rev 01 gns A®| BancapTaH Big HOBOr0O BUPO6HYKa
Zhejiang Tianyu Pharmaceutical Co. Ltd., China. 3MiHuK
| TNy - 3MiHK 3 AKocTi. ADI. KoHTponb A®L. 3miHa y
napameTpax cneuudikauiii Talaéo gonyctummnx
MeX, BU3HaueHuX y cneumdikauifx Ha A®Pl, a6o
BUXifgHMWAINpoMbKHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTbLCA Y NpoLieci BUpoGHuLTea Ad|
(nonoBHeHHA cneyudikalii HOBUM NOKaA3HUKOM
AKOCTi Ta BiNoBigHUM METO40M BUNPOGYBaHHS) -
[JlonoeHeHHsA cneyudikayii APl BancapTtaH,
BMpo6HMUTBa Divi's Laboratories Ltd., India, HoB1M
3a/IMLLIKOBKM PO34MHHMKOM O-Xylene 3 JonycTMMO
Mexeto «He binbe 2170 ppm». 3MiHu | TURY - 3MiHK
3 AKocTi. A®L. KoHTponb A®I. 3miHa y napameTpax
cneyudikauiii Ta/a6o 4ONYCTUMUX MEX,
BU3Ha4YeHUX y cneyudikauiax Ha AdI, a6o
BUXiAHMIAINpOMDKHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTbLCA Y NpoLeci BUpo6HuuTea AdI
(monoBHeHHs cneuudikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METO40M BMNPOGYBaHHS) -
[JlonoBHeHHA cneyudikayii APl BancapTtaH,
BMpo6HMLTBA Divi's Laboratories Ltd., India, HoBUM
3a/IULLIKOBUM PO3YMHHUKOM MeTaHoN 3 fonyCTUMOL0
MeXeto «He binbLie 250 ppm». 3MiHu | TUNY - 3MiHK 3
fAkocTi. CepTudpikat BignosigHocTilFE-cepTudpikart
BignoBigHOCTI EBponeiicbKii
chapmaxonei/moHorpadii. logaHHA HoBOro a6o
OHoBreHoro cepTuddikata BignosigHoOCTI a60
BU/yYeHHs cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ansa
BUXiAHOTro marepiany/peareHTy/npomiXHOro
NMPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULITBI
A®I; Ana [ONOMIKXHOI pe4oBUHM (cepTudikat
BiAnosigHocTi €EBponeiicbkiii hapmakonet) -
OHoBneHuii cepTudhikat Bif, y)xe 3aTBepAKeHOro
BUPOGHUKA - [ofaHHsi OHOBMEHOro cepTudikaty
BignosigHocTi E® R1- CEP 2012-338-Rev 01
(nonepepgHs Bepcia CEP R1- CEP 2012-338-Rev 00)
ana A®| BancapTaH Bif, BXe 3aTBEpAXEHOro
BUpo6HuKa DIVI'S LABORATORIES LIMITED. 3miHu |

TUny - 3MiHK 3 AkocTi. A®I. KoHTponb A®L. 3miHa y
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napameTpax cneyudikauiii Talao gonycTMMux
MeX, BU3HauYeHuXx y cneumcikauisx Ha AdPl, a6o
BUXigHMWiINpomXHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTbLCA Y Npoueci BUupo6HuuTea AdI

(nopaBaHHA a60 3amiHa (3a BUHATKOM aKTUBHOT
peyoBMHU 6iONOriYHOro abo iMyHO/OrYHOrO
NoXoMKeHHA) napameTpa cneuudikauii 3
BifANOBiAHMM MeTOAOM BUNMPOGYBaHHSA 3a
pesynbTatamu gocnifpkeHb 3 6e3nekn a6o AKOCTi) -
[opasaHHs napameTpa cneuudikauii 3 BignoBigHUM
MeToA0M BUNpobyBaHHA Ana APl BancaptaH
BMpo6HMLUTBa Zhejiang Tianyu Pharmaceutical Co. Ltd.,
China — A3naob6ideHin TeTpazon metogom LC MS/MS 3
[OMyCTUMOI0 MeXeto «He Ginblue 4,6 ppm». Ak
Hacnifok, OHOBIEHO po3gin 3.2.S.2.1 BUpo6HMKKM WoAo
OYHKLiT KOHTPOHO AKOCTI 3@ NOKa3HUKOM
«A3ngo6idheHin TeTpason» ana ginbHuui Novartis
Saglik, Gida ve Tarim Urunleri Sanayi ve Ticaret A.S.
3miHu | TUny - 3MiHK 3 AkocTi. CepTudikar
BignoBigHocTi/FE-cepTudiikar BignosigHocTi
€Bponelicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro aGo OHOBJ/IEHOro cepTudikara
BifNoBiAHOCTI a60 BUyYeHHs cepTudikaTa
BignoBigHOCTI EBponeiicbKili (hapmakonei: ans
A®I; ana BuxigHoro
matepiany/peareHTy/npomiXXHOro NPOAYKTY, WO
BUKOPUCTOBYIOTbCSA Y BUPOGHULTBI ADI; ans
AONOMiKHOT peyoBUHU (cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHUt
cepTudpikar Bif y)xe 3aTBepAK€HOro BUPOGHUKaA -
MogaHHA OHOBNEHOro cepTudikaty BignoBigHOCTI EP
RO- CEP 2016-290-Rev 04 (nonepegHs sepcisi CEP

BXe 3aTBeppkeHoro BupobHuka Novartis Pharma AG
3miHu | TUNY - AgMiHiCTpaTUBHI 3MiHWU. 3MiHa

AiANbHOCTI BUPOGHUKA (BK/TIOYaloun, 3a
HeoO6XiAHOCTI, MicLe NnpoBeAEeHHS KOHTPOJIIO

noctadyanbHuka Ad®l/BuxigHoro
matepiany/peareHTy/npomiXHOrO NPOAYKTY, WO
3acTOCOBYIOTLCA Y BUPOGHULTBI ADI (AKLo
3a3HauyeHo y 0CbE Ha JlikapcbKuii 3aci6) 3a
BifiCYTHOCTI cepTuchikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepkeHoOMy
[ocbe, a60 BUPOGHMKA HOBOI AONOMIKHOT

RO- CEP 2016-290-Rev 03) Anst A®| BancapraH sig,

HalimeHyBaHHsA Tala6o agpecu mMicLss NPOBaKeHHs

fIKOCTi), a60 BNnacHuka macTtep-caiina Ha A®Il, a6o

PeYOBUHM (SIKLLO 3a3HAYEHO Y A0CHLE) - 3MiHA Ha3BU
AiNbHULi KOHTPONO sikocTi A®I BancapTaH 3 Novartis
Integrated Services Ltd. Ha SGS International Services
Laboratory (ISL) Limited Ta BHeceHHs pefakLjiiiHux
NpaBoK A0 afpecy AiNbHuLi, 6e3 3mMiHn micua
BMPOOHMLTBA. 3aTBepmxeHo - Novartis Integrated
Services Ltd. Ringaskiddy Co. Cork Ireland DUNS:
985756561. 3anponoHoBaHo - SGS International
Services Laboratory (ISL) Limited Ringaskiddy Cork,

P43 FR63 Ireland DUNS: 985785798 PepakuiiiHa
npaska Ao po3ainy “Manufacturers”.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3MiHu | TUNY - 3MiHK 3 AKocTi. APl KoHTponb AdL.

3miHa y napameTpax cneuudikauiii Ta/a6o
AONYCTUMMX MeX, BUSHaAUeHUX Y cneundikanisax Ha
A®I, a6o BuUxigHuii/lnpomikHWii npoayKT/peareHT,
L0 BUKOPUCTOBYIOTLCA Y NpoLeci BUPOGHULITBA
AdI (aonoBHeHHA cnevuudikaLyii HOBUM NMOKaA3HUKOM
AKOCTi Ta BigNnoBigAHUM MeTO40M BUNPOGYBaHHS) -
[JopasaHHs Ao cneuydikalii BHYTPiLLHbOT MOHOrpadii
BunpobysaHb Novartis A®| BancaptaH HOBOro
napameTpy «/[lonycTima cyma MyTareHHUX JOMILLIOK
(cyma fomiwok 3 BUnpobyBaHb
asmpobicheHinTeTpasony metogom LC MS/MS, asuagy
MeTOA0M iOHHOI XpoMatorpadii Ta 2-LiaHo-4'-
6pommeTunbiceHinny metogom BEPX)» 3 gonyctumotro
Mexelo — «He Ginblie 15,6 ppm», y 3B’A3KY i3
oHoBneHHaM CEP ans 3atBepgkeHoro BupobHuka Ad|
BancaptaH Zhejiang Tianyu Pharmaceutical Co. Ltd.,
KuTaii. lonoBHEHHS cneumdikauii BHYTPILLIHbOT
MoHorpadii BunpobysaHb Wwoao «JonycTrma cyma
MyTareHHUX [OMILLOK» CTOCYETbCA nuiue AdI
BMpOo6HMUTBa Tianyu. 3MiHM | TUNY - 3MiHK 3 AIKOCTi.
A®L. KoHTponb A®I. 3miHa y MeTogax
BuNpoGyBaHHA APl a6o BUXigHOTO
MaTtepiany/npoMiXHOro npoayKry/peareHry, Lo
BUKOPUCTOBYETLCA Y NpoLeci BUpo6HuuTea Ad|
(He3Ha4Hi 3MiHM Y 3aTBepAKEeHNX MeToAax
BUNpoGyBaHHA) - OHOBNEHHS in-house meToay
Novartis gns BUNpo6yBaHHA «A3nan MeTOAO0M iOHHOT
Xxpomarorpadii» BignosigHO Ao oHoBneHoro CEP
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii. ¥
3B'A3KY 3 BBEIEHHSAM NokasHuka cnevudikauii
«JlonycTuMa cyma MyTareHHUX [OMILLOK», MOTOYHA
MeToAvKa BUNpobyBaHHA «A3nan METOAOM iOHHOT
xpomartorpadii» y BHYTPILLHiiA MOHOrpadii
BunNpobyBaHb Novartis A®I BancaptaH Zhejiang Tianyu
Pharmaceutical Co. Ltd., KuTaii oHoBneHa 3
BUMPOOYBaHHA rPaHNYHUX MEX Ha Ki/lbKicHe
BUNPOBYBaHHA 3 HE3HAYHUMM aganTalismv. 3miHu |
TMny - 3MiHK 3 aKocTi. ADL. KoHTponb A®L. 3miHa y
MeTofax BUNpoGyBaHHA ADI a6o BMXigHOro
MaTtepiany/npomMikHOro npoaykry/peareHTy, wWo
BUKOPUCTOBYETLCA Y NpoLeci BUpo6HuuTea A®|
(He3Ha4Hi 3MiHM Y 3aTBepAKEHNX MeToAaxX
BUNpoGyBaHHA) - OHOBNEHHS in-house meToay
Novartis ansi BUNpo6yBaHHSA «2-LjaHo-4'"-
6pommeTunaudeHin metogom BEPX» BignosiaHo fo
oHoBneHoro CEP Zhejiang Tianyu Pharmaceutical Co.
Ltd., Kutaii. ¥ 3B'3Ky 3 BBEZLEHHSAM NOKa3HUKa
cneuudikauii «Jonyctuma cyma MyTareHHUX JOMILLOK»,
noToYHa MeToAuKa BUNPOBYBaHHSA «2-LjaHo-4'-
6pommeTunandeHin metogom BEPX» y BHYTpILLHIA
MoHorpadii BunpobysaHb Novartis A®| BancaptaH
Zhejiang Tianyu Pharmaceutical Co. Ltd., Kutaii
OHOB/IEHA 3 BUNPOGYBAHHS rPaHUYHNX MeX Ha
KifibKicHe BUNPOBOYBaHHA 3 HE3HAYHMMK aganTauisMu.
3miHu | TUNy - 3MiHK 3 akocTi. ADL. KoHTponb AdL.

3miHa y meTogax BUunpoGysaHHsa A®l a6o
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BUXiAHOro marepiany/npomixHoro

NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOGHULTBI ADI

apnpecu BupobHuka Novartis Grimsby Ltd, Great Britain,

Grimsby Ltd. Pyewipe Grimsby N.E. Lincolnshire DN 31

Great Britain DUNS 225544427. 3minu | Tuny - 3miHun

npoAyKTy/peareHTy, 10 BUKOPUCTOBYETLCA Y
npoueci BUpoG6HuyTBa A®I (iHwWi 3MiHM y MeToAax
BMNPOGYBaHHA (BKlOYAO4X 3aMiHy a6o
AonoBHeHHs1) ADI a6o BuxigHoro/npomixHoro
NPoAYKTY) - JonoBHeHHA Aito4oi MoHorpadil
BunNpobyBaHb APl BancaptaH Novartis aHaniTMuHumm
meTogukamu CEP A®l BancaptaH, Zhejiang Tianyu
Pharmaceutical Co. Ltd., Kutaii. 3miHu | Tuny - 3miHu
3 AkocTi. A®I. KoHTponb A®PIL. 3miHa y MeToax
BuNpoGyBaHHA APl aGo BUXigHOrO
MaTtepiany/npomMiXHOro npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpo6Huurea APl
(iHwi 3miHM y MeToAax BUNPOGYBaHHA (BKOYaoun
3aMiHy a6o foNoBHeHHs1) ADI a6o
BUXiAHOro/NpomiXHOro NPoAyKTy) - [I0NOBHEHHA
Aitouoi MoHorpadii BunpobysaHb A®| BancapTaH
Novartis aHaniTnyHumm metogmkamuy CEP Ad|
BancaprtaH, Divi's Laboratories Limited, IHgis. 3MiHn |
TUNy - 3MiHn 3 AkocTi. CepTuddikar
BignosigHocTiIFE-cepTudikar BignosigHoCTi
€BponelicbKiii hapmakonei/moHorpadii. MogaHHs
HOBOro aGo OHOB/eHOro cepTudikaTta
BiAgnoBigHOCTI a60 BUNy4YeHHs cepTudpikara
BignoBigHoCTi EBponeiicbKili hapmakonei: ansa
A®l; pns BUXigHOrO
maTtepiany/peareHTy/npoMi>XXHOro NPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ansa
[onomixHoT peyoBuHu (cepTudpikar BignosigHocTi
€Bponeiicbkii thapmakonei) - OHOBNeHuiA
cepTudikar Bif y)xe 3aTBepAKeHOro BUPOGHUKA -
MoaaHHA OHOBIEHOTO cepTudikaTy BignoBigHOCTI €D
R1- CEP 2013-159-Rev 02 (nonepefHs sepcia CEP
R1- CEP 2013-159-Rev 01) gns A®Il BancapTaH Big,
BXe 3aTBeppKeHoro BupobHvika Zhejiang Tianyu
Pharmaceutical Co. Ltd., China. 3miHu | Tuny -
AAMiHiCTpaTUBHI 3MiHK. 3MiHa HaliMeHyBaHHA
Tala6o agpecu micuA NPoBaKeHHS AiANbHOCTI
BUPOGHMKa (BK/IlOUYalo4n, 3a HEOGXigHOCTI, Micle
npoBefleHHsA KOHTPOJIIO AKOCTi), a60 BNacHUKa
macTep-cpaiina Ha A®l, a6o nocTayasibHUKA
Adl/BuxigHoro matepiany/peareHTy/npoMiXXKHOro

(AKWWO 3a3HAYEHO Y AOCbLE Ha NikapcbKuii 3aci6) 3a
BifACYTHOCTi cepTudpikata BignoBigHoOCTi
€Bponeiicbkiii thapmakonei y 3aTBepakeHOMY
AoCbe, a60 BUPOGHMKA HOBOT ,ONOMDKHOT
PeYOBUHM (SIKLO 3a3HAYEHO Y AO0CbE) - 3MiHa

6e3 3miHun micusa BupobHuLTBa 3aTtBepmkeHo Novartis

2SR Great Britain DUNS 212245609 3anponoHoBaHoO
Novartis Grimsby Ltd Pyewipe Grimsby DN 31 2SR

3 AKkocTi. A®l. BUpo6GHMLTBO. 3MiHa BUPOGHUKA
BUXigHOro/NnpomiKHOro NnpoAykTy/peareHTty, wo

BUKOPUCTOBYIOTbLCSA Y BUPOGHMUYOMY npoueci AdI,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

a60 3miHa BUpOGHMKa (BK/louyalouu, fe HeobxiaHo,
MicLie NpoBeAeHHA KOHTPO/Io AKocTi) ADI (3a
BifiCYTHOCTI cepTuchikata BignoBigHoOCTI
€BponeiicbKiii thapmakonei y 3aTBeppkeHOMY
AOCbLE)(3MiHN A0 3axo/iB, NOB'A3aHUX 3 KOHTPOEM
A®l, a60 gogaBaHHA AiNbHUL, fie NPOBOANUTLCA
KOHTponb/BUNPOGYBaHHA cepii) - floaasaHHA SGS
International Services Laboratory (ISL) Limited sik
aNbTepHaTUBHOI AiNIbHNL KOHTPOJIIO SIKOCTI 3a
nokasHUKOM «Po3nogin yactok 3a po3mipom (Particle
size distribution)» gns A®l BancaptaH. Takox,
BHECEHHS peAakLiiiHyX 3MiH Ao p.3.2.S.2.1 BUpo6HMKU.
3miHu | Tuny - 3MiHK 3 AkocTi. ADIl. BUpo6GHULTBO.
3miHa BUpOoGHMKa BuXigHoro/npomixHoro
npoaykTy/peareHTy, W0 BUKOPUCTOBYHOTLCA Y
BUPOGHMUYOMY npoueci A®l, a6o 3MiHa BUPOGHUKa
(BKknIOYatoun, fe Heoo6XiAHO, MicLie NpoBeAEHHSA
KOHTponio saKocTi) APl (3a BigCyTHOCTI cepTudikata
BignoBigHocTi EBponeiicbkKiii hapmakonei y
3aTBepAKeHOMY AOCLE)(3MiHM A0 3axoais,
noB'si3aHNX 3 KOHTposniem A®dIl, a6o AofaBaHHA
AiNbHULI, Ae NPOBOAUTBLCA
KOHTponb/BUNPoGYBaHHA cepii) - logaBaHHs
ainbHuui Hetero Drugs Limited, India, siK ginbHuui
npoBeAeHHs KOHTPOAI0 AkocTi APl AMnoguniHy
6ecunaty. 3miHu | Tuny - 3MiHKM 3 AKOCTI.
Ceptudikar BignosiaHocTillE-cepTudikar
BignoBigHoOCTI €EBponelicbkiii
cbapmaxkonei/moHorpadii. logaHHA HOBOro a6o
OHOBJ/IeHOro cepTudiikata BignoBigHOCTI a60
BUTyYeHHA cepTudikata BignosBigHoOCTI
€Bponeiicbkiii hapmakonei: ansa A®l; ana
BUXigHOro marepiany/peareHTy/npomixHoro
NPOAYKTY, W0 BUKOPMCTOBYIOTLCA Y BUPOGHNLTBI
A®I; ana AoNOMiKHOT pe4yoBuHM (cepTuddikar
BignoBigHocTi EBponeiickKiii (hapmakoner) - HoBui
cepTudikat Bifg HOBOro BUpo6HUKa (3aMiHa a6o
[ONOBHEHHS) - [oJaHHA HOBOrO cepTudikaTy
BignosigHocTi €E® CEP R1- CEP 2016-077-Rev 00 gns
A®I Amnoaunivy 6ecmnaTy Bif, HOBOTO BUPOGHUKA
Hetero Drugs Limited, Unit-I Survey. No. 213,214 &
255, Bonthapally village, Gummadidala Mandal, Sanga
Reddy District — 502313, Telangana, India. 3miHu |
TMNy - 3MiHn 3 AKocTi. CepTuddikar
BignosigHocTi/FE-cepTudikar BignosigHoCTI
€BponelicbkKiii hapmakonei/moHorpadii. MogaHHs
HOBOro aGo OHOB/eHOro cepTudikaTta
BiAnoBigHOCTI a60 BUNy4yeHHs cepTudpikara
BignoBigHocCTi EBponeiicbKili hapmakonei: ansa
A®l; pns BUXigHOrO
maTtepiany/peareHTy/npoMi>XXHOro NPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ansa
[onomixHOT peyoBuHU (cepTucpikar BignosigHocTi
€Bponeiicbkii thapmakonei) - OHOBNeHuiA
cepTudikar Bif y)xe 3aTBepAKeHOro BUPOGHUKA -
MoaaHHA OHOBIEHOTO cepTudikaTy BignoBigHOCTI €D
R1- CEP 2016-290-Rev 00 (nonepeaHs Bepcis CEP
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
RO- CEP 2016-290-Rev 04) ana A®| BancapTtaH Bif
BXe 3aTBepakeHoro BupobHuka Novartis Pharma AG.

3MiHM | TUNY - AAMIHICTPATUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Tala6o agpecy Micus NpoBaKeHHs
[iANbHOCTI BUPOGHMKA (BK/IIOYaoun, 3a
HeoGXiAHOCTI, MicLie NPOBeAEeHHA KOHTPOJIIO
fIKOCTi), a60 BNlacHUKa macTtep-caiina Ha A®Il, a6o
noctayasibHuka Adl/BuxigHoro
maTtepiany/peareHTy/npoMiDXXHOrO NPOAYKTY, L0
3acTOCOBYIOTbCA Y BUPOGHMLTBI ADI (AKLO
3a3HauvyeHo y AOChE Ha JlikapcbKuii 3aci6) 3a
Bif,CYTHOCTi cepTudpikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y satBepapkeHOMY
A0CbE, a60 BUPOGHMKA HOBOT ,ONOMDKHOT
PeYOBMHM (AKLLO 3a3HAYEHO Y OCLE) - 3MiHa Ha3BK
BMPOGHMYOI AinbHuLi A®I AMnoguniHy 6ecmnaty,
po3TaiioBaHoi B M. MeHrec, CrioBeHis 3 "Lek
Pharmaceuticals d.d" Ha “Novartis Pharmaceutical
Manufacturing LLC ”. Bupo6Huya AinbHuus Ta BCi
BMPOGHMYI onepadii 3anmwmnnmce 6e3 3MiH. 3miHum |
TNy - AAMiHICTPaTUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Tala6o agpecy MicLisi NpoBaKeHHs
BAifNbHOCTI BUPOGHUKA (BKlOYatoum, 3a
HeoG6XiAHOCTI, MicLie NpoBeAeHHA KOHTPO/IO
fIKOCTi), a60 BNnacHUka mactep-caiina Ha A®Il, a6o
nocradyanbHuka Adl/BuxigHoro
maTtepiany/peareHTy/npoMi>XXHOro NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOGHMLTBI ADI (AKLO
3a3HauvyeHo y A0ChE Ha NikapcbKuii 3aci6) 3a
BifACYTHOCTi cepTudpikata BignoBigHoOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHOMY
A0CbE, a60 BUPOGHMKA HOBOT JONOMDKHOT
PeyYOBMHM (AKLLO 3a3HAYEHO Y 0CLE) - 3MiHa Ha3B
AinbHULU KOHTPOso AkocTi A®| BancapTaH,
posTaloBaHoi B M. MeHrec, CroBeHis 3 "Lek
Pharmaceuticals d.d" Ha “Novartis Pharmaceutical
Manufacturing LLC ”. Bupo6Huya AinbHuusa Ta BCi
BMPOGHMUYI onepadiii 3anmwmnvce 6e3 3MiH. 3MiHu |
TMny - 3MiHK 3 AKocTi. CepTuddikar
BignosigHocTi/TE-cepTuddikaT BignoBigHOCTI
€Bponelicbkili hapmakonei/lMoHorpacdii. MogaHHA
HOBOro abo oHoBeHoro cepTudikara
BifnoBiAHOCTI a60 BUyYeHHs cepTuddikaTta
BignoBigHoCTI EBponeiicbKili hapmakonei: ansa
A®Il; ans BuxigHoro
martepiany/peareHTy/npoMiXXHOro NPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOGHULTBI ADI; ans
[onomiXHOT peyoBuHU (cepTucpikat BignosigHocTi
€Bponeiicbkiii thapmakonei) - OHoBNeHWii
cepTudikar Bif y)xe 3aTBepA)KeHOro BUPOGHUKa -
MopaHHA OHOBNEHOro cepTudikaty BiANoBIAHOCTI ED
CEP 2016-290-Rev 02 (nonepegHs Bepcia CEP R1-
CEP 2016-290-Rev 00) gnsi A®I BancapTaH, y 3B'A3Ky
3i 3MiHOI0 Ha3Bu BUpPo6HMKa Novartis Ringaskiddy
Limited Ha Sterling Pharma Ringaskiddy Limited Ta

OHOBJIEHHS 8A4PECK BUPOOHNYOI AinbHUL Y
BiiNOBIAHOCTI Ao cepTudpikaty GMP 3aTBepmpxeHo




Hassa

97

n/n

JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Novartis Ringaskiddy Limited Ringaskiddy Co. Cork
Ireland 3anponoHosaHo Sterling Pharma Ringaskiddy
Limited Ringaskiddy Cork, PF43 FR63, Ireland. 3miHu |
TUny - 3MiHu 3 AKocTi. CepTuddikar
BignosigHocTI/TE-cepTudikar BignosigHoOCTI
€Bponelicbkiii apmakonei/lmoHorpacdii. MogaHHA
HOBOro abo oHoBJ/ieHOro cepTudikata
BifNoBiAHOCTI a60 BUyYeHHs cepTuddikaTta
BifgnoBigHOCTI EBponelicbkili hapmakonei: ansa
A®Il; ansa BuxigHoro
maTepiany/peareHTy/npomiXHOro NPoAyKTy, Lo
BUKOPUCTOBYIOTbLCA Y BUPOGHULTBI ADI; ans
AONOMIKHOIT peyoBUHU (cepTudpikaT BignoBigHOCTI
€Bponeiicbkiii thapmakonei) - OHoBReHwii
cepTudikar Bifj y)xe 3aTBepPKEHOro BUPOGHUKa -
MoaaHHA OHOBNEHOro cepTudikaty BiANoBIAHOCTI ED
CEP 2008-122-Rev 02 (nonepegHs Bepcia CEP R1-
CEP 2008-122-Rev 01) gns A®l Amnogunivy 6ecmunaty
BiJ BXe 3aTBepkeHoro BupobHuka NOVARTIS
PHARMACEUTICAL MANUFACTURING LLC.
3artBepkeHo R1- CEP 2008-122-Rev 01 Name of
holder LEK PHARMACEUTICALS D.D. Verovskova 57
Slovenia-1526 Ljubljana Annexure 1: Sites of
Manufacture LEK PHARMACEUTICALS D.D.
Kolodvorska 27 Slovenia-1234 Menges
3anponoHoBaHo CEP 2008-122-Rev 02 Details of
Holder: NOVARTIS PHARMA AG Lichtstrasse 35
Switzerland — 4056 Basel Annexure 1: Sites of
Production of the Substance NOVARTIS
PHARMACEUTICAL MANUFACTURING LLC
Kolodvorska cesta 27 Slovenia-1234 Menges.

86.

EMANMNAI®

PO34MH ANA iH'EKLN,
no 15 000 O4/mn,
no 1 mny conakoHi;
no 1 donakoHy B
nauui

TOB "tOpis-
Papm"”

Ykpaina

LeHbsaH CaHLwainH
dapmacstoTikan Ko.,
nTa.

KnTaiicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
3MiHu |l Tuny - 3miHn 3 akocTi. A®I. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOro Matepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuUTBa A®I (CyTTEBA 3MiHA Y
6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BMKOPUCTOBYETHLCA BioNoriYHniA peareHT ans
6ionoriyHoro A®l, a6o ioro 3amiHa). 3MiHu y
MeToAax BUNpobyBaHHA AD|, aHaTiTUYHWIA
MeToz Bu3HaveHHs AHK kniTuHu-xassiiHa 6yno
3MiHeHo 3 meToay ribpugmusaduii 3 IHK-30Ha0M
Ha MeTo/, KifIbKiCHOT MofiMepasHoi NaHLoroBoil
peakuii (kinbkicHa MNJ1P)

3a
peyenmom

UA/15181/01/01

87.

EHANO3NA®
12,5

Tabnetku; no 10
Tabnetok y 6nictepi;
no 2 aéo no 3
6nicTepu B nauyui 3
KapToHY

AT
"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3miHu | TMny - 3miHu 3 skocTi. A®l. KoHTponb
AD| (iHLWi 3MiHW) - BUNYYEHHA BUKTAAEHHS ONnUCYy
MEeTOAMNKM BU3HAUYeHHA MBY B aHaNiTUYHNX
meTtogax AT «Papmak» Ha ADI|
rigpoxnopoTtia3ung Bupo6Hrka Changzhou
Pharmaceutical Factory, Kutaii. 3miHu | Tuny -

3MiHM 3 sikocTi. A®I. KoHTponb A®I. 3miHa y

3a
peyerimom

UA/0702/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
napameTpax crneuudikauiii Ta/abo gonycTuMmx

MeX, BU3Ha4YeHux y cneumadikauisx Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|

(BMNYyYEHHSI HE3HAYHOTO MOKa3HKKa SKOCTI
(Hanpuknag BUIyYeHHs 3aCTapinoro nokasHuka))
- BUNYYEHHS1 HE3HAYHOTO NoKa3HVKa SKOCTI
«Po34MHHICTb» 3i cneundikaLii Ta aHaNTUYHUX
MeToguk AT «dapmak» Ha AdI
rigpoxnopoTiasug Bupo6Huka Changzhou
Pharmaceutical Factory, Kutaii. 3miHu | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeToAax BUNpobyBaHHs AD| abo BMXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BUNPOOYBaHHS) - HE3HAYHI 3MiHU A0
aHaniTMYHNX MetToank AT «Papmak» 3a
nokasHukoMm «laeHtudikauis» Ha API
rigpoxnopoTtia3ng BupobHrka Changzhou
Pharmaceutical Factory, Kutaii. 3minu | Trny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/MoHorpadii. 3MiHW, NoB'a3aHi 3
HeoOXiJHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo €sponeiicbkoi
thapmakonei, abo iHWOoT HalioHaNbHOT
hapmakonei gepxasun €C (iHLi 3MiHN) -
npvBeAeHHA MeToaukn AT «dapmak» 3a
nokasHukom «KinbkicHe BU3HaueHHs» Ha Ad|
rigpoxnopoTiasug Bupo6Huka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*.

3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHas1bHOI thapmakonei aepxasun €C (iHLWi
3MiHW) - NpuBeAeHHA MeToankn AT «dapmak»
3a NokasHWKoMm «Xnopuaun» Ha APl
rigpoxnopoTiasung supobHuka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi

HauioHasibHOI hapmakonel gepxasun €C (iHwWi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3MiHW) - NpuBeAeHHA MeToankn AT «dapmak»
3a NoKasHWKoMm «CynpoBifHi AOMiLIKU» Ha API
rigpoxnopoTiasung sBupobHuka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*
88. | EHANO3NA® | Tabnetku no 10 AT Ykpaina AT "dapmax” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5568/01/01
25 Tabnetok y 6nictepi; "®apmak” 3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb peyenmom

no 2 a6o 3 6nictepu
y nauuj 3 KapToHy

A®I (iHWi 3MiHM) BUTYYEHHS BUKTAAEHHS onucy
MEeTOAMNKM BU3HAUYeHHA MBY B aHaniTU4HNX
MeTogax AT «Papmak» Ha Ad|
rigpoxnopoTiasug Bupo6Huka Changzhou
Pharmaceutical Factory, Kutaii
3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMUX MeX, BU3HaAYeHUX Yy cnevumdikaisax
Ha A®l, abo BMXifHWA/NPOMDKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BupobHuLTBa APl (BUTYUYEHHS
HEe3Ha4YHOro MoKasHuKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro NokasHuka)), BUyYeHHs
He3HaYyHOro NokasHuKa SIKOCTi «PO3UYMHHICTb» 3i
cneuudikauii Ta aHaniTMYHUX metoank AT
«®apmak» Ha A®I rigpoxopoTia3ng BUPobHUKa
Changzhou Pharmaceutical Factory, Kutaii.
3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb
A®l. 3miHa y meTogax BunpobyBaHHsA Ad|l abo
BUXIAHOrO MaTepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa A®| (He3HauHi 3MiHW Y
3aTBEPMXEHNX METOAAX BUNPOGYBaHHS),
He3HauHi 3MiHM 40 aHaNiTUYHNX MeToanK AT
«®apmMak» 3a NoKasHUKOM «laeHTudikayis» Ha
A®I rigpoxnopoTiasug BupobHrka Changzhou
Pharmaceutical Factory, Kutaii. 3miHu | Tuny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiZHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi
thapmakonei, abo iHWOoT HalioHaNbHOT
thapmakonei aepxasu €C (iHWi 3MiHN),
npvBefeHHA MeToankn AT «dapmak» 3a
nokasHukom «KinbkicHe BU3HaueHHs» Ha Ad|
rigpoxnopoTiasug Bupo6Huka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*.
3MiHn | TUnYy - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

HaujioHasTbHOI thapmakonei gepxasu EC (iHwWi
3MiHW), NpuBeAEeHHS MeToankn AT «dapmak» 3a
nokasHukom «CynpoBifHi AOMiLLKM» Ha Ad|
rigpoxnopoTiasug Bupo6Hrka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHas1bHOI thapmakonei aepxasun €C (iHLWi
3MiHW) NpuBeAeHHA MeToaukn AT «dapmak» 3a
nokasHUKom «Xnopunaun» Ha A®I
rigpoxnopoTiasung supobHuka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*

89.

EHANO3NA®
DOPTE

Tabnetku; no 10
TabneTtok y 6nictepi;
no 2 a6o 3 6nictepu
B Nauylj 3 KapToHY

AT
"®apmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb
A®| (iHWi 3MiHW), BUNYYEHHSA BUKNALAEHHS OnNncy
MEeTOAMNKM BU3HaYeHHA MBY B aHaniTUYHNX
MeTogax AT «Papmak» Ha Ad|
rigpoxnopoTiasug Bupo6Huka Changzhou
Pharmaceutical Factory, Kutaii. 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHux y cneumadikauisax Ha A®l, abo
BUXIAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BuUpobHuutea Ad|
(BMNYyYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpvknag, BUNy4YeHHs 3actapisnioro
MOKa3HMKa)), BUNYYEHHSI HE3HAYHOrO NoKasHVKa
SIKOCTi «PO3UMHHICTb» 3i cneymdikauii Ta
aHaniTMyHnx metoauk AT «dapmak» Ha Ad|
rigpoxnopoTiasug Bupo6Huka Changzhou
Pharmaceutical Factory, Kutaii.
3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb
A®I. 3miHa y meTogax BunpobyBaHHs Ad|l abo
BUXIAHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®| (He3HauHi 3MiHW Y
3aTBEPMXEHNX METOAAX BUNPOGYBaHHS)
He3HauHi 3MiHV 40 aHaNiTUYHNX MeToanK AT
«®apmMak» 3a NoKasHUKOM «laeHTudikayis» Ha
A®I rigpoxnopoTtiasug BupobHrka Changzhou
Pharmaceutical Factory, Kutaii. 3miHu | Tuny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo Esponeiicbkoi

3a
peyenmom

UA/0702/01/02
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MeHbdIEKYEPIHT

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
thapmakonei, abo iHWOoT HalioHaNbHOT
hapmakonei gepxasu €C (iHLWi 3MiHN),
npueefeHHA MeToaukn AT «dapmak» 3a
nokasHKoM «KinbKicHe BU3HaueHHs» Ha AdI
rigpoxnopoTtiasng BupobHrka Changzhou
Pharmaceutical Factory, Kutaii o Bumor EP*.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BigNoBigHICTb A0 MoHorpadii 4PY a6o
€Bponelicbkoi thapmakonei, abo iHLWofl
HaujioHasIbHOI thapmakonei gepxasu EC (iHwWi
3MiHW), NpuBeAEeHHS MeToankn AT «dapmak» 3a
nokKasHukom «CynpoBifHi AOMiLLKM» Ha AdI
rigpoxnopoTiasug Bupo6Hrka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHas1bHOI thapmakonei aepxasun €C (iHwWi
3MiHW) NpuBeAeHHSA MeToaukn AT «dapmak» 3a
nokasHuKom «Xnopuaun» Ha A®I
rigpoxnopoTiasung sBupobHuka Changzhou
Pharmaceutical Factory, Kutaii go Bumor EP*
90. | ENIPYBIUVH PO34UH OS5 iH'EKLiA, Mepak HimeuunHa BTopvHHe HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/10941/01/01
MEAAK 2 mr/mn, no 5 mn, lesenbwady nakyBaHHs, Yecbka 3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
abo no 10 mn, abo T dhrop MapKyBaHHs, Pecny6nika nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
no 25 mn, a6o no 50 KniHiwe KOHTPONb Ta BUMYCK BMNPO6YBaHb ab0 AONYCTUMUX MEX,
mn, abo no 100 mny | Lneuiansnp cepii: Megak BCTAHOB/IEHVX Y cneundikauisx, nig vac
chnakoHi; no 1 enapaTte l'e3enbliadt dorop BVMPOGHMLTBA rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
hnakoHy B KOPOOL M6X KNiHiwe 3MiHM) - He3HauHi 3MiHM B aHaNiTUYHI meToauLi
LWneujanbnpenapat Y®-cnekTpochoTomMeTpii AN15 KifIbKiCHOTo
e M6X, HimeuyuunHa; BM3HAYEHHS Nig, yac BUpo6HMUTBa J/13. HesHauHi
Bupo6bHnuTBO "in peaakLiiHi 3MiHK
bulk", nakyBaHHs,
MapKyBaHHS Ta
KOHTPO/b cepii:
OHkoTek Papma
MpogakwH M6X,
HimeuunHa;
Brpo6HMuTBO "in
bulk", nakyBaHHs,
MapKyBaHHS Ta
KOHTpPOb cepii:
OHkomep
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
a.c., Yecbka
Pecny6nika
91. | EPBITYKC pO3unH Ns iHQys3il, Mepk tOpon | Higepnangu BVMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a He UA/13055/01/01
5 mr/mn; no 20 mn B.B. roToBOro ITanis 3MiHu |l TUny - 3MiHK Woao peyenmom | niossi2ae
a6o no 100 mny nikapcbkoro 3acoby, 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
CKNSAHOMY (p/1aKOHi; nepBuHHE Ta 3MiHM Y KOPOTKIli XapaKTepuCTULLi Nikapcbkoro
no 1 donakoHy y BTOPUHHE 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
KapTOHHIA KOpo6L nakyBaHHs1, MeAMYHOr0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
MapKyBaHHS, JaHVMK 3 SKOCTI, AOKNIHIYHUMMW, KIHIYHUMYN
KOHTPO/1b SIKOCTi Ta AaHuMKN Ta faHvmn 3 hapmakoHarnsgy. 3miHu
BUMYyCK cepili: BHECEHO A0 IHCTPYKUii ANa MefuyHoro
Mepk Xenckea 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
KlraA, HivmeuuunHa; "®apmakonoriyHi BnactmsocTi”, "OcobmBocTi
KOHTPO/Ib SIKOCTI: 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta 031",
Mepk CepoHo "MNepepo3yBaHHA".
C.n.A., ITanis BBefeHHs1 3MiH NpoTArom 6-T1 MicAuUiB micns
3aTBepKeHHs. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro nocBigYeHHs,
BKtOYaroun MnaH ynpasniHHA py3nkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
noAasibLIOro 06I'PYHTYBaHHS HOBUMM
[04aTKOBUM AaHVMK, L0 MatoTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OL|iHKA KOMNETEHTHUM OpPraHoMm).
3asBHUKOM HafaHO OHOBMEHWIA MNnaH
ynpas/iHHA pusnkamy Bepcis 21.0. 3miHn
BHECEHO [0 YacTuH | «3aranbHa iHhopmavis», I
«Cneuudikauis 3 6esnekn» (Mogyni SVII, SVII),
Il «MnaH 3 chapmakoHarnsagy», V «3axoam 3
MiHimi3aLii pusmnki», VI «Pe3tome nnaHy
ynpaBiHHA pU3nMKamMus», BigNoBIigHO 40 aHanily
PO3B, (ki oxonntooTb nepiogy 3 01.10.17 no
30.09.20 Ta 3 01.10.20 no 30.09.23), Ha nigcTasi
NiATBEPIKEHHS 3aTBEPAXKEHHS 3MiH B KpaiHi
BMpO6HMKa. Pestome MYP Bepcis 21.0
[oAa€eTbes.
92. | ECNA- Tabnetku no 2,5 mr Ecnapma HimeuunHa Ninpodhapm M6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17004/01/01
TUBON® no 28 Tabnetok y v6X 3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom

6nictepi; no 1
6nictepy B
KapTOHHI KopoobLi

nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS roTOBOTIO NiKapCbKOro 3acoby
(iHWi 3miHW y MeTofax BMNpobyBaHb
(BKKOYAOUM 3aMiHy ab0 AOMNOBHEHHS)). 3MiHa Y
mMeToai BEPX ans BU3HaYeHHs PO3UYMHEHHS.
3MiHa BHOCUTLCA [/19 BUNPaB/EHHS
NMOMW/IKOBOTO 3a3Ha4yeHHs1 XxpomarorpadivuHol
KOMOHKN 719 NPOBEEHHA BUNPOGYBaHHS.
3arBepaxeHo: Ymosu cuctemn HPLC KonoHka:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Kinetex C18 100 A; 150 x 3,0 MM, 2,6 MKM
(Phenomenex) (abo nojibHa KOMoHKa).
3anponoHoBaHo: YMoBu cuctemn HPLC
KonoHka: Kinetex C18 100 A; 150 x 4,6 mm, 2,6
MkM (Phenomenex) (abo nogibHa KO10HKA)
93. | ECMEPOKT MOPOLLIOK Ta A/T HoBso [JaHis BiANoOBiga/IbHUI 3a [Oanis/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a UA/20398/01/01
PO34YMHHVK ANS Hopgick BUMYyCK cepil HimeuunHa 3MiHu | TURY - 3MiHK WoAao peyenmom
PO34UHY ON15 iH'EKUIA roToBOro 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.

no 500 MO; 1
dhnakoH 3 NOPOLLKOM
Yy KOMMNAEKTi 3
po3unHHMKOM (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepeAHbL0
HarnoBHEHOMY
wnpmui Ne 1,
nepexigHuKom ans
dhnakoHa Ta LLITOKOM
NOPLLHSA B KAPTOHHIi
Kopobui

nikapcbkoro 3acoby:
A/T Hoso Hopagick,
[aHis;
NpUroTyBaHHs,
PO3/I1B Y NepBUHHE
nakyBaHHs1,
nioghinisauis Ta
nepesipka rotoBoro
niKapcbkoro 3acoby,
KOHTPO/Ib SKOCTI
(mikpobionoriyHi
TecTu) roToBOro
nikapcbkoro 3acooy,
[0AaBaHHSA LWKan
[0 wnpuua ana
BBE/EHHS,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs FOTOBOrO
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[NaHis;
NpUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs1,
niodghinizauis Ta
nepes.ipka rotToBoro
nikapcbkoro 3acooy,
KOHTPO/b AKOCTI
(mikpo6ionoriyHi
TecTn) roToBoro
nikapcbkoro 3aco6y:
A/T Hoso Hopgick,
[JaHis; BUpobHNLTBO
PO3YMHHYKA:
BUPOGHULTBO
(npuroTyBaHHs,
po3/uB, Nepes.ipka,
KOMMNnekTawis,
MapKyBaHHs Ta
nakyBaHHS
Hepo3dacoBaHoro

3MiHa yacToTu Ta/abo TepMiHiB NogaHHs
perynspHo OHOBJ/THOBaHUX 3BITIB 3 6e3neku
nNiKapcbknx 3acobiB - 3MiHW Y YacToTi Ta gatax
NOAAHHSA PerynsipHO OHOBJ/HOBAHOTO 3BITY 3
6e3neku.

[itova pepakuis: Yactota nogaHHa perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neku 1 pik. KiHuesa
pata onsa BkoYeHHs gaHux go PO36 -
19.06.2024 p. flata nogaHHA - 28.08.2024 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3
poku. KiHueBa aata Ans BKIOYEHHSA JaHnX A0
PO3B - 19.06.2027 p. flaTa nofaHHsA -
17.09.2027 p. PekomeHgoBaHoO A0
3aTBEePKEHHA BIANOBIAHO A0 NEPIOANYHOCTI
noJaHHs peryasipHO OHOB/IOBAHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
npoaykTy): BeTTep
Papma-depTiryHr
vM6X yHa Ko. KT,
HimeyunHa
94. | ECMNEPOKT NOpPOLLOK Ta A/T Hoso [JaHis BiANoBiganbHUii 3a [Oanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20398/01/02
PO3YMHHWK ANA Hopgick BUMYCK cepil HimeuunHa 3MiHn | TURY - 3MiHN WoAao peyenmom
PO34nHYy A5 iH'EKUINA roToBOro 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

no 1000 MO ; 1
h/1aKOH 3 MOPOLLKOM
Yy KOMMN/IeKTi 3
po34mHHMKOM (0,9%
pO34nH HaTpilo
xnopvagy) no 4 mny
nonepegHLo
HarnoBHEHOMY
wnpuui Ne 1,
nepexigHvkom ans
onakoHa Ta LUTOKOM
MOPLUHSA B KAPTOHHIl
Kopobui

NiKapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis;
NpUroTyBaHHs,
pO3NvB y NEpPBUHHE
nakyBaHHs,
niocpinizauyia Ta
nepesipkKa roToBoro
nikapcbkoro 3acoby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
TecTu) roToBoro
nikapcbkoro 3acoby,
O0faBaHHs WKam
[0 wnpuua ans
BBE/EHHS,
MapKyBaHHs Ta
BTOPVIHHE
nakyBaHHs rOTOBOr0O
nikapcbkoro 3acoby:
A/T Hoso Hopagick,
[aHis;
NpUroTyBaHHs,
PO3/I1B Y NepBUHHE
nakyBaHHs1,
nioghinisauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/Ib SKOCTI
(mikpobionoriyHi
TecTu) roToBOro
nikapcbkoro 3acoby:
A/T Hoso Hopagick,
[aHis; BUpO6HULTBO
PO3UYMHHYIKA:
BVMPOGHMLTBO
(npurotyBaHHs,
po3nuBe, Nepesipka,
KOMMNeKTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3dacoBaHoro
npoAaykTy): BeTTep

3MiHa YacToTu Ta/abo TepMiHiB NogaHHsA
perynisipHoO OHOBJIHOBaHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobiB - 3MiHK y YacToTi Ta gaTtax
noAaHHA perynsipHo OHOB/IHOBAHOTO 3BITY 3
6esneku.

[itova pepakuis: Yactota nofaHHA perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3nekun 1 pik. KiHueBa
fara ans BKioveHHA aaHunx go PO36 -
19.06.2024 p. faTa nofaHHs - 28.08.2024 p.
MponoHoBaHa peaakuis: YactoTa nogaHHs
PerynisipHoO OHOBJIHOBAHOTO 3BIiTy 3 6e3nekn 3
poku. KiHueBa aata Ans BKIOYEHHS JaHnX A0
PO3b - 19.06.2027 p. laTa nofaHHs -
17.09.2027 p. PekomeHao0BaHO A0
3aTBEpAKEHHS BiANOBIAHO A0 NepiogNYHOCTI
nofAaHHA perynsipHO OHOB/IOBaHUX 3BITIB 3
6e3nekun nikapcbknx 3acobis y €EC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
dapma-depTiryHr
'm6X yHa Ko. KT,
HimeuunHa
95. | ECMEPOKT MOPOLLIOK Ta A/T HoBo [OaHis BignoBigasibHWi 3a Oanis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/20398/01/03
PO3YMHHUK AN Hopgaick BMNyCK cepil HimeuunHa 3MiHu | TMNY - 3MiHK Woa0 peuenmom
PO3UnNHYy A5 iH'EKUIA roToBOro 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.

no 1500 MO; 1
dh1akoH 3 NOPOLLKOM
y KOMMNEeKTi 3
po3unHHMKOM (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepegHL0
HarnoBHEHOMY
wnpunyi Ne 1,
nepexigHvkom gns
dhnakoHa Ta LLUITOKOM
MOPLUHSA B KAPTOHHIM
Kopobui

nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[NaHis;
NpUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs1,
niodghinizauis Ta
nepes.ipka rotoBoro
nikapcbkoro 3acooy,
KOHTPO/b AKOCTI
(mikpo6ionoriyHi
TecTn) roToBoro
nikapcbkoro 3acoby,
[0AaBaHHA LWKan
[0 wnpuua ans
BBe/leHHS,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS rOTOBOrO
NiKapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis;
NpUroTyBaHHs,
pO3NvB y NEpPBUHHE
nakyBaHHs,
niocpinizayia Ta
nepesipkKa roToBoro
nikapcbkoro 3acoby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
TecTu) roToBoro
NiKapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpobHNLTBO
PO3YMHHYKA:
BVMPOGHMLTBO
(npuroTyBaHHs,
po3/MB, NepeBipka,
KOMMekTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3cacosaHoro
npoaykTy): BeTTep
Papma-PepTiryHr

3MiHa YacToTu Ta/abo TepMiHiB nogaHHsA
perynsipHO OHOBJIHOBaHWX 3BITIB 3 6e3neku
nikapcbkunx 3acobiB - 3MiHW y yacToTi Ta gartax
nofaHHA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6esneku.

[itova pepakuin: Yactota nogaHHsA perynsipHo
OHOB/IHOBAHOTO 3BiTY 3 6e3nekn 1 pik. KiHueBa
para ans BkNoYeHHs gaHux o PO36 -
19.06.2024 p. lata nogaHHs - 28.08.2024 p.
MponoHoBaHa pegakuis: YactoTa nogaHHs
perynsipHoO OHOB/IOBAHOrO 3BiTy 3 6e3nekn 3
poku. KiHueBa gata A5 BKIKYEHHA AaHWX A0
PO3B - 19.06.2027 p. faTa nogaHHsA -
17.09.2027 p. PekomeHaoBaHo A0
3aTBEPAKEHHS BIANOBIAHO A0 NEPIOANYHOCTI
nofAaHHA PerynsipHO OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
vM6X yHa Ko. KT,
HimeuunHa
96. | ECMEPOKT MOPOLLIOK Ta A/T HoBso [JaHis BiANoBiga/IbHUI 3a [Janis/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a UA/20398/01/04
PO3YMHHVK ANS Hopgick BUMYyCK cepil HimeuunHa 3MiHu | TURY - 3MiHK WoAao peyenmom
PO34UHY ON15 iH'EKUIA roToBOro 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.

no 2000 MO; 1
dhnakoH 3 NOPOLLKOM
Yy KOMMNAEKTi 3
po3unHHMKOM (0,9%
pO34MH HaTpito
xnopugy) no 4 mny
nonepeAHbL0
HarnoBHEHOMY
wnpmui Ne 1,
nepexigHuKom ans
dhnakoHa Ta LLITOKOM
NOPLLHSA B KAPTOHHIi
Kopobui

nikapcbkoro 3acoby:
A/T Hoso Hopagick,
[aHis;
NpUroTyBaHHs,
PO3/I1B Y NepBUHHE
nakyBaHHs1,
nioghinisauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/b SKOCTI
(mikpobionoriyHi
TecTu) roToBOro
nikapcbkoro 3acooy,
[0AaBaHHSA LWKan
[0 wnpuua ana
BBE/EHHS,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs rOTOBOr0
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[NaHis;
NpUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs1,
niodghinizauis Ta
nepes.ipka rotoBoro
nikapcbkoro 3acooy,
KOHTPO/b AKOCTI
(mikpo6ionoriyHi
TecTn) roToBoro
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[JaHis; BUpobHNLTBO
PO3YMHHYKA:
BUPOGHULTBO
(npuroTyBaHHs,
po3/uB, Nepes.ipka,
KOMMNnekTawis,
MapKyBaHHs Ta
nakyBaHHSs
Hepo3ghacoBaHOro
npoaykTy): Bettep
Papma-depTiryHr
"v6X yHa Ko. KT,

3MiHa yacToTu Ta/abo TepMiHiB NogaHHs
perynspHoO OHOBJ/THOBaHUX 3BITIB 3 6e3neku
nNiKapcbknx 3acobiB - 3MiHW Y YacToTi Ta gatax
NOAAHHS PerynsipHO OHOBJ/IOBAHOTO 3BITY 3
6e3neku.

[itova pepakuis: Yactota nogaHHa perynspHo
OHOB/IHOBAHOIO 3BiTY 3 6e3neku 1 pik. KiHuesa
pata onsa BkoYeHHs gaHux go PO36 -
19.06.2024 p. flata nogaHHA - 28.08.2024 p.
MponoHoBaHa pepgakuis: Yactota nogaHHs
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3
poku. KiHueBa aata Ans BKIOYEHHSA JaHNX A0
PO3B - 19.06.2027 p. flaTa nofaHHsA -
17.09.2027 p. PekomeHgoBaHo A0
3aTBEPKEHHA BIANOBIAHO A0 NEPIOANYHOCTI
noJaHHs peryasipHO OHOB/IOBAHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
HimeyunHa
97. | ECMEPOKT NOpPOLLOK Ta A/T Hoso [JaHis BiANoBiganbHUii 3a [Oanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20398/01/05
PO3YMHHUK AN Hopgick BUMYCK cepil HimeuunHa 3MiHn | TURY - 3MiHN WoAao peyenmom
pO34nHYy A5 iH'EKUINA roToBOro 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.

no 3000 MO; 1
h/1aKOH 3 MOPOLLKOM
Yy KOMMN/IeKTi 3
po34mHHMKOM (0,9%
pO34nH HaTpilo
xnopvagy) no 4 mny
nonepegHLo
HarnoBHEHOMY
wnpuui Ne 1,
nepexigHvkom ans
onakoHa Ta LUTOKOM
MOPLUHSA B KAPTOHHIl
Kopobui

NiKapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis;
NpUroTyBaHHs,
pO3NvB y NepPBUHHE
nakyBaHHs,
niocpinizayia ta
nepesipka roToBoro
nikapcbkoro 3acoby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
TecTu) roToBoro
niKapcbkoro 3acoby,
O0faBaHHs WKam
[0 wnpuua gns
BBE/EHHS,
MapKyBaHHs Ta
BTOPVIHHE
nakyBaHHs rOTOBOr0O
nikapcbkoro 3acoby:
A/T Hoso Hopagick,
[aHis;
NpUroTyBaHHs,
PO3/I1B Y NepBUHHE
nakyBaHHs1,
nioghinisauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/b SKOCTI
(mikpobionoriyHi
TecTu) roToBoro
nikapcbkoro 3acoby:
A/T Hoso Hopagick,
[aHis; BUpo6HULTBO
PO3UYMHHYIKA:
BVPOGHMLTBO
(npurotyBaHHs,
po3nuBe, Nepesipka,
KOMMNeKTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3dacoBaHoro
npoaykTy): BeTTep
Papma-depTiryHr
vM6X yHa Ko. KT,
HimeuunHa

3MiHa YacToTh Ta/abo TepMiHiB NogaHHsA
perynisipHoO OHOBJIHOBaHMX 3BITIB 3 6e3nekn
nikapcbKknx 3acobiB - 3MiHK y YacToTi Ta gaTtax
nofAaHHA perynsipHo OHOB/IHOBAHOTO 3BITY 3
6esneku.

[itova pepakuis: Yactota nofaHHa perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3nekn 1 pik. KiHuesa
fara ans BKioveHHA aaHunx go PO3B6 -
19.06.2024 p. faTa nofaHHs - 28.08.2024 p.
MponoHoBaHa peaakuis: YactoTa nogaHHs
perynisipHoO OHOBJIHOBAHOTO 3BTy 3 6e3nekn 3
poku. KiHueBa aata Ans BKIOYEHHSA JaHnX A0
PO3b - 19.06.2027 p. jaTa nofaHHs -
17.09.2027 p. PekomeHaoBaHO A0
3aTBEpAKEHHS BiANOBIAHO A0 NepiogNYHOCTI
nofAaHHA perynsipHo OHOB/IOBaHUX 3BITIB 3
6e3nekun nikapcbknx 3acobis y €EC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
98. | ECCEHUIAN kancysv no 300 mr; TOB YkpaiHa BMPOGHMLITBO, HimeuunHa/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/8682/01/01
€E® ®OPTEH | Ne 30 (10x3): no 10 "Onenna nepBrHHe Ta MonbLa 3MiHu | TUNY - 3MiHK Woa0 peuyenma
Kancyny 6nictepi, Xenckea BTOPUHHE 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
no 3 6nictepu y YkpaiHa" nakyBaHHs1, (iHLWIi 3MiHK) - 3MiHV BHECEHO B TEKCT
KapTOHHI KopobLyj; KOHTPONb Ta BUMYCK MapKyBaHHA BTOPUHHOT (NyHKTY 3, 16) ynakoBku
Ne 90 (10x9): no 10 cepiit: Ei. nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH
kancyn y 6nictepi, HatTepmaHH eHg, npoTsArom 6 micsLiB nicns 3aTBepaKeHHs
no 9 6nictepiB y Caiii. Fm6X,
KapTOHHI KopobLyj; HimeuunHa,;
Ne 100 (10x10): no nepBUHHE Ta
10 kancyny BTOPUHHE
6nicTepi, no 10 naxkyBaHHs, BUNYCK
6nictepiB y cepiii: Onenna
KapTOHHilA KopooLi Xenckea MonaHg
Cn. 3 0.0., MosnbLya
99. | ETAM3WU/AT | po3uuH ANns iH'ekuji TOBAPUCT YkpaiHa KOHTPO/Ib SKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/5470/01/01
12,5%; no2mn B BO 3 BMNYCK cepil: 3MiHn | TURY - 3MiHK 3 SIKOCTi. FOTOBWMIA peuenmom
amnyni; no 10 amnyn | OBMEXXEH ToBapucTBO 3 nikapcbkuii 3aci6. KOHTponb roToBoro
y nauui 3 KapTOHy; (e]}0) 0bMexeHot nikapcbKoro 3acoby. 3MiHa napameTpis
no 2 M B amny’ii; BIANOBIOA BiANOBIA&/IbHICTIO cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
no 10 amnyny NBHICTHIO "[locnigHwin 3asof nikapcbKoro 3acoby (iHwi 3miHM) - CynyTHS 3MiHa
6nicTepi; no 1 "KOPIMOPA "THUNC", YkpaiHa; - 3MiHM 3 SKOCTi. [0TOBMIA NiKapcbkuid 3aci6.
6nictepy y nauui 3 LA BCi cTagii KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
KapTOHy; No 2 MN1 B "340POB A BMPOGHMLITBA, MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
amnyni; no 5 amnyn " KOHTPO/Ib SKOCTI, 3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
y 6nicTepi; no 2 BMNYCK cepil: (BKtOYaKOUM 3aMiHy ab0 [ONOBHEHHS)) - 3MiHa Y
6nicTepn y nauuj 3 ToBapucTBoO 3 cneuudikaLii 3a nokasHMKoM «CynpoBigHi
KapTOHY 0bMexeHoto JOMiLKn». HopMmyBaHHs Aomilwok gna MNN3
BiANOBIA&/IbHICTIO NPMBOAMTLCA Y BiANOBIAHICTL 40 HOPMYBaHHS
"®apmMaveBTnyHa [JOMILLIOK A4N15 Aito4oi pevoBrHN ETamsmnar;
KoMnaHis BBE/}eHO HOPMYBaHHS CyMN JOMILLIOK. 3amiHa
"380poB'a”, YkpaiHa; aHasliTUYHOrO METOAY BU3HAYEHHSI CYNPOBIAHUX
BCi cTagil [OOMILLIOK: 3aMiCTb TOHKOLLAPOBOI Xxpomatorpadii
BMPOGHMLITBA, BM3HA4YEHHS NPOBOASATL MeTogoM BEPX. 3miHu |
KOHTPO/1b SIKOCTI: TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
AKLjiOHepHe 3aci6. KOHTpO/1b FOTOBOrO NikapcbKoro 3acooy.
TOBapUCTBO 3MiHa y MeTofax BUNPobyBaHHS rOTOBOrO
"Tanuucpapm”, nikapcbKoro 3acoby (He3HayHa 3miHa y
Ykpaina 3aTBEPMKEHNX MeToAax BUNPobyBaHHS) -

HopmyBaHHS KiNbKiCHOTO BU3HAaYEeHHS
eTam3unary B po3gini «Metoam KOHTPOsO
AKOCTi» NPUBELEHO Y BiANOBIAHICTb A0
HOPMYBaHHS KifIbKiCHOrO BU3HAYEHHS
eTam3nnary y 3aTBepixkeHomy po3gini
«Cneuudpikauisi» MKSA nikapcbkoro 3acoby.
MeToauka BU3HAYEHHS 3a MOKa3HUKOM
3a/mLeHa 6e3 3MiH.
3arBepokeHo: 12. KinbkicHe BU3HaYeHHs 12.1.
Etamsunat Bmict CLOH17NOS5S (eTam3unarty) y
1 mn npenapaTy NoBUMHeEH 6yTu Big 119 mr Ao
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

131 mr. 3anponoHoBaHo: 12. KinbkicHe
BM3HayeHHs 12.1. Etam3unar BmicT
C10H17NOS5S (etam3unary) B 1 mn npenaparty
mae 6yTu: - Ha MOMEHT Bunycky: Big 119,0 mr go
131,0 wmr; - B npoveci 36epiraHHA: Big 119,0 mr
00 131,0 mr

100.

€BPO3UAVM

MOPOLUOK A5
iH'ekuii no 1,0 r no
1 a60 10 chnakoHis 3
MOPOLUKOM Y
KapTOHHIlA KOpooLi

€Bpo
Naiidokep
nrp,

Benuka
BpuTaHis

EiCiEc Jo6dap
C.IM.A.

ITanis

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
TexHiuyHa nomwuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460), BunpaBneHHA TEXHIYHOT
nomuskn y posgini «Cknag» MKA 13 BignosigHo
[0 3aTBEPKEHOro y MaTepianax
peecTpavyinHoro gocbe ceptudikara
BignosigHocTi €EP Ne R1-CEP 2002-069 - Rev
07, a came: B Ha3Bi BUPOOHMKA Ait04OT PeYOBUHU
OB GYKBU nepensiyTaHo MicusiMu.
3arBepmkeHo: Hamni Fine Chemical Co., Ltd.,
Kopes;
3anponoHoBaHo: Hanmi Fine Chemical Co., Ltd.,
Kopes.

3a
peyenmom

UA/14073/01/01

101.

30KCI

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, MO 250
Mmr, no 3 TabneTkn y
6nictepi; no 1 abo
no 2 6nictepu y
naJi 3 KapToHy

OPIrAHOCU
H
NAVIGCAEH
CU3 (E®
3ET 1)

OAE

EBepTomKeH flaiich
CaeHcus fimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/LHOI 3a 34iiCHEHHA (papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
po3MilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHMKA, BiANOBIAAIbHOI 3a
hapmakoHarnsag.

[Oitova pepakuis: a-p Awy fiin Wapma.
MponoHoBaHa pegakuis: LLnHkapeHko Sllogmuna
HOpiiBHA. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOBAXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.

3a
peyenmom

UA/17229/01/01

102.

30KCI

TabneTku, BKpUTI
NiBKOBOO
o060n10Hkoto, no 500
Mr, no 3 TabneTkn y
6nictepi; no 1 abo
no 2 6nictepn 'y
naJi 3 KapToHy

OPTAHOCU
H
NANPCAEH
Cu3 (E®
3ET)

OAE

EBepTomkeH faiich
CaeHcus fimiteq

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHN LWoAo
6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy.
BBeeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (sBefeHHs
y3ara/ibHeHNX JaHnx npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiiNOBiAA/IbHOT 3a 3[iICHEHHS

3a
peyenmom

UA/17229/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ YNOBHOBaXeEHOI 0CO6M,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHMKA, BiANOBIAA/IBHOI 38
thapmakoHarnsag.

[Oitova pepakuisn: a-p Awy fiin Wapma.
MponoHoBaHa pepgakuis: LUnHkapeHko Sliogmuna
HOpiiBHa. 3MiHa KOHTaKTHMX AaHUX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg,.

103.

IBIKAPA® A

Tabnetku no 40 mr/5
Mr; Mo 7 TabneTok B
antoMiHiEBOMY
6nicTepi, no 2 abo 4
6nictepu y
KapTOHHI Kopobui

OPrAHOCW
H
NAVSCAEH
CU3 (E®
3ET)

OAE

EBepTomKeH Maiich
CaeHcus Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 3AiAICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M,
BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOUM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXXeHOi
0cobu 3as1BHMKA, BiANOBiAaIbHOT 3a
thapmakoHarnag,. fivoua pegakuis: g-p Awy Aijin
LLlapma. MponoHoBaHa pefakuis: LLnHkapeHko
NMogmuna KOpiiBHa. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBiga/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/16928/01/01

104.

IBIKAPA® A

Tabnetku no 80 mr/5
Mr; o 7 TabneTok B
aNIOMIHIEBOMY
6nictepi, no 2 a6o 4
6nictepn y
KapTOHHI KopoobLi

OPIrAHOCU
H
NAVIGCAEH
CU3 (E®
3ET 1)

OAE

EBepTomKeH flaiich
CaeHcus fliviteq,

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0co6H,
BiANOBIAANILHOI 32 34iiCHEHHSA dapmakoHarnsgy

3a
peuyenmom

UA/16928/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3miHa ynosHOBaXeHoi
0Cco6u 3asiBHMKA, BignoBiga/IbHOT 3a
thapmakoHarnag. ditoya pegakuis: a-p Awy Aiin
Lapma. MponoHoBaHa pefakuis: LLinHkapeHko
NMogmuna KOpiiBHa. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
Bif4NoBiAa/IbHOI 32 dhapmakoHarnsg

105.

IBIKAPA® A

Tabnetkn no 80
Mr/10 mr; no 7
TabneTok B
anoMiHiEBOMY
6nictepi, no 2 a6o 4
6nictepn y
KapTOHHIA Kopoo6Li

OPrAHOCW
H
NAVISCAEH
CU3 (E®
3ET)

OAE

EBepTomKeH Maiich
CaeHcus Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoAa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmMakoHarnagy B YKpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0Co6M,
BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOUM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXXeHOi
0cobu 3as1BHMKA, BiANOBIAaIbHOT 3a
thapmakoHarnag,. [ivoua pegakuis: g-p Awy Aijin
LLlapma. MponoHoBaHa pefakyis: LLnHkapeHko
NMogmuna KOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BignoBiga/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/16928/01/04

106.

IBIKAPA® A

Tabnetku no 40
mr/10 mr; no 7
Tabnetok B
aIOMIHIEBOMY
6nictepi, no 2 abo 4
6nictepu y
KapTOHHIlA KopooLi

OPIrAHOCU
H
NAVIGCAEH
CU3 (E®
3ET 1)

OAE

EBepTomKeH flaiich
CaeHcus fliviteq,

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAANLHOI 3a 34iiCHEHH:A (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
po3MilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT
0cobu 3asBHMKA, BiANOBIAA/IBHOI 3a
thapmakoHarnag. ditova pegakuis: a-p Awy Aiin
LLlapma. NponoHoBaHa pefakuis: LLMHkapeHko

3a
peuyenmom

UA/16928/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
NMogmuna KopiiBHa. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
Bif4noBiAa/IbHOI 3a dhapmakoHarnsg
107. | IBODPA cnpeii Ha3asTbHUIA, Na6opaTtopii ®paHuis Codpaprekc, ®paHuia/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/2830/01/01
po3uuH, 8000 Bywapa PpaHuis TypeyunHa 3MiHu | TURNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peuyenmom | nidsisizae
MO/mn; no 15 mny Pekopgaari abo nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa

ch1akoHi 3
po3nunioBayem; no
1 donakoHy B
KapTOHHIA Kopoo6Li

PEKOPOATI INAY
CAHAI BE TIK.A.C.,
TypeyunHa

ab0 BBeeHHS 404aTKOBOI AiNbHUL
BMPOBHMLTBA 151 HaCTUHM abo BCbOro
BMPOGHNYOro NPOLLECY rOTOBOTO iKapCbKOro
3aco6y (finbHMLA, Ha Sk NPOBOAATLCA By ab-
AKi BUPOGHMYI cTagil, 3a BUHATKOM BUMYCKY
cepiii, KOHTPOSO SKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakKyBaHHSA, A1 HECTEPUSIbHUX
nikapcbknx 3acobis). BBeAeHHs
aflbTepHaTUBHOro BUPO6HUKa M13. BeBeaeHHA
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEePKEHHS. 3MiHN | TUny - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3miHW y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
OiNbHUL BUPOBHULITBA A/191 YACTUHN abo BCbOro
BMPOGHMYOro NPOLLECY rOTOBOTO /iKapCbKOro
3aco6y (AibHNLA ANS BTOPUHHOTO NakKyBaHHS).
BBeneHHs f1o4aTKOBOI AiNIbHUL BTOPUHHOMO
nakyeaHHs PEKOPIATI I/IAY CAHAI BE TIK. A.
C., TypeuunHa / RECORDATI ILAC SANAYI VE
TIC. A. S., Turkey. BBeieHHS1 3MiH NPOTAroM 6-
TN MIiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHM | Tuny -
3MiHu 3 sKocCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA AN YACTUHN
ab0 BCbOro BUPOGHNYOTro NpoLiecy roToBoro
niKkapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOIO
nakyBaHHs). BBegeHHs A0AaTKOBOI AiNbHAL
nepBuHHOro nakysaHHss PEKOPAATI INAY
CAHAI BE TIK. A. C., TypeuunHa / RECORDATI
ILAC SANAYI VE TIC.A.S., Turkey. BBeaeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEePAKEHHS. 3MiHN | TUny - 3MiHK 3 SIKOCTI.
[oTOBMIA NiKapcbknii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYTbCA BUMYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BigrnoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bkirovatoun
KOHTPONb/BMNPOGYBaHHSA cepii. BBeaeHHs
BMPOGHMKA BiANOBifaIbHOTO 3a BUMYCK cepii,
BK/1IOYaA0UM KOHTPOsIb akocTi PEKOPAATI I1AY
CAHAI BE TIK. A. C., TypeuunHa / RECORDATI
ILAC SANAYI VE TIC. A. S., Turkey. 3MiHu
BHECEHO B iHCTPYKLit0 415 MEeAUYHOro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
«BUpo6HUK» Ta «MicLe3HaxoMKeHHs BUPOOHMKa
Ta afpeca MicLs NPOBaKeHHs oro
LOiSNTbHOCTI» 3 BiZNOBIAHUMMW 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
(oofaBaHHA BMPOOHUKA). BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB MiC/IA 3aTBEPMAKEHHS.
3MmiHu | TNy - 3MiHK 3 SKOCTi. ToTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
po3mipy cepii (BkoUaruy gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (3MeHLIEeHHs
00 10 pasiB). Y 3B'A3Ky 3 BBEAEHHSAM
a/lbTEPHATUBHOIO BUPOOHNKA, BiANOBIfa/IbHOIO
3a Bci BUpo6HUyi onepauii PEKOPAATI I/1IAY
CAHAI BE TIK.A.C. , TypeuuuHa., BBOAUTbLCA
[04aTKOBWIA po3Mip cepil, 3aTBEPAXKEHO:
Quantities of the starting materials used for the
manufacturing of 1216 litres of ISOFRA nasal
spray, solution (or 80 000 bottles) are provided
hereafter, 3anponoHoBaHo: Quantities of the
starting materials used for the manufacturing of
1216 litres or 400 litres of ISOFRA nasal spray,
solution (80 000 bottles or 26 315 bottles) are
provided hereafter. BBefeHHs 3MiH npoTsirom 6-
TV MicsLiB Nicns 3aTBepAKEHHS. 3MiHn | TRy -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHKM
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkoyaoum
AianasoH po3Mipy cepii) roToBOro NikapcbKoro
3aco06y (36inbleHHs Ao 10 pasiB NopiBHAHO i3
3aTBEPKEHUM PO3MIPOM). Y 3B'A3KY 3
BBE/IEHHAM a/lbTepHaTUBHOMO BUPOGHNKA,
BiANOBIA&/ILHOIO 3a BCi BUPO6HUMYI onepau;i
PEKOPJIATI INIAY CAHAI BE TIK. A. C.,
TypeuumnHa., BBOAUTLCA AOAATKOBUIA PO3MIp
cepii, 3aTBepmkeHo: Quantities of the starting
materials used for the manufacturing of 1216
litres of ISOFRA nasal spray, solution (or 80 000
bottles) are provided hereafter. 3anponoHoBaHo:
For manufacturer Sophartex, France: Quantities
of the starting materials used for the
manufacturing of 1216 litres of ISOFRA nasal
spray, solution (or 80 000 bottles) For
manufacturer RECORDATI ILAC, Turkey
Quantities of the starting materials used for the
manufacturing of 1216 litres or 400 litres of
ISOFRA nasal spray, solution ( or 80 000 bottles
or 26 315 bottles). BBefeHHSA 3MiH NPOTAroM 6-
TN MicALIB NicNsa 3aTBEPAKEHHS.

108.

IMBPYBIKA

Kancynu no 140 mr;
no 90 a6o 120

TOB
«J[KOHCOH i

YKpaiHa

Brpo6HMUTBO
Hepo3dhacogaHoro

CLIA

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woa0

3a
peyenmom

UA/14220/01/01




114

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
kancyn y cpnakoHi; [xoHCOH NpPOAYKTY, KOHTPO/b 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsay.
no 1 cpnakoHy y Ykpaina l» AKOCTI: KaTtaneHt 3MiHa YacToTu Ta/abo TepMiHiB NogaHHsA
KapTOHHIA navui CTC, IHk., CLLWA a6o perynspHoO OHOBJ/IOBaHUX 3BITIB 3 6e3neku
Cinar AT, nNiKapcbKkunx 3acobiB - 3MiHK y YacToTi Ta gartax
Lseliuapis; noAaHHA perynspHO OHOB/IHOBAHOTO 3BITY 3
lMepBuHHE Ta 6e3neku. [itoya pegakuis: Yactota nogaHHsA
BTOPWHE NaKyBaHHS, perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn 6
Bunyck cepii: Cinar Micauis. KiHueBa fgata 15 BKIHYEeHHS AaHUX A0
AT, Weeliuapis; PO3b - 12.11.2024 p. flaTa nofaHHsA -
KOHTPO/Ib SIKOCTI: 21.01.2025 p. NponoHoBaHa pegakuis: Yactota
E6BI Ink, CLLA noJaHHsA perysspHO OHOBJ/TOBAHOrO 3BITY 3
6e3nekn 2 poku. KiHuesa gata 419 BK/IOYEHHSA
naHux go PO3b - 12.11.2025 p. [lata nogaHHs -
10.02.2026 p. PekomeHaoBaHo A0
3aTBEPKEHHS BIANOBIAHO A0 NEPiOANYHOCTI
NofAaHHA PerynsipHo OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC
109. | IHOAHPUKC cycneHsis (DTPa- FnakcoCmit Benuka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3a UA/16235/01/01
FEKCA HBV-IPV) ans KnsiiH BpuTaHis Bionoaxikans C.A., ®paHuia 3miHu | TMny - 3MiHK 3 SKOCTI. FoTOBUIA peyenmom
KOMBIHOBA iH’exuii no 0,5 mn (1 Ekcnopt Benbris (Bunyck nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
HA [o3a) Ta niodpinisar Nimiteq cepili roToBOro ab0 BBefeHHA A04ATKOBOT AifIbHUL
BAKUMHA (Hib); 1 nonepegHb0 NpoAyKTy. BMPOGHMLTBA A1 YACTUHM abo BCbOro
Aans HanoBHeHW MpoBeaeHHA BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
MPO®INTAKT 0/jHOpPa30Buii KOHTPOJIHO SAKOCTI 3aco6y (iHLWi 3MiHN)
KN wnpuy, (no 0,5 mn (1 DTPa-HBV-IPV BHeceHHs iHdopmauii 4o MKA woao Beix
LNOTEPII, [03a)) Y KOMMEeKTi 3 KOMMOHEHTY); BMPOGHUKIB MIBI Ta iX doyHKLUili 3rifHO
NMPABLA, ABOMa rosikamu Ta nakcoCmiTKnsaiiH iHhopmauii B 3apeecTpoBaHOMYy A0CbE. TepMiH
KALU/TIOKY chnakoH 3 Bionogxikans, BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
(ALENONAP | nioghinizatom (Hib) PpaHuis 3aTBEpPXEHHS. 3MiHY | TUny - AgMiHICTPaTUBHI
HUIA ansa 1l nosu, wo (PopmyBaHHs, 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
KOMMOHEHT | 3milytoTbecsa nepes, HanoBHEHHA B 3asBHUKa (BNacHWKa peecTpaviiniHoro
), FTENATUTY BUKOPUCTAHHAM; ABI Lwnpuui, noceigueHHs). 3MiHa agpecu 3asBHMKA
B, rOJIKW, LUMpULL, Ta npoBefeHHsA (BnacHvKa peecTpauiiHoro NocBiAYeHHs)
noniomieni h1aKoH repMeTUyHO KOHTPO/IH0 SIKOCTI nakcoCwmiTKnaiiH EkcropT flimiTea, Benuka
TYTA 3anakoBaHi y DTPa-HBV-IPV BpuTaHis. TepMiH BBeEHHS 3MiH - NPOTArom 6
3AXBOPIOB N1acTUKOBUIA KOMIMOHEHTY. MiCALIB NiCNSA 3aTBEPAKEHHS.
AHb, KOHTeliHep; no 1 abo dopmyBaHHS,
36YAHUKOM | no 10 nnacTtukosux HarnoBHEeHHA Ta
AKNX € KOHTEliHepiB y niodpinizauis B
HAEMOPHIL KapTOHHI Kopobui 3 chnakoHu,
us MapKyBaHHAM MapKyBaHHSA Ta
INFLUENZAE | yKpaiHCbKOH MOBOIO; nakyBaHHs,
TANY B 1 nonepeAHbLO npoBefeHHs
HanoBHeHU KOHTpOto siKocTi Hib
0ofHopa3oBuii KOMMOHEHTY.

wnpuy, (no 0,5 mn (1
[03a)) Y KOMMEeKTi 3
[ABOMa rosikamm Ta
chnakoH 3
niocpinizatom (Hib)

MapkyBaHHsA Ta
naxKyBaHHsi roTOBOro
npoAYKTY);
"nakcoCmiTKnsiiH
Bionogxikans C.A,,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
ona 1 posun, wo Benbrist
3MiLLYIOTbCA nepeq, (PopmyBaHHs,
BUKOPUCTaHHAM; ABi HanoBHEHHS B
rofiku, Wnpuy, Ta LUMPWLL, MapKyBaHHS
hNakoH repMeTUyHO i NnaKkyBaHHs,
3anakoBaHi y npoBefeHHsA
nnacTyKoBuii KOHTPOJIHO AKOCTI
KOHTeliHep; no 1 abo DTPa-HBV-IPV
no 10 nnacTukoBmnx KOMMOHEHTY.
KOHTEliHepIB y HanoBHeHHs Ta
KapTOHHIA Kopobui 3 niocpinizauin B
MapKyBaHHAM h1akoHu,
aHrNiNcbKo MOBOKD MapKyBaHHs Ta
3i CTprKepoMm nakyBaHHs,
YKpaiHCLKO MOBOIO npoBeaeHHsA
KOHTpOsto sikocTi Hib
KOMMOHEHTY.
MapkyBaHHA Ta
nakyBaHHS rOTOBOrO
NpoAyKTYy)
110. | IHPAHPUKC cycneHsis gns FnakcoCmit Benvka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13939/01/01
InB iH'ekuiin; no 0,5 mny KnsiiH BpuTaHis Bionoaxikans C.A., HimeuunHa 3MiHu |l Tuny - 3miHn 3 akocTi. A®I. KoHTponb peyenmom
KOMBIHOBA nonepegHsL0 Ekcnopt Benbris A®l. 3miHa y meTogax BunpobysaHHA AP| abo
HA 3arnoBHeHOMY Nimiteq (npoBeaeHHsA BMXi4HOrO Matepiany/npomiKHOro
BAKUUHA 0fHOpa3oBoOMYy KOHTPO/IH0 SIKOCTI npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
Anda LINPWLi Y KOMNNEKTI BakUWHK, BUNYCK npoueci BupobHuuTBa A®I (CyTTEBa 3MiHA Y
MPO®INTAKT 3 rofkoto; no 1 a6o cepili roToBOro 6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
KN 10 nonepegHbO NpoayKTy); mMeTogi BUnpobyBaHHA abo MeTogi, y sKkoMy
LNOTEPII, 3anoBHEHNX nakcoCmiTKnsiAH BMKOPUCTOBYETHLCA GioNoriYHniA peareHT ans
MPABLS, 0/jHOPa30BMX Bionogxikans, 6ionoriuHoro A®l, abo iioro 3amiHa) - 3amiHa
KALUTIOKA LINpuLiB y ®paHuia pedhepeHTHOro cTaHaapTy dhiflaMeHTHOro
(ALENMONAP | nnacTukoBoMy (cbopmyBaHHSA remarntoTuHiHy (FHA) 3 cepii SWNO590A07 Ha
HUIA KOHTeliHepi; no 1 BaKLMHN, HoBy cepito SWNO590A09. Takox, BHECEHHS
KOMMOHEHT | KoHTeliHepy B HarnoBHEHHS pepakuiiHnx 3miH o Mogyns 3.2.S.5.
)TA KapTOHHIlA KOpooLi BakUMHW B LLINpUL,
noniomMien MapKyBaHHA Ta

TY

nakyBaHHs FOTOBOr0
npoaykKTy,
npoBefeHHs
KOHTPO/IH0 SIKOCTI
BaKUMHK);
nakcoCmiTKnsaiiH
Bionogxikans C.A.,
Benbris
(HanoBHEHHs
BaKLMHW B LUMNPWL,
MapKyBaHHS i
nakyBaHHs FOTOBOr0
npoaykKTy,
NpoBefIEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTPOJIHO AKOCTI
BaKUMHK);
CwmiTKnsiiH Bivem
dapma 'M6X yHA,
Ko. KI', HimewyunHa
(HanoBHEHHSA
BaKLVHU B LUNPWLL)
111. | IHGPAHPUKC cycneHsisa gns nakcoCmit Benuka nakcoCmiTKnsiAH PpaHuin/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15120/01/01
KOMBIHOBA iH'EKLR; cycneHsis Knsinx BpuTtaHis Bionogxikans, Benebris/ 3minn |l TMny - 3Miln 3 sKocTi. FoToBMIA peyenmom
HA Ans iH'ekyin no 1 Ekcnopt ®paHuisa HimeuunHa nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
BAKUVHA no3si (0,5 mn) y NimiTen (PopmyBaHHs, iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii
Anda nonepeaHLo HanoBHEHHA B Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
MPO®ITAKT 3arnoBHeHOMY nonepegHL0 3acoby (3amiHa abo JofaBaHHs fi/TbHUL, Ha
KN wnpuyi Ne 1y HanoBHEeHI LWnpuLi, AKili 30iACHIOETLCSA KOHTPOb
BUNOTEPII, KOMMEKTI 3 OAHIE0 MapKyBaHHA Ta AKOCTI/BUNPOBYBaHHA cepii Ans
MPABLS, abo gBoma ronkamu; nakyBaHHs, 6i0/10rYHOro/iMyHO/TOFYHOTO NiKAPCbKOro
KALLU/TIOKY no 1 nonepeaHbo KOHTPO/b AKOCTI); 3acoby, Ta 6yab-sKOT AiNbHULI, Ha SKii
AUENONAP HanoBHeEHOMY nakcoCmiTKnsaiiH 3aCTOCOBYETLCSA 6I0N0rYHNIA/IMYHOMOTYHWIA
HA LINpUL Y KOMMEKTI Bionogxikans C.A., meToz BUNpobyBaHHS) - lofaBaHHsA AiNbHULL
OYUYUNLLEHA 3 ofHieto abo ABoma Benbris "GlaxoSmithKline Vaccines S.R.L.", Via
IHAKTUBOBA | ronkamu y (HanoBHeHHs B Fiorentina, 1, I-53100 Siena, Italy gns
HA PIOKA nnacTMKoBOMy nonepeaHLo npoBefeHHs hapmakoneiHnx TecTiB A5
KOHTeliHepi; no 1 HanoBHEHI LWnpuLi, KOHTPOJO SIKOCTI in-vivo, 6e3 3MiH y MeTofax
n1acTMKoBOMy MapKyBaHHA Ta KOHTPONI0. PedakuiiiHi npaBku 4o po3ainy
KOHTEliHepy B nakyBaHHs, 3.2.P.3.1. TepmiH BBeAeHHS 3MmiH- 30.06.2026
KapTOHHIlA KOpooLi KOHTPO/b AKOCTI);
CmIiTKNAiH Bivem
Papma M'M6X yHA,
Ko. KI', HimewunHa
(HanoBHeHHs B
nonepeaHLo
HanoBHeHI LWnpuL);
nakcoCmiTKnsaiiH
Bionogxikans C.A.,
Benbrist (KoHTposb
AKOCTI, BUNYCK Cepii)
112. | IHOYNrAH pO34MH ANA iHdy3ii TOB "lOpis- Ykpaina TOB "HOpia-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/11955/01/01
10 mr/mn; no 100 mn dapm"” 3MiHu | TMRY - 3MiHK Woa0 peuenmom

y NAALWL§ CKASHIRA
abo no 100 mny
NAAWLI NONIMEpHiiA;
no 1 naswuiy
KOpOOGLLi 3 KAPTOHY

6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3aCTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLliHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY y3rofi)XeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20

3acoby yrnakoska) nocsioyeHHs1
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMK NikapCbkumu 3acobamm Ta
iHWi BUAM B3aemogiii", "OcobnnBocTi
3acTtocyBaHHA", "lMo6iYHI peakuii” Ta 40 KOPOTKOT
XapaKTepucTUKN NikapcbKoro 3acoby [0 po3Ainis
"Ocob6nuBi 3acTepexeHHs Ta 3anobixHi 3axoam
npu 3acTocyBaHHI", "B3aemogis 3 iHWMmn
nikapcbkMmn 3acobamu Ta iHWi BUan
B3aemogii", "MobiyHi peaxuii" BignosigHo g0
OHOBNEHOT iH(hopMmaL,i 3 6e3neku aitoyol
peyoBuHM (Napawetamony) 3rigHo 3
pekomeHgauismu PRAC. TepmiH BBEAEHHS 3MiH
- MPOTAroM 6 MicALIB Nic/a 3aTBEPKEHHS.

113. | KAPOOCAN® | TabneTtku, BKpUTI MeHapiHi Niokcembypr Brpo6HMuTBO "in Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/7139/01/01
nnc NNiBKOBOIO IHTEpHeLLOoH bulk": JAIYI Yecbka 3MiHu | TURY - 3MiHK WoAao peyenmom | niossi2ae
20/12,5 060/10HKO0, N0 20 an CAHKIO FOPOYTI Pecny6nika 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.

mr/12,5 wr; no 14 OnepewoH m6X, HimeyunHa; 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
Tabnetok y 6nictepi; c MepBrHHE Ta 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
no 1 a6o no 2 Tiokcembypr BTOPVHHE MeAMYHOro 3acTOCyBaHHA Ha niacTasi
6nictepy B C.A. nakyBaHHs, perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
KapTOHHIA KopoobLi KOHTPO/b Ta BUMYCK nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
cepiii: BEP/IH- 3acTOCyBaHHSA Nikapcbkoro 3acoby B
XEMI AT, nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
HimeuunHa; OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BMPOBHULTBO "in BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
bulk", nepsmHHe Ta (PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
BTOPVIHHE YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
nakyBaHHs1, HCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
KOHTPONb Ta BUMYCK nikapcbKkoro 3acoby go posginis "OcobamBocCTi
cepiii: MeHapiHi-®oH 3acTocyBaHHs" Ta "Mo6iyHi peakwji" BignoBigHO
XeligeH TM6X, [0 pekomeHaauiin PRAC. BBefieHHs1 3MiH
HimeuunHa; NpoTArom 6-Tn MiCALB NiCNA 3aTBEPMAKEHHS
KoHTpornb cepii:
AHaniTiyec 3eHTpym
Biochapm Mm6X
BepniH, HimeuunHa;
AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6nika
114. | KAPAOCA/N® | TabneTku, BKpUTI MeHapiHi TNokcembypr Bupo6bHnuTBO "in Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/7140/01/01
MAKC 20/25 NAiBKOBOIO IHTEepHeLLOoH bulk": JAIYI Yecbka 3MiHu | TMNYy - 3MiHK WoA0 peyernmom nionsieae

o6onoHkoto, no 20 an CAHKIO HOPOYT Pecny6bnika 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
Mmr/25 mr; no 14 OnepeiioH 'M6X, HimeuuunHa,; 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
Tabnetok y 6nictepi; c MepBrHHE Ta 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
no 1 a6o no 2 Jiokcembypr BTOPVIHHE MeAMYHOro 3acTOCyBaHHA Ha niacTasi
6nictepu B C.A. nakyBaHHs, perynsipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
KapTOHHI KOpooLyi KOHTPONb Ta BUMYCK NikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku

cepiii: BEP/IH- 3acToCyBaHHS NikapcbKoro 3acoby B

XEMI Al nicnsipeecTpauiiHnii nepios, abo sk pesynbTar
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
HimeuunHa,; OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
Bupo6bH1uTBO "in BiAMOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
bulk", nepsuHHe Ta (PIP) (3MiHy y3rofi)xeHo 3 KOMMNETEHTHUM
BTOPVIHHE YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
nakyBaHHs, HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
KOHTPO/b Ta BUMYCK nikapcbKoro 3acoby Ao po3ginis "Ocob6nnBoCTi
cepiii: MeHapiHi-®oH 3actocyBaHHs" Ta "MobiuHi peakwji" BignoBigHO
XeligeH TM6X, [0 pekomeHaauiin PRAC. BBefieHHs 3MiH
HimeuunHa; NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAXEHHSA
KoHTpornb cepii:
AHaniTiyec 3eHTpym
Biochapm Mm6X
BepniH, HimeuunHa;
AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6nika
115. | KACAPK® Tabnetku no 32 mr, MNAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/12457/01/01
no 10 TabneTok y "Kuismegnp "Kuismegnpenapart" 3MiHn | TURY - 3MiHN WoAao peyenmom | nidsis2ae
6nicTepi; no 3 enapat” 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepu B nauuj 3MiHa Y KOpOTKill XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acToCcyBaHHA NiKapcbKoro 3acoby B po3ainu
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhOpMaL,i 3 6e3neku
Lito4oi pevoBuHW. BBeEHHS 3MiH NPOTAToM 6-Tn
MicsILiB Nicns 3aTBEPAKEHHS
116. | KACAPK® Tabnetku no 16 wr, NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/12457/01/02
no 10 TabneTtok y "Kuismeanp "KuiBmegnpenapat" 3MiHu | TMRY - 3MiHK Woa0 peuyenmom | nidssizae
6nictepi; no 3 enapar”

6nictepy B navui

6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3aCTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLliHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY y3rofi)XeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby B po3ainu
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peaku,ii”
BiANOBIAHO [0 OHOBMEHOT iHGhOpMaL,i 3 6e3neku
Lito4oi pevoBuHW. BBeeHHS 3MiH NPOTAToM 6-Tn
MicsILiB Nicns 3aTBEPAYKEHHS

117.

KACAPK®

Tabnetku no 8 wmr,
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nicTepiB y navui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoAa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3acTocyBaHHS NiKapcbKoro 3acoby B po3ainm
"Oco6nmBocTi 3acTocyBaHHA", "MobivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Ailo40i peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALB Nicnsa 3aTBepAKEHHs

3a
peyenmom

He
nionsiecae

UA/12457/01/03

118.

KALUTAHY
KIHCbKOIro
nnoaB
EKCTPAKT
PIAKWIA

eKCTpaKT piakuii
(cybcTaHuis) B
60uKax noniMmepHNX
Ans BUpobHMLTBaA
HecTepuIbHNUX
nikapcbknx oopm

NAT
"Tanuudpap
e

Ykpaina

NAT "Tannadapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHY | TUNY - 3MiHK 3 AkocTi. A®Il. KOHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/a6o
[ONYCTUMMX MEX, BU3HaUYeHUX y cneuudikaLisx
Ha A®I, abo BMXigHWA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCH Y
npoueci BupobHuytea A®I (iHwi 3MiHM) -
CynyTHA 3MiHa - 3MiHK 3 AkoCTi. API. KOHTposib
A®l. 3miHa y meTogax BunpobyBaHHA AP| abo
BMXigHOro Martepiany/npomikHOro
npoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTea AP (iHLWi 3MiHK y
MeTo4ax BUNpPobyBaHHA (BK/IOUAKUN 3aMiHy
abo gonoBHeHHs) A®| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - A0
Creuundgikauii nikapcbKoi POC/IMHHOT CUPOBUHN
Nao4n KAWTAHY KIHCBKOIO BHocATLCA
HaCTYMHi 3MiHU: - NOKa3HUK «ONnC»: [ONOBHEHO
B/MMOramu Ans nogpi6bHeHoi CUPOBUHY; -
NMoKasHWUK «Baxkki MeTan»: HOpMyBaHHS
npueefeHo Ao Bumor AdY, aiove BUAAHHS; -
nokasHuk «Mikpo6ionoriyHa ymcToTax:
npueefeHo o Bumor A®Y, aiove BUAAHHS; -
nokasHUK «BTpaTu B Maci Npy BUCYLLYBaHHI»:

UA/12516/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
npviBefeHo o Bumor Y, ailoue BUAAHHS; -
nokasHuK «KifibkicHe BU3HAYEeHHS»: BHECEHO
NOCWUIaHHA Ha MEeTOZ, KOHTPOJHO; - NOKa3HUKM
«Mikpockonisy», «laeHTndikauis», Po3mip
YaCTUHOK (418 noApiGHEeHOT CUPOBUHMY),
«CTOPOHHI fOMILKM», «PafioakTUBHE
3a6pyAHEHHS», «3a/ILLKOBI KiNIbKOCTI
nectuumais»: BBefeHo B crneuudikauio IPC y
BignosigHocTi Bumor Y
119. | KIABAM MOPOLLIOK ANt Ankem IHAis Arnkem JlabopaTopi3 IHAjis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/4469/02/02
OpasIbHOT CycneHsil, Nab6opaTtopi3 nrtp 3MiHu | TMNY - 3MiHK WoAa0 peuyenmom | nidssizae
200 mr/28,5 mr; no 1 nrg 6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy.
chnakoHy 3 3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
NOpOLLKOM 415 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
npurotysaHHs 100 Me[MYHOro 3acTocyBaHHA
M cycneHsii 3 reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
MipH/M KOBMAYkoM Yy 3aco06iB Nic/1 BHECEHHS TiEl camoi 3MiHU Ha
KapTOHHI/ ynakosL,i pedbepeHTHMIN Npenapar (3mMiHa He noTpebye
HafiaHHS XOAHNX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOTO
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
"Oco6nmBoCTi 3acTocyBaHHSA", "MMobiuHi peakw,ii”
3rifHO 3 iHhopmaLieto WoA0 MeanyHoro
3acTocyBaHHsA pethepeHTHOro nikapcbKoro
3acoby (AYITMEHTWH, nopowwok A5 opanbHoT
cycneHsii (200 mr/28,5 mr B 5 mn))
120. | KNNIO®PAH cynosuTopii TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/14084/02/01
BariHasibHi no 100 "TNEAPAP MNBT NTA4A 3MmiHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
Mr; 110 6 M naTa” nikapcbkuii 3aci6. Cuctema
CynosunTopiiB y KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
cTpuni; no 1 ctpuny PO3Mipy ynakoBKu roTOBOrO NiKapCbKoro 3acoby
Y KapTOHHiiA (iHLWi 3MiHM) - BHECEHHS A,04ATKOBOI YNakoBKY Y
ynakoBLi chopwi in bulk: no 6 cynosuTopiis y cTpuni; no
450 cTpuniB y KapTOHHI KOpo6Lyi, 3 BHECEHHSAM
BiANOBIAHMX 3MiH [0 p. «YNakoBka» Ta p.
«MapkyBaHHs» MKA /13
121. | KNO®AH cynosuTopii TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/14084/02/02
BariHasibHi no 500 "TNEOPAP MNBT NTA 3MiHu | TMNy - 3MiHKW 3 SIKOCTi. ToTOBMIA peyenma
mr; no 1 M aTa” nikapcbkuii 3aci6. Cuctema
Cyno3uTopito y KOHTeliHep/3aKkynoptoBasibHuiA 3aci6. 3MiHa
cTpuni; no 1 ctpuny PO3Mipy YNakoBKu roToBOro JlikapcbKoro 3acoby
Y KapTOHHil (iHWi 3MiHW) - BHECEHHS1 [,04ATKOBOI YNaKoOBKN Y
ynakoBLi dopmi in bulk: no 1 cyno3uTopito y cTpuni; no
2700 cTpuniB y KAPTOHHIi KOPO6Li, 3 BHECEHHSM
BiAMOBIAHMX 3MiH A0 p. «YNakoBKa» Ta p.
«MapkyBaHHa» MKHA J13.
122. | KNO®AH cynosuTopii TOB YkpaiHa KYCYM XENTXKEP IHAiA BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: - UA/20818/01/01
BariHasibHi no 100 "TNEQPAP NBT NTA 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
mr in bulk: no 6 M naTa" nikapcbkuii 3aci6. Cuctema

CynosunTopiie y

KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
cTpuni, no 450 PO3Mipy YNakoBKu roTOBOrO JIiKapCbKOoro 3acoby
CTPUNIB Yy KAPTOHHIl (iHWi 3MiHM) - BHECEHHS [,04AaTKOBOI YNakoBKU Y
KopoobLi chopwmi in bulk: no 6 cynosuTopiis y cTpuni; no
450 cTpuniB y KapTOHHI KOpo6Li, 3 BHECEHHSAM
BiANOBIAHMX 3MiH A0 p. «YNakoBka» Ta p.
«MapkyBaHHsA» MKA /13
123. | KNNIO®AH cynosuTopii TOB YkpaiHa KYCYM XENTXKEP IHAjis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: - UA/20818/01/02
BariHasibHi no 500 "TNEQPAP NBT NTA 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
mr, in bulk: no 1 M naTa” nikapcbkuii 3acib. Cuctema
cynosuTopito y KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
cTpuni, no 2700 PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
CTPUNIB y KAPTOHHIM (IHWIi 3MiHW) - BHECEHHSA [OAATKOBOI YNakoBK/ Y
Kopobui chopwi in bulk: no 1 cynosuTopito y cTpuni; no
2700 cTpuniB y KAPTOHHI KOPO6Li, 3 BHECEHHSM
BiANOBIAHMX 3MiH A0 p. «YNakoBka» Ta p.
«MapkyBaHHs» MKA /13.
124. | KNODAH® KpeMm BariHanbHWi TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/14084/01/01
10 %; no 7 ry Ty6i; "TNEQPAP NBT NTA 3MmiHu | Tvny - 3MiHK 3 SKoCTi. FoToBUIA peyenma
no 1 Ty6i pasom 3 M naTar nikapcbkuii 3aci6. Cuctema
annikaTopom y KOHTelHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
KapTOHHI ynakosLi PO3Mipy ynakoBKv rOTOBOrO MiKapCbKoro 3acoby
(iHWi 3MiHW) - BHECEHHSA 4,04AaTKOBOI YNakoBKU Y
doopmi in bulk: no 7 r npenaparty B Ty6i; no 169
Ty6 Y KapTOHHIi KOPOO6Li, 3 BHECEHHAM
BiANOBIAHMX 3MiH [0 p. «YNakoBka» Ta p.
«MapkyBaHHs» MKA J13
125. | KNODAH® Kpem BariHa/IbHWi TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/20818/02/01
10% inbulk: no 7 r "TNEQPAP NBT NTA 3MmiHu | TNy - 3MiHK 3 SKOCTi. ToTOBMIA
npenapary B Ty6i, MnaTa” nikapcbkuit 3aci6. Cuctema
no 169 1y6 y KOHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
KapTOHHilA KopooLi PO3Mipy yNnakoBKu roTOBOrO JlikapcbKoro 3acoby
(IHLWIi 3MiHW) - BHECEHHSA [OAATKOBOI YNaKoBKu Y
coopmi in bulk: no 7 r npenaparty B Ty6i; no 169
Ty6 y KapTOHHIil KOpobL,i, 3 BHECEHHAM
BiANOBIAHMX 3MiH [0 p. «YNakoBka» Ta p.
«MapkyBaHHs» MKA /13
126. | KONAPEKC C | kancynv TBepgi, no CTALOA HimeuunHa CTALA HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: Ges UA/4648/01/01
10 kancyny ApuHaiMITT ApuHaiimiTTens Al 3MiHu | TUNY - 3MiHK 3 sKocTi. FoToBUIA peyenma
6nicTepi; no 1 abo 2 enb Al nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
6nictepu y ab60 BBefleHHA 404aTKOBOI AiNbHULL

KapTOHHilA KOpO6L

BMPOGHULTBA A1 YaCTUHW abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro NiKapCbKoro
3acoby (finbHMLSA, Ha Sk NPoOBOAATLCA BYy/b-
AKi BUPOGHMWYI CTagii, 3a BUHATKOM BUMYCKY
cepiiA, KOHTPOJIIO SKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NakyBaHHS, 415 HECTePUSIbHUX
NiKapcbKunx 3acobis) - BBEAEHHS BUPOGHMNYOT
AinbHuui SpecGx LLC, USA, sika 3gilicHioe
BMPO6HMUTBO in bulk NpomixHOro NpoAykTy
napaueTtamony DC, L0 BUKOPUCTOBYETLCA MpU
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BMPOGHUUTBI M13. 3MiHn | TUNY - 3MiHK 3 SKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOOHULITBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
AiNbHUUI BUPOBHMLTBA /18 YacTHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (AiNbHWUUA AN NEePBUHHOTO NaKyBaHHS)
BBEJEHHS BUPOOHMYOI AibHUL AN NEePBUHHOTO
nakyBaHHs SpecGx LLC, USA ansi npomixxHoro
npoaykrty napauetamony DC, wo
BMKOPUCTOBYETBLCSA NpW BUPOOHULTBI [N13. 3MiHn
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii
3aci6. 3MiHM y BUpO6HULTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNbHUL BUPOGHMLTBA
[ANS YacTHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /iKapCbKoro 3acoby (finbHnusa ans
BTOPVHHOIO NakKyBaHHS) - BBEAEHHS BUPOOHNYOI
AiNbHUL AN BTOPMHHOTO NakyBaHHS SpecGx
LLC, USA gnst npoMiXXHOro NpoayKTy
napaueTtamosny DC, L0 BUKOPUCTOBYETLCS NP
BUPOOHUUTBI /13, 3MiHKW | TUNY - 3MiHU 3 AKOCTI.
loToBWiA nikapcbkuii 3aci6. Onuc Ta cknag.
3miHa y cknagi ([ONOMiIXHMX pevyoBUHaXx)
rOTOBOrO JiKapCbKOro 3acoby (iHLWi JONOMIXHi
peyoBuHM) - ByAb-Aka He3HauHa 3miHa
KifIbKICHOTO CKlagy AOMOMIKHUX PEYOBUH Y
roTOBOMY NiKapCbKOMY 3acobi - cknaf
iHrpegieHTa napauetamon DC agantoBaHo
OO KiNIbKOCTI XenaTuHy 40 napauetamony. Ak
Hacnifok He3HayHa 3MiHa TeopeTUYHOT Macn
BMICTY Kancynv Ta TeoOpeTUyHOT Macu roToBoro
npoaykTy. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa po3mipy cepii (BKIroUaoun
Jiana3oH po3Mmipy cepii) roToBOro /ikapcbKoro
3acoby (iHwi 3miHn) oo posginy 3.2.P.3.2.Cknapg,
Ha cepito goaaHo po3mip cepii 2065,5 kr (y 3
YyacTmHax no 688,5 kr) MPOMIXXHOIO NPOAYKTY
napaueTtamosny DC, L0 BVUKOPUCTOBYETLCS NP
BMPO6HMLTBI M13. 3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHM Y Npoueci BUpo6HULTBA
roTOBOro NikapCcbKoro 3acoby, BKIYa4un
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBOHULTBI FOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHW) - 8o po3giny 3.2.P.3.3.0nuc BUpo6HMYOro
fpoLecy Ta KOHTPOJIK0 NpoLecy AoAaHo onuc Ta
6/10K-CXeMY BUPOOGHNYOTO MPOLIECY NPOMIXHOIO
npoaykty napauertamony DC, wo
BMKOPUCTOBYETBLCSA NpW BUPOOHULTBI [N13. 3MiHn

| Tuny - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKuii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

3aci6. 3MiHM y BUpOOHULTBI. 3MiHM BUNPOGYBaHb
ab0 [0MyCTUMUX MEX, BCTAHOBMIEHNX Y
cneuudikavisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUNPOOYBaHHA Ta AONYCTUMUX MeX) - A0
po3giny 3.2.P.3.4.KOHTPONb KPUTUYHUX CTagild i
NPOMDKHOI NPOAYKUiT 4OAaHO BU3HAYEHHS
«Appearance (visual)» A58 npoMiXHOro
npoaykrty napauetamony DC, wo
BMKOPUCTOBYETBLCSA NpW BUPOOHULTBI [N13. 3MiHn
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM BUNPOGYBaHb
abo [0MyCTUMUX MeX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA rOTOBOrO
niKkapcbKoro 3acoby (A4ofaBaHHA HOBOTO MeToay
BMNPOGYBaHHA Ta AOMYCTUMUX MEX) A0 po3ainy
3.2.P.3.4.KOHTPO/b KPUTUYHUX CTagil i
NPOMDKHOI NPOAYKUIT 40AaHO BU3HAYEHHS
«ldentity Paracetamol (HPLC)» ansi npomixXHOro
npoaykty napauetamony DC, wo
BMKOPUCTOBYETLCA NPU BUPOOHULTBI 13, 3MiHn
| Tuny - 3MiHK 3 AKOCTI. OTOBWIA NikapcbkuMii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHW BUNPO6YBaHb
ab0o fonyCTUMUX MeX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToay
BMNPOBYBaHHA Ta AONYCTUMUX MEX) A0 po3ainy
3.2.P.3.4.KOHTPO/b KPUTUYHUX CTagil i
NPOMIXHOI NPOAYKLii 4oAaHO BU3HaYeHHsA «free
p-Aminophenol (HPLC)» ans npomixHoro
npoaykTy napauetamony DC, wo
BMKOPUCTOBYETLCA NPpU BUPOBHULTBI /13, 3MiHK
| TNy - 3MiHKW 3 siKOCTi. FOTOBUIA NikapcbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM BUNPOGyBaHb
a60 [0MyCTUMUX MEX, BCTAHOBMIEHNX Y
cneumdikavisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUNPOOYBaHHA Ta AONYCTUMUX MeX) - A0
po3giny 3.2.P.3.4.KOHTPONb KPUTUYHUX CTafil i
NPOMDKHOI MPOAYKUiT 4OAaHO BU3HAYEHHS
«Moisture (Halogen Moisture Analyzer)» ans
NPOMIXXHOro NpoAykTy napauetamony DC, wo
BMKOPUCTOBYETBLCA NpY BUPOOHULTBI [N13. 3MiHn
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHW BUNPOGYBaHb
abo [0MyCTUMUX MeX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
niKkapcbKoro 3acoby (4ofaBaHHA HOBOTO MeToay
BUNPOOYBaHHA Ta AONYCTUMUX MEX) - [0
po3giny 3.2.P.3.4.KOHTPONb KpUTUYHUX CTagil i
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

NPOMDKHOI NPOAYKUiT 4oAaHO BU3HAYEHHS
«Assay Paracetamol (HPLC)» gns npoMixHoro
npoaykty napauertamony DC, wo
BMKOPUCTOBYETBLCSA NpY BUPOOHULTBI [N13. 3MiHn
| TMny - 3miHK 3 AkocTi. CepTuUdikat
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NoBIAHOCTI ab0 BUIyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npoMikHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[onomikHOT peyoBuHM (ME-cepTudikaT
BiANOBigHOCTI €Bponelicbkili hapmakonei aAns
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoaykTy abo AONOMiXHOT peyoBUHM) - HoBwiA
ceptuddikaT AN BUXigHOTO
Marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[OMOMiXHOI Pe4OBWHM Bif, HOBOro abo Bxe
3aTBEPAKEHOr0 BUPOGHMKA - NoAaHo HoBwiA E-
ceptudikaT BignosigHocTi €E® No. R1-CEP
2003-172 Rev 03 an1s xenaTuHy Big, BUPOGHMKa
GELITA GROUP, Germany, wo
BMKOPUCTOBYETbLCS BUPOOHNKOM SpecGx LLC,
USA 1§ BUpo6HMLTBA MPOMDKHOIO NPOAYKTY
napaueTtamosny DC. 3miuu | Tuny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; ona gonomikHoi pevosuHu (ME-ceptuddikat
BiAMOBIgHOCTI €Bponeiickbkili hapmakonei gns
Adl/BuxigHoro matepiany/peareHTy/npomixkKHOro
npoAayKTy abo AONOMIKHOT peyoBUHK) - HoBwiA
cepTuddikaT AN BUXigHOro
MaTepiany/peareHTy/nMpoMibKHOro nNpoaykTy abo
[0MNOMDKHOT peYoBMHY Bif HOBOTO abo BXe
3aTBEPAKEHOr0 BUPOBHMKA - NOAaHO HOBWiA [E-
cepTudikar signosigHocTi €E® No. R1-CEP
2004-022 Rev 01 ansa xenaTuHy Big, BUPOOHMKa
PB LEINER ARGENTINA S.A., Argentina, wo
BMKOPUCTOBYETHLCA BUPOOHNKOM SpecGx LLC,
USA an15 BUpO6HMLTBA MPOMIXXHOIO NPOAYKTY
napauetamosy DC.

127. | KONAPEKC C | kancynu TBepAi no CTAOA HimeyunHa CTAOA HimeyunHa BHECEHHS 3MiH [10 pEeCTpaLjiiiHuX MaTepianis: 6e3 UA/4648/01/01




125

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
10 kancyny ApuHaimiTT ApuHaiimitTens Al 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
6nicTepi; no 1 abo 2 enb Al nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
6nictepu y abo BBefeHHA A04AaTKOBOT AiNIbHUL

KapTOHHI/ KopoobLi

BMPOBHMLTBA [151 YACTUHM ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco0y (ginbHULA, Ha K NPOBOAATLCA By Ab-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPO/HO AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NakKyBaHHS, /151 HECTEPUSIbHUX
nikapcbknx 3acobiB) foAaBaHHS BUPOOHMKA,
BignoBigasIbHOro 3a BUPOGHULITBO
Hepo3acoBaHOro NPOMXHOIO NPOAYKTY
ackop6iHoBoi kucnotn FC — Konapharma AG,
Switzerland. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
IOTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (AiNbHWLA ANS NEePBUHHOTO NaKyBaHHS)
[ofaBaHHA BUPOOHYKa, BifNOBifa/IbHOTO 3a
nepBUHHE NakyBaHHS MPOMIKHOIO NpoAyKTY
ackop6iHoBoi kucnotn FC — Konapharma AG,
Switzerland.3MmiHu | TUNY - 3MiHK 3 AKOCTI.
IOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro ikapCbKoro
3aco6y (AinbHMLA AN BTOPUHHOTO NakKyBaHHS)
[ofaBaHHA BUPOOHYKa, BifNOBifa/IbHOTO 3a
BTOPWHHE NakKyBaHHS MPOMIXHOIO NPOAYKTY
ackop6iHoBoi kucnotn FC — Konapharma AG,
Switzerland. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
loToBWiA nikapcbkuii 3aci6. Onuc Ta cknag.
3miHa y cknagi ([ONOMiXHMX pevyoBUHaXx)
rOTOBOrO NiKapCbKOro 3acoby (iHLWi JONOMIXHi
peyoBuHM) - ByAb-Aka He3HauHa 3miHa
KifIbKICHOTO CKnagy AOMOMIKHMX PEYOBUH Y
roTOBOMY JlikapCbKOMy 3aco6i. He3HauHe
KOpUryBaHHs cknagy 4151 NPOMiXXHOrO NPOAyKTY
ackop6iHoBoi kucnotu FC y cknagi M3. 3miHn |
TMny - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKkuii
3aci6. 3mMiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BKtOYALOUM fiana3oH po3mipy cepil) roToBOro
nikapcbKoro 3acoby (iHwWi 3MiHW) fJoAaBaHHSA
po3mipy cepii 560 kr (y 2 yacTuHax no 280 Kr)
NPOMIKHOro NpoAyKTy ackopbiHoBoi kucnotn FC,
LL|0 BUKOPWNCTOBYETHCSA B NpOLLECi BUPOOHMLTBA
N3. 3miHk | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoLeci BUPOGHMLITBA FOTOBOTO J1iKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

3ac06y, BK/1I0HYAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW) 40 po34iny
3.2.P.3.3.0nuc Bupo6bH14oro npotecy Ta
KOHTPOO NpoLecy AoAaHOo onuc Ta 6510K-cxemy
BMPOGHNYOro NpoLecy NPOMKHOrO NPOAYKTY
ackopbiHoBoi kucnotu FC, wo
BMKOPUCTOBYETLCA NPpU BUPOBHULTBI /13, 3MiHK
| TNy - 3MiHK 3 AiKOCTi. FOTOBUMIA NikapcbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM BUNPOGyBaHb
ab0 [0MyCTUMUX MEX, BCTAHOBMIEHNX Y
cneumdikauisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUNPOOYBaHHA Ta AONYCTVMUX MeX) [0 po3ainy
3.2.P.3.4.KOHTPO/Ib KPUTUYHKX CTagil i
NPOMDKHOI NPOAYKUiT 4OAAHO NMOKa3HMK
«Appearance (visual)» An1a npoMiXHOro
NPoAyKTYy ackopb6iHoBOT kncnotn FC, wo
BMKOPVCTOBYETBLCSA NpY BUPOOHULTBI [N13. 3MiHn
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii
3aci6. 3MiHV y BUPOOHULTBI. 3MiHM BUNPOGYBaHb
abo [0MyCTUMUX MeX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
nikapcbKoro 3acoby (AofaBaHHA HOBOTO MeToay
BMNPOGYBaHHA Ta AOMYCTUMUX MeX) A0 po3ainy
3.2.P.3.4.KOHTPO/b KPUTUYHUX CTagil i
NMPOMiXHOI NPOAYKLIT AofaHO NokasHuK «ldentity
Ascorbic acid (Ph.Eur.2.2.24)» ansi npoMiXHOro
npoAayKTy ackopbiHoBOI knucnotn FC, wo
BMKOPUCTOBYETLCA NPU BUPOOHULTBI 13, 3MiHn
| Tuny - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkunii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHW BUNPO6YBaHb
abo fonyCTUMUX MeX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToay
BMNPOBYBaHHA Ta AONYCTUMUX MEX) A0 po3ainy
3.2.P.3.4.KOHTPO/b KPUTUYHUX CTagil i
NPOMIXHOI NPOAYKLIT oAaHO NOKa3HUK «Loss on
drying (Ph.Eur.2.2.32)» an1s npoMikHOro
NpoAyKTYy ackopbiHoBOT kncnotn FC, wo
BMKOPUCTOBYETLCA NPpU BUPOBHULTBI /13, 3MiHK
| TNy - 3MiHKW 3 siKOCTi. FOTOBUIA NikapcbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM BUNPOGyBaHb
ab0 [0MyCTUMUX MEX, BCTAHOBMIEHNX Y
cneumdikauisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUNPOOYBaHHA Ta AONYCTVMUX MeX) [0 po3ainy
3.2.P.3.4.KOHTPO/Ib KPUTUYHKX CTagil i
NPOMDKHOI NPOAYKUiT JOoAaHO MOKa3HWK «Assay
Ascorbic acid (titration)» 415 NpoMixXHoOro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

NpoAyKTy ackopbiHoBoT kncnotn FC, wo
BMKOPUCTOBYETLCA NpU BUPOBHULTBI /13, 3MiHN
| TNy - 3MiHKW 3 siKOCTi. FOTOBMIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM BUNPOGYBaHb
ab0 [0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisx, nig yac BUPOOHULTBA rOTOBOrO
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUNPOOYBaHHA Ta AONYCTVMUX MeX) [0 po3ainy
3.2.P.3.4.KOHTPO/Ib KPUTUYHKX CTagil i
MPOMDKHOI MPOAYKUiT foAaHO NOKasHMK «Purity
of Ascorbic acid (HPLC)» ans npomixHOro
NPoAyKTYy ackopb6iHOBOT kncnotn FC, wo
BMKOPUCTOBYETBLCSA NpY BUPOOHULTBI [N13. 3MiHn
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii
3aci6. KoHTposib fONOMKHUX peYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTMmx
MeX A5 AOMOMDKHOI peqoBUHM (IHLWi 3MiHW)
[ofaBaHHs nocunaHHa Ha USP/NF ansa
[OMNOMDKHOI PeYOBMHM FNiLepuaTpucTeapary

128.

KONAPEKC C

kancynu TBepai, no
10 kancyny
6nicTepi; no 1 abo 2
6nictepu y
KapTOHHI Kopoobui

CTAOA
ApuHaimiTT
enb Al

HimeuunHa

CTALA
ApuHarimittens Al

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax

BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby

(iHWi 3miHM y MeTogax B1UnNpobyBaHb
(BKIHOYAKOYM 3aMiHy a60 [JONOBHEHHS)).
BnposagxeHHs meTogy 217 KH 1A 708 gns
TecTyBaHHSA ackopb6iHOBOI KNC0TU
«lgeHTudpikauis Ta KinbkicHe BU3HaYeHHS
meTogom BEPX» fo 3aTBEpAKEHNX METOLiB
«laeHTudikauis Ta KiflbKicHe BU3HAYEHHS
napauetamorny, kodeiHy Ta xnopdeHamiHy
Maneaty»; «O4HOpPIAHICTb A030BaHWX OANHULE
0N kodheiHy Ta x/iopdheHaMiHy ManeaTty».
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3MiHa y meTogax

BUNPO6YBaHHS rOTOBOrO NiKapCcbKoro 3acoby

(Bny4eHHss MeToay BUNPOOYBaHHS, AKLLO BXe

3aTBEPMXEHUI albTEePHATUBHWIA MeTof).

BunyuyeHHs meTogy BunpobysaHHsa 201 KH 1A

707 (BEPX) onsa TectyBaHHA napaueramorny,

KodpeiHy, xopdeHamiHy MmaneaTty) nig yac
BMNYCKY, Ha TepMiH npuaaTHocTi (igeHTudikavis
Ta KiflbKiCHe BU3HA4YEeHHS1 napaueTamony,
KodpeiHy, xnopdeHamiHy MasieaTy, OAHOPIAHICTb

[,030BaHNX OAUHULL KOGIETHY, X/1opdieHamiHy

Masieary), OCKifibkv BBOAUTLCA MeTog 217 KH

1A 708 (BEPX) npugatHuii Ans nepesipku
nokasHuka 4oi Aito4oi pevyoBuHN (ackopbiHoBOT

be3s
peyenma

UA/4648/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

Kucnotu). 3miHu | Trny - 3MiHW 3 AKocTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y metofax

BMNPOOYBaHHSA rOTOBOTO /liKApCbKOro 3acoby
(BnnyyeHHs MeToAy BUMPOOYBaHHSA, AKLLO BXe
3aTBEPAXEHNI aflbTePHATUBHUIA METOA).
BunyueHHss meToay BunpobyBaHHsa 201 KH 1A
201 ansa TecTyBaHHSA ackop6iHOBOI KMCNOTH
(ineHTudikauia 3a peakuieto 3a6apsneHHs),
OCKINbKN [,0LATKOBO 3aTBeppKeHi metoan 217

KH 1A 202 ak meTtog TWX Ta 217 KH 1A 708 Ak

meTos BEPX ansa nepesipku nokasHuka
|aeHTudikauis ans BCix 4 Ail0UMX PeYOBUHM
(napaueTtamony, kodpeiHy, xnopeHamiHy

Maseary, ackopbiHoBOI K1CnoTun). 3miHu | Tuny -

3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.

KOHTpO/b roTOBOrO MikapCcbKoro 3acoby. 3miHa y

MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3ac06y (BUly4EHHS1 METOAY BUMPOOYBaHHS,
AKLLO BXeE 3aTBepKEHNA asibTepHATUBHNI

meTofa). BunyyeHHs metogy BunpobysaHHs 217

KH 1A 402 (06'eMHWi1 aHani3) 4ns TecTyBaHHS
ackop6iHOBOT KMCNOTW, OCKINbKN BBOAUTLCA
meTog 217 KH 1A 708 sik metog BEPX ans

nepeBipK/ NOKa3HWKa KiNbKiICHe BU3HAYEHHS A1
napauetamorny, kodpeiHy, xsiopdpeHamiHy

Masneary, a Takox Lieli MeTo/ 3anponoHOBaHWiA

[10 3aTBEPAXEHHA 415 aCKOPOIHOBOT KNCNOTW.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax

BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby

(BnyYeHHs MeToAy BUNPOOYBaHHS, AKLLO BXe

3aTBEPMKEHUI a/lbTEPHATUBHWIA MeTof).
BunyyeHHs meTogy BUNpobyBaHHA
9400011/GEH/ASC ansa TectyBaHHsA

ackop6iHOBOT kucnoTy (06'eMHUIA aHaUTi3),

OCKifiIbku BBOAMTLCA MeTo 217 KH 1A 708 sk

meToa BEPX ans nepesipku KinbkicHoro
BWU3HAYEHHA 15 napaueTamony, Koeiny,
xnopeHamiHy Manearty, a Takox Lieli MeTos,
3anponoHoBaHuii 10 3aTBEPAKEHHS ANs

ackop6iHOBOT KNCNOTW. 3MiHW | TUMy - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb

roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOrO

nikapcbKoro 3acoby (iHwi 3MiHK). BuganeHHs %-
3HauyeHb B aHani3si KinbkicHe BU3HAYEHHS,

3aTBEPXEHO Aiana3oH Mr, OCKi/Ibku diana3oH B

Mr 6isibLL TOYHUIA. 3MiHM | TMNY - 3MiHKU 3 AKOCTI.
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PeecmpayjiliHa npoyedypa

Ymosu Peknam

Homep

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro

Bionycky yBaHHs1

peecmpayitiHo2o
nocsioYeHHs1

3acoby

HimeuunHa

nikapcbKoro 3acoby (iHLWi 3MiHK). OHOB/IEHHS
TEKCTY METOAiB KOHTPO/II0 AKOCTI Y 3B'A3KY 3
BMK/TaAEHHSAM YKpPaiHCbKO MOBO. 3MiHW |l
TMny - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(3MiHa 3HaxoaUTLCA No3a 3aTBePKEHNMU
OONyCTUMVMU MexaMmu cneuudikauin). 3miHu 3a
n. On1c Ha TePMiH NPUAATHOCTI, 3 «MOPOLLOK Bif,
6is10ro 10 XXOBTYBATOro» Ha «MOPOLUOK Big,
6i710r0 10 XOBTYBATO-KOPUYHEBOT0», OCKI/IbKM
crnocTepiranacs He3Ha4yHa 3MiHa Ko/bopy A0
KopuyHeBoro. KopnuHese 3abapBieHHs
noxoAuTb Bif, 4il04OT pEYOBUHN ackop6iHOBOT
KMCNOTHN, Sika MOXe pearyBaTu B peakuii Maspa
3 )XeNaTMHOM [0 KOPUYHEBOrO 3a6apBeHHs.
3aTBeppKeHO: BMICT Kancyv Ha TepMiH
npugartHocTi: White to yellowish powder
3anponoHoBaHo: BMICT Karcy/inm Ha TepMiH
npugatHocTi: White to yellowish - brownish
powder. 3MiH/ BHeCeHO B po3fin "OCHOBHI
i3MKO-XIMIYHI BNacTUBOCTI" B IHCTPYKL,itO AN1A
MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKOro 3acoby.
BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:

be3s

UA/4648/01/01

129.

KONAPEKC C

kancynu TBepai, no
10 kancyny
6nicTepi; no 1 abo 2
6nictepu y
KapTOHHI Kopobui

CTAOA
ApuHaimiTT
enb Al

HimeuunHa

CTALA
ApuHarimittens Al

3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT peyoBuHN (cepTudikat

BiANOBIAHOCTI EBponeiickbkii hapmakonei) -

BMPOG6HUKa. MNogaHuii oHoBNeHWI cepTudikar
CEP R1-CEP 1996 - 039 - Rev 04 Big,
BUPOGHMKA Ajt040i pe4yoBrHY Napauetamony
Mallinckrodt Inc 3 oHOBNEeHHAM Ha3Bu
BMpOGHMKa Ha SpecGX LLC 3i 3miHol agpecy,
ajanTauieto 4o OHOBNEHOI MoHorpadii EP Ta
fAeTaseii NnakyBasIbHOTO MaTepiny, fAofaBaHHS
iHchopMmawii LWoao eneMeHTapHUX AOMILLIOK,
3amicTb 3aTBepxeHoro CEP R1- CEP 1996 -
039 - Rev 03. 3MiHu | TUNY - 3MiHK 3 AKOCTI.

Ceptudpikat BignosigHocTi/l E-cepTudpikat

OHOoB/EHMI cepTUdikaT Bif yXe 3aTBEPAXEHOro

peyenma

BiANOBIAHOCTI EBpoNeiichbkili




130

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI
A®I; oA fONOMIXKHOT peqyoBuHU (cepTudikar
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
OHOBEeHWIA cepTUddikar Bif, y>e 3aTBepAKeHOoro
BMPOGHUKa. [NogaHuii oHoBNeHWI cepTudikar
CEP R1-CEP 1996-078 —Rev 05 Bif BMpPOGHMKa
DSM Nutritional Products Ltdans gitouoi
PeYOBUHM acKOpPBIHOBOI KNCMOTU 3aMiCTb
3areepaxeHoro CEP R1-CEP 1996-078 — Rev
04 (B oHoBNeHoMy CEP 3a3HauvaeTbcs nepiog,
NOBTOPHOrO BUNPOOYBaHHS)
3MiHu | TUnYy - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHUMKa
BVXifHOro/MPOMIKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
Adl, ab0 3miHa BUpo6HMKa (BKIOYaKouK, ae
HeobxigHO, MicLe NPOBeAEHHS KOHTPOSIHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikarta BiANoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0Cbe)(BBEAEHHS HOBOI AiNbHULI, e
3[iCHI0ETLCS MIKpOHi3aLis). BnpoBamxeHHs
caiity GfM Gesellschaft fur Micronisierung mbH
015 eTany MikpoHi3auii y BUpOGHMLTBI Aitoyoi
peyoBUHM xnopgreHamiHy ManeaTy. 3miHn | Tuny
- 3MiHK 3 aKocTi. APl KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHux y cneumadikauisax Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPpoAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(DoNOBHEHHS cneumaikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BifNoBigHVM MEeTOL0M BUNPOOYBaHHS).
[JlofasaHHs aHani3y po3noginy 4acTok 3a
po3Mipom A0 cneumaikaLii ito4oi pevyoBuHN
xnopgeHamiHy Masieaty MeToA0M Sla3epHol
Avdppaxuii. 3miHy | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa po3mipy cepii (BKIroUaoun
Jiana3oH po3Mmipy cepii) roToBOro /ikapcbKoro
3acoby (3meHLwweHHsa o 10 pasis).
3arBepgxeHo: 700 000 kancyn - 2000 000
Kancyn. 3anponoHosaHo: 1800 0000 kancyi.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoeci BUPO6HMLITBA FOTOBOrO NiKapCbKOro
3aco06y, BKOYak4y NPOMKHWIA NPOAYKT, L0
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci

BMPO6HMLTBA). BBEAEHHS Ginbll AETasIbHOTO

onucy BUpOOHNULTBA 4718 BUPOGHMLTBA 3i
3MeHLLEeHUM pPo3MipoMm cepii, a came:

1) fofaBaHHA eTany NpociloBaHHA 41 Ailoyol
pevoBUHM KODEIHY, LLI06 YHUKHYTU arfioMeparis i
3a6e3neynTn ONTUMasibHY roOMOreHi3auito gjitoyoi

PEeYOoBMHM B KiHLEBIl CyMiLli; 2) GinbLu
OeTaslbHUIA onNue eTarnis 3MillyBaHHS eTanis
3MillyBaHHA 4151 OTPUMaHHS KiHLEeBOI CyMiLui; 3)
[0 MoAynsa fofAaHo iHdopmaliio Wwoao
po3paxyHKy TepMiHy npugartHocTi gna MN3.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTuddikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEpAKEHOro
BMPOGHUKa. MNogaHuii oHoBNeHWIA cepTudikaT
CEP R1-CEP 2008-154-Rev 02 Big Bxe
3aTBepAKeHOro BupobHuka Supriya Lifescience
Ltd. gna girvoyoi peyoBrHU xnopdeHamiHy
mMaseary 3amicTb 3aTBepmxeHoro CEP R1-CEP
2008-154-Rev 01. 3miHun Il Tuny - 3MiHK 3 AKOCTI.
A®I. BUpo6bHMLTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (3HAYHa 3MiHa Y nNpoLeci
BMPOGHMLTBA ADI, LLIO0 MOXE MaTu iICTOTHWIA

BMN/IMB Ha SKICTb, 6e3neky abo edeKTUBHICTb

nikapcbKoro 3acoby) BnposampkeHHs eTany

MIKpOHi3aL,ii y BUpPOOHULTBI Ait040i pe4oBUHM

xnopgpeHamiHy maneaty

130.

KOMBITPUMN
[IEKCA®

Tabnetku, no 4
Tabnetkn y 6nictepi
3 hosbrn
aOMIHIEBOT | NNIBKM
NONIBIHIIXTOPUAHOI;
no 1 6nictepy y
nauuj 3 KapToHy; No
20 nayok y rpynosiii
nauti 3 KapToHy; No
8 Tabnetok y
6nicTepi 3 dhonbru
IIOMIHIEBOT i NNiBKM

OPrAHOCU
H
NAVI®CAEH
CU3 (E®
3ET )

OAE

EBepTogxeH Maiid
CaeHcus flimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX JaHux Npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobu,
BigNoBiga/IbHOI 3a 34jACHEHHSI
chapmakoHarnsay; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, YNIOBHOBaXEHOT 0CO6MU,

6e3
peyenma

UA/2068/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

NONIBIHIIX/TOPUAHOI; BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy

no 1 6nictepy y (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y

naJui 3 KapToHy; No PO3MiLLEHHI MacTep-haiina cuctemm

10 nayokK y rpymnosii thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi

naJui 3 KapToHy; No 0cobu 3as1BHMKA, BiAMNoBiAa/IbHOT 3a

4 TabneTkn y thapmakoHarnag,. fivova pegakuis: g-p Awy Aijin

6nictepi 3 dhonbru LLlapma. MponoHoBaHa pefakuis: LLinHkapeHko

anoMmiHieBol; no 1 NMogmuna KOpiiBHa. 3MiHa KOHTaKTHUX AaHUX

6nictepy y nauui 3 YNOBHOBAXEHOI 0CO6M 3as1BHYKA,

KapToHy; ro 20 BiANOBIAa/IbHOI 32 hapMakoHaraz

nayvoK y rpynosiii

nauuji 3 KapToHy; No

8 Tabnetok y

6nictepi 3 ponbru

atoMiHieBoT; no 1

6nicTepy y navui 3

KapToHy; no 10

nayok y rpynosiii

nauti 3 KapToHy; No

4 TabneTkn y

6nictepi i3 honbru

aIloMiHieBOi; Mo 1

6nictepy y

nanepoBomy

KOHBepTi; no 20

nanepoBmx

KOHBEpTIB Yy rpynosii

nayi 3 KApTOHY
131. | KOMBIrPUM Tabnetku, in bulk: no | OPFAHOCHU OAE EBepTomKeH flaiich IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/2069/01/01

AEKCA® 5000 TabneTok y H CaeHcus flimiteq 3MiHu | TMNy - 3MiHK Woa0
naketax NIANOCAEH 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
CnN3 (E® BBeneHHs ab0 3MiHM [0 y3ara/ibHeHUX JaHnUX
3ETI) npo cuctemy dhapmakoHarnsgy (BBefeHHs

y3aras/ibHeHUX JaHnx Npo cucTemy
thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! ocobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOoT
0cob6u 3asBHMKA, BiANOBIAA/IBHOI 38
thapmakoHarnag. [ivoya pegakuis: g-p Awy [iin
Llapma. MNponoHoBaHa pefakuis: LLnHkapeHko
NMogmuna HOpiiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BifnoBiAa/IbHOI 3a dhapmakoHarnsg
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
132. | KOMBICNA3 TabneTku, BKpUTI OPrAHOCWU OAE EBepTomxeH Maiich IHAis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/15710/01/01
M® nNiBKOBOIO H CaeHcu3 Jlimiteq 3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBMIA peuyenma
FTACTPOKOM 060/10HKOI0 M0 10 NAN®CAEH nikapcbkuii 3aci6. KOHTPob roToBOro
POPT TabneTok, BKpUTHX Cu3 (E® nikapcbKoro 3acoby (iHwi 3MiHM) - 3miHa B
nNiBKOBOO 3ETI) po3aini "Ynakoska" MK /13, a came
060/10HKOI0, Y [ONOBHEHHS iH(hOPMALLE0 NPO IHCTPYKLito ANs
6nicTepi 3 NAiBKM MeJMYHOro 3aCTOCyBaHHS "... pa3oMm 3
aNIOMIHIEBOT Ta IHCTPYKLUiE A9 MeMYHOro 3aCTOCyBaHHsA."
honbru
aIloMiHieBOi; Mo 1
abo 2 6nictepn y
nauui 3 KapTOHy
133. | KOMBICNA3 TabneTku, BKpUTI OPrAHOCWU OAE EBepTomKeH Maiich IHAjis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: - UA/15711/01/01
M® nNiBKOBOIO H CaeHcus Jlimiteq 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
FTACTPOKOM 060/10HKO10; in bulk: NAN®CAEH nikapcbkuii 3aci6. KOHTpoNb rotToBOro
POPT no 5000 TabneTok y Cu3 (E® nikapcbKoro 3acoby (iHwi 3MiHM) - 3miHa B
noaBiliHMX 3ETI) po3aini "Ynakoska" MK /13, a came
nonieTnIeHoBmX [ONOBHEHHS iH(hOPMAaL|Er0 NPO IHCTPYKLito ANs
nakeTax MeAMYHOro 3acTOCYBaHHS "... pa3om 3
iHCTPYKUi€E AN MeANYHOrO 3aCTOCyBaHHSA."
134. | KOMBILUTP MOPOLLIOK A5 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 nionsizae UA/19918/01/01
OH OPa/IbHOTO PO3YUHY; "®papmak” 3MiHu | TUNY - 3MiHK Woa0 peyenma
no 13,60 r B cawle; 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
no 10 cawe B nauui 3MiHa y KOpOTKili XapaKTepuCTULLi Nikapcbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiliHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCIAKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKEeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMEeTEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAVYHOrO
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMWM flikapcbkumu 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobmBocTi
3actocyBaHHs", "lNo6iyHI peakwii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku aiyol
peyoBuHM (Napatietamony) 3rigHo 3
pekomeHgauismm PRAC. TepmiH BBe4EHHS 3MiH
- NPOTAroM 6 MicsLiB NiCNsA 3aTBEPAKEHHS
135. | KOHBEPIYM Tabnetku no 150 wmr; Mepokemi Kinp BMPOGHULITBO 3a Kinp/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/12201/01/01
no 10 TabneTtok y nTa NOBHMM LUK/TOM: B'eTHam 3MiHn | TMny - 3MiHK 3 AKOCTI. [oTOBMIA peyenmom

6nicTepi; no 3 abo

Mepnokemi NTA

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa

10 6nicTepis B (UeHTpanbHwuii ab0 BBefeHHA A04AaTKOBOT AiNIbHULL
KapTOHHIi ynakoBLi 3aBog), Kinp; BMPOOHMUTBA 4151 YacTNHU abo BCbOro
BUPOGHMLITBO, BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
nepsuHHe 3aco6y (AiNbHWLA AN BTOPUHHOTO NakyBaHHS)
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

nakyBaHHs,
BTOPVIHHE
nakyBaHHs:
Mepokemi (Pa IcT)
nra., B'eTHam

BBEJleHHA [0AaTKOBOI AiNbHUL, 4719 BTOPUHHOIO
nakysaHHa Megokemi (Pa IcT) /iTa., B'’eTHam o
BXeE 3aTBepKeHoi AinbHuui Megokemi NTA
(UeHTpanbHuii 3aBog), Kinp. BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA.3MIHN | TUNY - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3amiHa abo BBEEHHS 4,0AaTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro NiKapCbKoro
3acoby (AinbHMLSA, Ha SiKili NPOBOAATLCA BYy/ib-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiiA, KOHTPOJIIO SKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NakyBaHHS, 415 HECTePUSIbHUX
nikapcbkux 3acobis)

BBE/EHHS A0AATKOBOI AiNbHULi, Ha AKilA
NpoBoAATLCA 6YAb-sKi BUPOGHMYI cTagil, 3a
BUHATKOM BUMYCKY CEpili, KOHTPO/IO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HecTepW/bHUX Jlikapcbkux 3acobiB Mefokemi
(%a lcT) NiTa,., B'eTHam [0 BXe 3aTBEpPAXKEHOI
AinbHuui Megokemi T, (LleHTpanbHuii 3aBog),
Kinp. BBeAeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3miHun 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBEEHHS 4,0AaTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro NiKapCbKoro
3acoby (4inbHUUA AN\ NePBUHHONO NakyBaHHS)
(B.11.6.1. (6) |IAHM)

BBEJleHHA AO0AATKOBOI AiNbHUL A/151 NEPBUHHOIO
nakysaHHa Megokemi (Pa IcT) /iTa., B'eTHam o
BXeE 3aTBepKeHoi AinbHuui Megokemi NTA
(UeHnTpanbHuii 3aBog), Kinp/ Medochemie LTD
(Central Factory), Cyprus. BeegeHHs1 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPKEHHS.
3miHu | TYny - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHM Y
npoweci BUPO6HULITBA rOTOBOTO NiKapCbKOro
3ac06y, BK/1H0YAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HauyHa 3miHa y npoLeci
BMPOGHMLITBA) 3MiHM B MpoLeci BUpoOHMLTBA
N3, 3MiHK gpyroro eTany CywiHHA 3 15 XBUAWH
80 30 xsunuH (Megokewmi (®a Ict) N14.,
B’eTHam). BBeAeHHS 3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepKeHHs

136.

KOHBEPIYM

Tabnetkun no 300 wmr;
no 10 Tabnetok y
6nictepi; no 3 abo

Megokemi
nTa

Kinp

BMPOGHMLITBO 3a
MOBHUM LIK/TOM:
Megokemi NTA

Kinp/
B'eTHam

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3amiHa

3a
peyerimom

UA/12201/01/02
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3aTBEPMKEHHS.3MiHM | TUMNY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK y

BMPOGHULITBI. 3amiHa abo BBEAEHHSA [0AaTKOBOI

AiNbHUUI BUPOBHMLTBA [/18 YacTuHK abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro

3aco0y (ginbHULA, Ha K NPOBOAATLCA By Ab-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY

cepiil, KOHTPO/IIO AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS, /151 HECTEPUSIbHUX
nikapcbkux 3acobis)

BBE/IEHHS A0AATKOBOT AiNbHULL, Ha SKiA
npoBoOAATLCA Oy Ab-AKi BUPOOHWYI cTagii, 3a
BMHATKOM BUMYCKY CEpiii, KOHTPOJIIO SKOCTI,
NepBMHHOTO Ta BTOPMHHOIO NakyBaHHS, A1
HEeCTepW/IbHMX MiKapCbknX 3aco6iB Megokemi
(da lcT) NiTA,., B’eTHam [0 BXe 3aTBEpPAKEHOT

AinbHuui Megokemi NT[, (LleHTpanbHuii 3aBog),
Kinp. BBeAeHHA 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3miHun 3

AKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN Y

BMPOOHULITBI. 3amiHa abo BBEAEHHA [0AaTKOBOI

AiNbHUUI BUPOBHMLTBA [/18 YacTuHK abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro

3aco6y (AiNbHWUUA AN15 NEePBUHHOTO NakyBaHHS)
(B.11.6.1. (6) |IAHM)

BBeJEeHHA AOAATKOBOI AiNbHUL 415 NEePBUHHOIO
nakysBaHHa Megokewmi (®a IcT) NIT4., B’eTHam Ao
BXE 3aTBepKeHOI AinbHuLi Megokemi NTA
(UeHTpanbHuii 3aBog), Kinp/ Medochemie LTD
(Central Factory), Cyprus. BBegeHHs1 3MiH
NPOTAroM 6-TW MiCALIB MiC/IA 3aTBEPMAKEHHS.
3MiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoeci BUPO6HMLITBA FOTOBOrO NiKapCbKOro
3aco0y, BKIOYaoUy NPOMKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) 3MiHM B Npoueci BUpobHULTBa
N3, 3MiHK gpyroro etany cywiHHS 3 15 XBUAWH
80 30 xBunuH (Megokewmi (da IcTt) N14.,

B’eTHam). BBefieHHs 3MiH NPOTSArom 6-Tv MicsiLiB

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
10 6nicTepis B (LeHTpanbHuii ab0 BBeEHHS 40A4ATKOBOI AiNbHUL
KapTOHHIA ynakoBLi 3aBog), Kinp; BMPOGHULITBA A/151 YACTUHM abo BCbOro
BMPOGHMLITBO, BMPOGHNYOro NPOLLECY FOTOBOTO JliKaPCbKOro
nepBuHHE 3aco6y (AinbHMLA AN BTOPUHHOTO NakKyBaHHS)
nakyBaHHs, BBeJEHHSA [0AaTKOBOI AiNbHUL, 4719 BTOPUHHOIO
BTOPUHHE nakysaHHa Megokemi (Pa IcT) /iTa., B'eTHam o
naxyBaHHs: BXE 3aTBepXeHoi AinbHuLi Megokemi NTA
Mepokemi (da IcT) (UeHTpanbHuii 3aBog), Kinp. BBegeHHs 3MiH
Nta., B'eTHam NpoTAroM 6-T1 MicALIB Micns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
nicns 3aTBepayKeHHs
137. | KOHBEPIYM Tabnetku no 150 wr, Mepokemi Kinp Mepnokemi NTA Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/12201/01/01
no 10 TabneTok y nTa (LeHTpanbHuii 3MiHn | TURY - 3MiHN WoAao peyenmom | nidsis2ae
6nicTepi, no 3 abo 3aBon) 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
10 6nicTepiB B (iHWi 3MiHW) - 3MiHX BHECEHO B iHCTPYKLitO ANs
KapTOHHIi ynakosLi MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby
00 po3gainis "Oco6/MBOCTi 3aCTOCYBaHHA" Ta
"Mo6iuHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmauii Wwoa0 6e3nekn 3acTocyBaHHA Aitouoil
peyvoBUHM 3rigHO 3 pekomeHaauieto PRAC.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micauis nicas
3aTBEPKEHHS.
138. | KOHBEPIYM Tabnetkn no 300 wmr, Megokemi Kinp Mepokemi NT/, Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/12201/01/02
no 10 TabneTtok y nTa (LeHTpasbHuii 3MiHu | TMNY - 3MiHK Woa0 peuyenmom | nidssizae
6nicTepi, no 3 abo 3ason) 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
10 6nicTepis B (iHWi 3MiHW) - 3MiHW BHECEHO B iHCTPYKLitO AN
KapTOHHIA ynakoBL,i MeAMYHOro 3aCTOCYBaHHSA NMikapCbKoro 3acoby
00 po3gainis "OcobnBOCTi 3aCTOCYBaHHA" Ta
"Mo6iyHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHbopmawii woa0 6e3nekn 3acTocyBaHHA Aitoyoil
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC.
TepMiH BBEEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPAKEHHS.
139. | KOHTPO/I®J/1 | po3unH gNs iH' ek, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/19023/01/01
EKC 2 mr/mn, no 2 mn B "MIKPOXIM" "MIKPOXIM", 3MiHu | TUNY - 3MiHK Woa0 peuyenmom
amnynax, no 5 YkpaiHa (topugnyHa 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
amnyn y 6nictepi, no agpeca BNPOOHUKa,; BBegeHHs1 abo 3MiHM A0 y3arasibHEHNX JaHKX
1 a6o 2 6nictepu B BUPOGHMYA npo cucTemy hapmakoHarnsgy (BBefeHHs
nauuj 3 KapToHy AiNbHULS; y3araslbHeHVX gaHunx npo cuctemy
BignoBigasibHWI 3a thapmakoHarssgy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BUNYCK cepil, He BiANOBIAa/IbHOI 3a 34iiCHEHHS
BK/IHOHAK0UN hapmakoHarnagy; KOHTakTHoi ocobu 3
KOHTPONb/BNNPOGYB hapMakoHarnsgy 3asBHUKa Ans 34iINCHEeHHS
aHHsA cepii); thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAnNoBiganbHUii 3a BiAMiHHA Bif, yNOBHOBaXKeHOT 0co6u,
BMPOBHMLTBO Ta BiANOBIAA/IbHOI 32 34iCHEHHS hapmakoHarnsay
KOHTPO/b/BMNPOGYB (BKNHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
aHHsA cepii, He po3MilLieHHi MacTep-haiina cuctemm
BK/THOYAOUM BUMYCK thapMakoHarnsgy). 3MmiHa ynoBHOBaXKeHOT 0Coou
cepii: AT 3asBHVIKa, BifNoBigasIbHOT 3a hapmakoHarnsg.
"Tannudapm", [itoya pepakuis: €scTpatosa IpuHa IropisHa.
YkpaiHa MponoHoBaHa pegakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BignoBiAa/IbHOI 3a dhapmakoHarnsg
140. | KOPOAPOH® | Tabnetku no 200 mr, TOB Ykpaina Bupo6H1uTBO, PpaHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3683/02/01
Ne 30 (10x3): no 10 "CaHodi- nepBrHHe Ta YroplmHa 3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT peyenmom
Tabnetok y 6nictepi; ABeHTIC BTOPUHHE BignosigHocTi/l E-cepTudikar BignosigHOCTI
no 3 6nictepu B YkpaiHa" nakyBaHHs, €Bponelicbkiin hapmakonei/MmoHorpadii.

KapTOHHI Kopo6Lli;

KOHTPO/b SKOCTi Ta

[MogaHHsA HOBOro abo OHOBNEHOTO cepTudiikaTa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Ne 30 (15x2): no 15 BMnyck cepii MN3: BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
Tabnetok y 6nictepi; CAHO®I BIHTPOIN BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
no 2 6nictepu B IHOACTPIA, A®I; ansa BuxigHoro
KapTOHHI/ KopoobLi ®paHujs; marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
Bupo6H1uTBO, BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
nepBrHHe Ta [0NOMDKHOT peyvoBuHN (cepTudikaT
BTOPUHHE BiANOBIAHOCTI EBponeiickbki hapmakone) -
nakyBaHHs, OHOBNEeHWIA cepTUdikar Bif, y>e 3aTBepaKeHoro
KOHTPO/b SKOCTi Ta BMPOOGHUKA - NOAAaHHA OHOB/IEHOTO cepTudikary
Bunyck cepii M3 (3a BiANOBIAHOCTI EBponeiickkili hapmakonei CEP
BUK/THOYEHHAM 2009-031-Rev 03 Bif, y)xe 3aTBepAXeHOro
Mikpob6ionoriyHoro BMpo6Huka Sanofi Chimie, ana A®I -
TeCTyBaHHS): amioZjapoHy Tigpoxopus B 3B's3Ky 3i 3MiHO
Onenna Xenckea Ha3BW BUpPo6HMKa AdI, micue BUpoOHULTBA He
XaHrepi K., 3MmiHWNock (3aTeepmkeHo: R1-CEP 2009-031-
YropLHa; Rev 02 Sanofi Chimie; 3anponoHoBaHo: CEP
Mikpob6ionoriyHe 2009-031-Rev 03 Sanofi Winthrop Industrie)
TecTyBaHHA 13:
XIHOIH 3aBog,
dapmMaLeBTUHHUX Ta
XimiyHux MpoaykTis
Mpaisit Ko. T4,
(XIHOTH Mpavisit
Ko. Nitg.) -
nignpYeEMCTBO
YaHikBesba,
YropLumHa;
Mikpob6ionoriuHe
TecTyBaHHsA N13:
EBPOATrI XaHrepi
NimiTen Nanabiniti
KomnaHi (EBPOATIMI
Xanrepi /1t4.),
YropwmHa
141. | KOPUH®AP® | Tabnetku TOB «TeBa Ykpaina MNIBA XpBaTcka Xopsartis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/9756/01/01
MPOJIOHroBaHoOI fji YkpaiHa» A.0.0. 3MiHn | TURY - 3MiHN WoAao peyenmom
no 10 wr; no 10 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
Tabnetok y 6nictepi; (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
no 3 6nictepu B NepBMHHOT Ta BTOPMHHOI YNaKOBOK JTiKapCbKOro
kopobui; no 50 abo 3aco6y. BBegeHHs 3MiH NpoTarom 6-Tu micsuis
100 TabneTok y nicns 3aTBepKeHHS
donakoHi; no 1
oNakoHy B KOPOOL
142. | KOPCAP® TabneTtku, BKPUTI AT Ykpaina AT "dapmax" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/16392/01/01
AM NAiBKOBOIO "Papmak” 3MiHu | TMNY - 3MiHK Woa0 peyernmom nidnsieae

060/10HKOO, 5 Mr/80
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
5, abo 6 6nicTepiB y
nauui

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn




Ne Hassa

Popma sBUMYCKY

3asaBHUK
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n/n JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

143. | KOPCAP®

TabneTkn, BKPUTI

AT

Ykpaina

nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX JOCnNiLKeHb
(PIP) (3MiHY y3rofi)xeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO B IHCTPYKLiO 4718 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6nmBOoCTiI 3acTocyBaHHs" Ta "Mo6iuHI
peakui™ BignoBigHO [0 OHOB/EHOT iHhopmaLii
Loao 6e3neku 3acTocyBaHHS Ail040i pe4OBUHN
3rigHo 3 pekomeHgauieto PRAC. TepMmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHLi 3MiHW). 3MiHW BHECEHO B iHCTPYKLtO A1
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainy "Mo6iyHi peakuyii” WoA0 Npo BUNagku
nigo3proBaHmx NobiYHMX peakLili Ta BiACYTHICTb
ehekTnBHOCTI Nlikapcbkoro 3acoby. TepMiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

nocsi0OYeHHs

AM

NNiBKOBOIO
060/10HKO10, 10
mr/160 wmr; no 10
Tabnetok y 6nictepi;
no 3 abo 5, abo 6
6nicTepiB y nauui

"®apmak”

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO B iIHCTPYKLiO A1 MeAUyYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6nmBOCTiI 3acTocyBaHHS" Ta "To6IYHI
peaxui™ BignoBigHO [0 OHOB/EHOT iHhopmaLii
LoA0 6e3nekn 3acToCyBaHHS Ait040i peHOBUHN
3rigHo 3 pekomeHaauieto PRAC. TepMmiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
3arBep/XeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHLLI 3MiHW). 3MiHM BHECEHO B IHCTPYKLtO A1
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainy "Mo6iyHi peakuyii” Woa0 Npo BUNagku

nigo3proBaHMX NobiYHMX peakLili Ta BiACYTHICTb

3a
peyerimom

He
niossieae

UA/16392/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

edhekTBHOCTI slikapcbkoro 3acoby. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuis nicns
3aTBEPLKEHHS.

144.

KOPCAP®
AM

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, 5
mr/160 wmr; no 10
Tabnetok y 6nictepi;
no 3 abo 5, abo 6
6nicTepiB y nayui 3
KapToHy

AT
"®apmak”

YkpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHK). 3MiHWM BHECEHO B iHCTPYKLt0 AN
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
40 po3ainy "Mo6iyHi peakwyii” Woa0 Npo BUNagku
nigo3proBaHmx NobiYHMX peakLiii Ta BiACYTHICTb
eeKTMBHOCTI NiKapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS. 3MiHK | TRy - 3MiHW WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoM). 3MiHN BHECEHO B
IHCTPYKLiI0 4151 MeANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby go posginis "OcobamBocTi
3acTocyBaHHs" Ta "Mo6iuHi peakwyji” BignoBigHO
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCyBaHHA Aitl040T PEYOBUHM 3rigHO 3
pekomeHgaujieto PRAC. TepMiH BBeAEHHS 3MiH
NpoTSArom 6 MicsiLiB MiCNs 3aTBEPAKEHHS.

3a
peyenmom

He
nionsiecae

UA/16393/01/01

145.

KOPCAP® H
oyo

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 80
mr/12,5 wr, no 10
Tabnetok y 6nictepi,
no 3 a6ono9
6nicTepis y nauui 3
KapToHYy

AT
"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnigxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviliHnii nepiog, abo sk pesynbTart
OL}iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKEeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMEeTEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO B IHCTPYKLiIO 4518 MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
"Oco6nmBOCTiI 3acTocyBaHHS" Ta "To6iYHI
peakuii” BignoBigHO [0 OHOB/IEHOT iHpopmaLLii

3a
peyerimom

He
nionsieae

UA/18175/01/01
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n/n

JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

146.

00 6e3neky 3acTOCyBaHHSA Ail040i PEeHOBUHM
3riiHO 3 pekoMeHpauieio PRAC.
TepMiH BBELIEHHS 3MiH - NPOTAroM 6 micsuiB
nicnsa 3aTBepKEHHS.

147.

KOPCAP® H
LYo

KOPCAP® H

TabneTtku, BKPUTI
nNiBKOBOIO
o060n0Hkoto, No 160
mr/12,5 mr, no 10
TabneTtok y 6nictepi,
no 3 abo no 9
6nictepiB y nauui 3
KapTOHy

AT
"®apmak”

AT

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKiil XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiANOBIAHO [0 MaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOTO0
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"Oco6mBocTi 3acTocyBaHHA" Ta "MMOGIYHI
peakujii" BigMoBigHO A0 OHOBEHOT iHhopMmaLi
o0 6e3neky 3aCTOCyBaHHSA Ail040oi PeHOBUHM
3rigHo 3 pekomeHgaduiero PRAC.

TepMmiH BBELEHHS 3MiH - NPOTAroM 6 micsuiB
nicns 3aTBepKEeHHS.

3a
peyenmom

He
nionsieae

UA/18175/01/02

148.

oyo

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 160
Mmr/25 wmr, no 10
Tabnetok y 6nictepi,
no 3 a6ono9
6nicTepis y nauui 3
KapToHYy

"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimaxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviliHnii nepiog, abo sk pesynbTart
OL}iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKEeHb
(PIP) (3MiHY y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO B IHCTPYKLiIO 4518 MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTiI 3acTocyBaHHS" Ta "To6iYHI
peaxuii” BignoBigHO L0 OHOB/EHOT iHhopmaLlii
LoA0 6e3nekn 3acTOCyBaHHSA Ait040i pe4OBUHN
3riHO 3 pekoMmeHpauieio PRAC.

TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepmAKeHHs.

3a
peyerimom

He
nionsieae

UA/18175/01/03

YO

TabneTku, BKpUTI

nNiBKOBOK

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao

3a
peyenmom

He

nionsieae

UA/18175/01/04
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po3giny 3.2.P.7 Cuctema koHTeliHep/

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
o6onoHkoto, no 320 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsay.
mr/12,5 wr, no 10 3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
Tabnetok y 6nictepi, 3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
no 3 6nictepu y MeZJMNYHOro 3aCTOCyBaHHSA Ha MigcTasi
nautii 3 kKapToHy perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHNX
BIANOBIAHO [0 M1aHy NejiaTpUYyHNX JOCAiAKEHb
(PIP) (3MiHY y3roi)XeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHM BHECEHO B IHCTPYKLiI0 A5 MEAUYHOTO0
3aCTOCYBaHHSI NiKapCcbKoro 3acoby A0 po3ainis
"Oco6mBocCTi 3acTocyBaHHA" Ta "MMOGIYHI
peakuji" BigMoBigHO A0 OHOBNEHOI iHhopMmaLi
o0 6e3neky 3acToCyBaHHSA Ailo40i PeHOBUHM
3rigHo 3 pekomeHgaujieto PRAC.
TepMmiH BBEEHHS 3MiH - NPOTAroM 6 micsuiB
nicns 3aTBepKeHHs.
149. | KOPCAP® H TabneTkn, BKPUTI AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a He UA/18175/01/05
AYO NNiBKOBOIO "®apmak” 3MiHu | TURY - 3MiHK WoAao peyenmom | niossi2ae
060/10HKO10, Mo 320 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
mr/25 mr, no 10 3MiHa y KOpOTKili XapaKTepuCcTULLi Nikapcbkoro
Tabnetok y 6nictepi, 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
no 3 6nictepu y MeaUYHOro 3acTocyBaHHA Ha nigcTasi
nadui 3 KapTOHy perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO B iIHCTPYKLiO A1 MeaUyYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6nmBOCTiI 3acTocyBaHHS" Ta "To6IYHI
peaxui™ BignoBigHO [0 OHOB/EHOT iHhopmaLlii
LoA0 6e3nekn 3acTOCyBaHHS Ait040i peHOBUHN
3rigHo 3 pekomeHpauieto PRAC.
TepMiH BBEEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepAKeHHS.
150. | KPOMO®AP cnpeii HasasbHWiA 2 AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/0885/02/01
M® % no 15 mny "®apmak” 3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA peyenma
chnakoHi, nikapcbkuii 3aci6. Cuctema
3abe3neyeHomy KOHTeliHep/3aKkynoptoBasbHuii 3aci6. 3MiHa
HacocoM-[103aTopoMm noctayanbHuKa nakyBasibHUX MaTepianis abo
3 po3nu/itoBayYeM; no KOMM/IEKTYOUMX (SIKLLO 3a3HA4YEHO B AOCHE)
1 chnakoHy B nauyui 3 (BUNy4YeHHA nocTavasibHUKa) - OHOB/IEHHSA
KapTOHY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3aKyrnoproBasibHWii 3acib, a came BuydyaeTbCs
iHbopmauis Wwoao BMpobHUKa hriakoHis
nonieTMIeHoBMX A5 Nikapcbknx 3acobis
Medisize Schweiz AG, LLiBeiiuapis, y 3B'A3Ky 3
nikBigaLjieo BUPO6HMKa LUMX h/1akoHiB. 3MiHu |
TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapcbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
3aci6 (iHwi 3MiHW) OHOBNEHHS po3gainy 3.2.P.7
CuncTeMa KoHTelHep/3akynoptoBasibHUlA 3aci6, a
came BW/yYeHHs iHhopmaLii LWoa0 BUPOOHUKIB
nakyBa/lbHUX marepiasis
151. | KCEOMIH NMopoLUOK AN Mepy, HimeuunHa BVMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/15447/01/01
po3unHy ons dapmachbHoTi Hepo3dacoBaHoro IpnaHgjs 3MiHu | TURY - 3MiHK WoAao peyenmom
iH ekuili, no 50 LD50 Kan3 M6X NpoayKTY, 6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
oAvHMLp; 1 donakoH BMNPOBYyBaHHSA BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
3 MOPOLLKOM Y KOHTPO/IO AKOCTi B npo cucTemy hapmakoHarnsgy (BBefeHHs
KapTOHHIlA KOpooLi npoueci y3arajlbHeHUX AaHux npo cuctemy
BMPOGHMLITBA, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
KinbKicHe BigNoBiga/IbHOI 3a 34iACHEHHSI
BM3HAYEHHA Ha chapmakoHarnsay; KOHTaKTHoi ocobu 3
OCHOBI thapmakoHarnsgy 3asiBHUka A5 34iCHEHHSA
K/TITUH,KiNbKiCHe thapmakoHarnsgy B YkpaiHi, K0 BOHa
BM3HAUYEHHS BiMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BoTyniHiuHoro BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy
HepOTOKCUHY (BK/IKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
Clostridium pO3MiLLEeHHI MacTep-ghaiina cuctemm

Botulinum tuny A
(ELISA), nepBuHHe
nakysaHHsa: MepL,
dapma NvbX i Ko.
KraA, HiveuyunHa;
BUPOGHULTBO
Hepo3cacosaHoro
NpPOAYKTY,
BUNPOBYBaHHSA
KOHTPO/IO AKOCTi B
npoueci
BMPOBGHULTBA,
BMNPOBYyBaHHSA
KOHTPOJIHO AKOCTI
npy BUMycKy Ta
cTabinbHoOCTI,
nepBuHHE
nakysaHHs: |OT
Bionorika TM6X,
HimeuuunHa;
BTOPVHHE
nakyBaHHs, BUNYCK
cepii:
Mepy, ®apma T'mM6X i

hapMakoHarnsay). 3miHa ynoBHOBaXKeHOT 0cobu
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[Litova pepakuis: Julia Praff. MponoHoBaHa
pegakuisi: Dr. Julia Gehricke. 3miHa KOHTaKTHUX
[aHnx yrnoBHOBaXXEHOT 0CO6Y 3asiBHYMKA,
BignosiganbHOI 3a hapmakoHarnsg. 3Minu |
TUny - 3MiHu Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHUX faHnx Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHux nNpo cuctemy chapmakoHarnsgy, amiHa
YMNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3[ilicHEeHHS dpapMakoHarnsay; KOHTakTHOT 0cobun
3 thapmakoHarnsgy 3asBHUKa A5 34iACHEHHS
thapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M,
BiANOBIAANbHOI 32 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOUM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa KOHTaKTHOI 0cobu
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [itoua pegakuyis: LWknspesuy Irop
Onekcangposuy. NponoHoBaHa peAakLyis:
HikiTyeHkoBa J1t060B IBaHiBHa. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Ko. KlraA, KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA,
HimeuunHa,; BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
BMNpo6yBaHHA LD50
(kinbkicHe
BU3HAYEHHS
6ionorivyHol
aKkTuBHocTi): 1T
NabopaTtopis
dapmakornorii Ta
Tokcukonorii FM6X
Ta Ko.KT,
HimeuuunHa; Yapns3
PiBep /labopatopi3
Alinenpg Nivites,
IpnaHgis; BTOpUHHE
nakyBaHHS:
MpecTux MNpomoyLLH
Bepkaydcbopaepy
Hr Ta Bepbecepsic
'mM6X, HimeuynHa
152. | KCEOMIH NMopoLLUOK AN Mepy, HimeuunHa BVMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a UA/15447/01/02
po34nHy Ans dapmacbHoTi Hepo3dacoBaHoro 3MiHu | TUNY - 3MiHK Wopao peyenmom
iH ekuili, no 100 Kan3 Mmex NpoayKTY, 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
LD50 oguHuup; 1 BMNPOBYBaHHSA BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHuX
dhnakoH 3 NOPOLLKOM KOHTPOJIO AKOCTI B npo cucTemy hapmakoHarnsgy (BBefeHHs
Y KapTOHHIli kopobLi npoueci y3arajslbHeHUX AaHux npo cuctemy
BMPOGHMLITBA, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
KinbKicHe BigNoBiga/IbHOI 3a 34jACHEHHSI
BM3HAYEHHA Ha chapmakoHarnsay; KOHTaKTHoi ocobu 3
OCHOBI thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHSA
KITITUH,KiNbKiCHe thapmakoHarnsgy B YkpaiHi, K0 BOHa
BM3HAUYEHHS BiMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BoTyniHiuHoro BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy
HepOTOKCUHY (BK/IKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
Clostridium pO3MiLLEeHHI MacTep-ghaiina cuctemm

Botulinum tuny A
(ELISA), nepBuHHe
nakysaHHsa: MepL,
dapma N'vbX i Ko.
KraA, HiveuyunHa;
BUPOGHULTBO
Hepo3cacosaHoro
NpPOAYKTY,
BUNPOBYBaHHSA
KOHTPO/IO AKOCTi B
npoueci
BMPOBGHULTBA,
BMNPOBYyBaHHSA
KOHTPOJIHO AKOCTI
npy BUMycKy Ta

hapMakoHarnsay). 3miHa ynoBHOBaXKeHOT 0cobum
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[Litova pepakuis: Julia Praff. MponoHoBaHa
pegakuisi: Dr. Julia Gehricke. 3miHa KOHTaKTHUX
[aHnx yrnoBHOBaXXEHOT 0CO6Y 3asiBHYMKA,
BignosiganbHOI 3a hapmakoHarnsg. 3Minu |
Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHUX JaHux Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHux nNpo cuctemy chapmakoHarnsgy, amiHa
YMNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3[ilicHEeHHS dpapMakoHarnsay; KOHTakTHOT 0cobun
3 thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA




144

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
cTabinbHoCTI, BiAMiHHA BiJ YNOBHOBaXeEHOI 0co6M,
nepBuHHE BiANOBIAANILHOI 3a 34iiCHEHHSA (hapmakoHarnsgy
nakysaHHs: 14T (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
Bionorika M'm6X, pO3MiLLEeHHI MacTep-ghaiina cuctemm
HimeuunHa,; thapmakoHarnsgy). 3MiHa KOHTaKTHOI 0cobu
BTOPUHHE 3asBHVKa, BignoBifanbHOI 3a thapmakoHarnsg, s
nakyBaHHs, BUMYCK YkpaiHi. [itova pegakuis: Lknsapesuy Irop
cepit: OnekcaHgposuy. MNMponoHoBaHa pejakuis:
Mepy, dapma M'mM6X i HikiTueHkoBa J1t060B IBaHiBHA. 3MiHa
Ko. KlraA, KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA,
HimeuunHa,; BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
BMNpo6yBaHHA LD50
(kinbkicHe
BU3HAYEHHS
6ionorivyHol
aKkTuBHocTi): 1T
NabopaTtopis
dapmakornorii Ta
Tokcukonorii FM6X
Ta Ko.KT,
HimeuuunHa; Yapns3
PiBep /labopatopi3
Alinenpg Nivites,
IpnaHgis; BTOpUHHE
nakyBaHHS:
MpecTux MNpomoyLLH
Bepkaydcbopaepy
Hr Ta Bepbecepsic
'mM6X, HimeuynHa
153. | IABO-TEPN nintoni B kKancynax NABO'TIAN Benbris Nab6o'Naiidp Icnanis Icnanis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a He UA/20601/01/01
[ONs BigKpUTTS; Mo ® BENbIA C.AY. 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom | niosisi2ae

10 okpemux karncyn
3 HOmMepamu Big 1
o 10 B 6nicTepi; no
3 6nictepu no 10
Kancyny KapTOHHIl
Kopobui

HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHN AiS/IbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoyaoun
AOinbHULI BUNYCKy cepii abo micle npoBefeHHs
KOHTPO/IIO SKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IOYAUM BUMYCK Cepiid)
3MiHa Ha3BM Ta agpecu BUPOBGHUKA Y 3B'A3KY i3
npuBELEHHSIM 40 OTPYMAHOTO BUCHOBKY LLOA0
niATBEpIKEHHS BigNOBIAHOCTI yMOB
BUPO6GHMLUTBA J13 BUMOram HanexHol
BMPOBHMYOT NpakTuku, a came 3 LABO'LIFE
ESPANA, S.A. / NABO'/IAA® ICTIAHIA, C.A. (c/
des Raiguer, 7, Consell 07330 (Islas
Baleares),Spain / c/gec Palirep, 7, KoHcenb
07330 (baneapcbki ocTpoBu), IcnaHis) Ha
Labo'Life Espana S.A.U. / Na6o'Naiid Icnais
C.A.Y. (Avinguda Del Raiguer 7, Consell, 07330,
Spain/MpocnekT fenb Paiirep, 7, KoHcensb,
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KapTOHHIA Kopoo6Li

came fo n. 15 (ANA NIKAPCbKIKX 3ACOBIB,
AKI MPU3HAYEHI /19 CAMOCTIAHOIO
NIKYBAHHSA — IHPOPMALIIA WOAO
3ACTOCYBAHHA); n. 17 (IHLWE) BTOpUHHOI
ynakoBku. BBeeHHs 3MiH MpoTsArom 6-Tu
MicAUIB Micna 3aTBepmXeHHs. 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCyBaHHS Yy 3B’SI3KY i3 HOBUMYW AaHUMK 3
SIKOCTi, AOK/MIHIYHMMM, KMiHIYHMKW AaHUMK Ta
JaHumu 3 hapmakoHarnagy. 3MiHu BHeCeHo A0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"apmMakosorivyHi BnactuBocTi" (LLoao
NPOTUBIPYCHUX BNACTUBOCTEN in Vitro),
"Oco6nMBOCTI 3acTOCyBaHHA" (pefakuiiHa
npaska), "Cnocib 3acTocyBaHHs Ta fo3n"
(pepakuiiHa npaska), "MobiuHi peakyii” (wWoago
NOBiAOMJIEHHS NPO MiJ03ploBaHi MOBIYHI peakwi
Ta pefakuiiiHi npaBku).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPMAKEHHA.b 3MiHK |l TUny - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOr0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHnUMK 3 KOCTI, AOKMIHIYHUMM, KIHIYHMKN
AaHUMKN Ta faHvmn 3 hapmakoHarnsgy. 3miHu
BHECEHO [0 iHCTPYKLIi A1s MefnMyHoro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
"B3aemogis 3 iHWMMM flikapcbkumu 3acobamm Ta
iHLI BMAW B3aEMOSji" W00 3aCTOCYBaHHS
nawjeHTam i3 yXe iCHytoUMMn pecnipaTopHUMm
3aXBOPIOBAHHAMM, MOB’A3aHNMU 3

rinepcekpeLjiero cnusy, TakMMm sik KICTO3HUIA

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
07330, IcnaHist). 3MiHM BHECEHO B IHCTPYKLitO
ONA MeAUYHOr0o 3aCTOCYBaHHS NikapCbKoro
3aco6y y po3ainun «BupobHuk» Ta
«Micue3HaxofpKkeHHs1 BUpOBGHMKa Ta agpeca
MiCLii NPOBaKEHHS Or0 Ais/IbHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTAroM 6-Tu MicALIB NiC/IA 3aTBEPAXKEHHS.
154. | NA3O/IBAH® | Tabnetkn no 30 mr TOB Ykpaina [enbchapm Peimc, dpaHuisn/ BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 6e3 nionsieae UA/3430/03/01
no 10 Tabnetok y «Onenna ®paHuis; Onenna Monbwa 3MiHu | TURY - 3MiHK WoAao peyenma
6nictepi; no 2 Xenckea Xenckea MonaHg 6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
6nictepu y YkpaiHa» Cn. 3 0.0., MonbLwa (iHLWi 3MiHW). 3MiHWM BHECEHO A0 TeKCTy
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby, a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
hibpo3 (MykoBicuMAo3) abo GpoHxoeKTaTuyHa
xBopo6a. BBeeHHs 3MiH NPOTAroM 6-TW MicsiLiB
nicns 3aTBepiXeHHs.
155. | IAKO3AM® TabneTku, BKpUTI TOB YkpaiHa Brpo6HMUTBO, Ipeuis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/18538/01/01
nNiBKOBOIO "ACIHO nepBrHHe Ta 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidsisizae
060/10HKO0, 10 50 YKPAIHA" BTOPUHHE HaliMeHyBaHHs Ta/abo agpecy Micus
Mr; no 14 tabnetok nakyBaHHs, NpPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
y 6nicTepi; no 4 KOHTPONb Ta BUMYCK roToOBOro NikapcbKoro 3acoby, BKIYaun
6nictepu y cepii nikapcbkoro AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KapTOHHI navu,i 3acoby: KOHTPOJO SIKOCTI. (ZisNbHICTb, 3a Ky BiAnoBigae
xeHedpapm CA, BMPOGHMWK/iMNOpPTEp, BK/IOYAKOUM BUMYCK Cepild) -
Ipeuis; 3MiHa LWoA0 OHOB/EHHS afpecu BUPOOHUKa
IxeHedbapm CA, peuis, Skvii Bignosigae 3a
KoHTponb cepii: BMPOGHWLITBO, NEPBUHHE Ta BTOPVHHE
KioEnCikEc N1a., nakyBaHHS, KOHTPO/b Ta BUMYCK cepil
pevis nikapcbKoro 3aco6by. 3MiHN BHECEHO B
IHCTPYKLiI0 AN51 MeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
"Micue3HaxomKeHHs BUpobHvKa Ta agpeca
MiCLiAl NPOBaXEHHST Oro AisinbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
yNakoBOK. PeKoMeH0BaHi [0 3aTBEPMKEHHS: -
IHCTpYKUis ANA MeANYHOro 3acTOCYBaHHSA
nikapcbkoro 3acoby(eCTD Bepcis 0001). - TekcT
MapKyBaHHS YNakoBKW /likapcbkoro 3acoby y
no3yBaHHi 50 mr (eCTD Bepcist 0001). - TekcT
MapKyBaHHS yMakoBKM MiKapCbKoro 3acoby y
po3yBaHHi 100 mr (eCTD Bepcis 0001). TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicaLis nicns
3aTBEPLKEHHS.
156. | IAKO3AM® TabneTku, BKpUTI TOB Ykpaina Brpo6HMUTBO, Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/18538/01/02
nNiBKOBOIO "ACIHO nepBrHHe Ta 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuyenmom | nidssizae
060/10HKO0, M0 100 YKPAIHA" BTOPWHHE HaliMeHyBaHHsl Ta/a6o agpecy Micus
mr; no 14 tabneTtok nakyBaHHs, NpPOoBaMKEHHA AifANbHOCTI BUPOOHWKa/iMnopTepa

y 6nicTepi; no 4
6nictepn y
KapTOHHIi navui

KOHTPO/b Ta BUMYCK
cepii nikapcbkoro
3acoby:
xeHedpapm CA,
Ipeuis;

KoHTponb cepii:
KioEKCiEc NTa,.,
peuis

rOTOBOrO JliKapCbKoro 3acoby, BKIYaum
AinbHULI BUNYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEP, BK/OYAOUM BUMYCK Cepili) -
3MiHa 040 OHOBMIEHHS aApecu BUPOGHMKa
IxeHedbapm CA, peuis, skvii Bignosigae 3a
BMPOOHULITBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta BUMYCK cepil
nikapcbKoro 3aco6by. 3MiHN BHECEHO B
IHCTPYKL,il0 A5 MeANYHOro 3aCTOCyBaHHSA
NikapcbKoro 3acoby y po3gin
"Micue3HaxomKeHHs BUpoOHrKa Ta agpeca
MiCLiAl NPOBaXEHHST oro AisnbHOCTI" 3
BIANOBIAHUMYW 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBoK. PekoMeH0BaHi [0 3aTBEPIKEHHS: -
IHCTPYKUist AN MEMYHOTO 3aCTOCYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
nikapcbkoro 3acoby(eCTD Bepcis 0001). - TekcT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby y
po3ysaHHi 50 mr (eCTD Bepcis 0001). - TekcT
MapKyBaHHS YNakOBKW /iKapCbKoro 3acoby y
no3ysaHHi 100 mr (eCTD Bepcis 0001). TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPKEHHS.
157. | NAKTOBIT Kancynu no 10 Mini Benuka Menpo IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/0160/01/01
POPTE Kancyn y énictepi; Xenckepe BpuTaHis dapmacbloTukanc 3MiHu | TMNy - 3MiHK 3 AKOCTI. [o0TOBMIA peyenma
no 3 6nictepu B Nimiteq Mpiart JlimiTepq, nikapcbkuii 3aci6. KOHTponb roToBoro
KapTOHHI Kopo6Lyj; nikapcbKoro 3acoby. 3miHa y meTofax
no 7 kancyny BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
6nicTepi; no 2 abo (iHWi 3MmiHM y MeTogax B1UnNpobyBaHb
no 4 6nictepu B (BKtOYaKOUM 3aMiHy abo [ONOBHEHHS)) - Y
KapTOHHI Kopobui 3B'A3KY i3 3ayBaKEHHAM YNOBHOBaXKEHOT
nabopatopii BHOCMMO 3MiHM A0 TecTiB «2.3
loeHTudbikauis Lactic Acid Bacillus (Bacillus
coagulans (Lb.sporogenes))» Ta «7.3 KinbkicHe
BM3HaueHHs Lactic Acid Bacillus (Bacillus
coagulans (Lb.sporogenes))». BBegeHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS
158. | TAMIKOH® Tabnetkn no 0,25, AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/2714/01/01
no 7 Tabnetok y "papmak” 3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA peuenmom
6nicTepi; no 2 nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
6nictepy B navui po3Mipy cepil (BkNOYatouy gianasoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby (36inbLIeHHA
00 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
pO3MipoM) BBEEHHS [04ATKOBOro po3mipy cepii
N3 105,0 kr (300,000 Tuc. TabneTok) B
[OMOBHEHHA [0 BXE 3aTBEP)KEHOro po3Mipy
52,5 kr (150,000 Tuc. TabneTok).
159. | JIAH3A kancynu no 30 mr; [eHom IHAiA [xernom bioTek MMBT. IHAis BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a He UA/10811/01/01
no 10 kancyny BioTek IMBT. nra. 3MiHu | TMNY - 3MiHK WoA0 peyenmom | nionsizae
6nicTepi; no 2 nra. 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.

6nictepn y
KapTOHHI KOpoOLyi

3MiHa y KOpOTKili XapaKTepuUCTuL NiKkapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT A1s
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynspHoO OHOB/IOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpawiiinii nepiog, abo sk pesynbtar
OL}iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHYy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXEHUM OpraHoMm)
3MiHV BHeceHo A0 [HCTpyKUii Ana MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby Ao posginis
"Oco6nmBoCTi 3acTocyBaHHs", “Mo6iYHI peakuii”
BiANOBIAHO A0 iHGhopMaLii 3 6e3neku gitoyol
PEYOoBUHM.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
160. | IAP®IKC TabneTku, BKpUTI TOB YkpaiHa Kycym Xentxkep IHAis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: - UA/20999/01/01
060/10HKO, N0 8 Mr, | «NEAPAP Met N14, 3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
in bulk: Ne10800 M NTAO» nikapcbkuii 3aci6. Cuctema
(10x1080) TabneTok: KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
no 10 TabneTtok y PO3Mipy ynakoBKv roTOBOro NikapCcbKoro 3acoby
6nicTepi; no 1080 (IHLWIi 3MiHW) - BHECEHHSA [OAATKOBOI YNakoBKu Y
6nictepiB y dhopmi in bulk: Ne10800 (10x1080) Ta6neTok: no
KapTOHHI KopobLyj; 10 TabneTok y 6nicTtepi; no 1080 6nicTepiB y
in bulk: Ne4800 KapTOHHIiA kopobui (ansa ginbHuui CM-289 (A),
(10x480) TabneTok: PIIKO Ingactpian apea, Yonanki, Bxisagi, JicT.
no 10 TabneTtok y Anap (PagxactaH), IHgis); in bulk: Ne4800
6nicTepi; no 480 (10x480) Tabnetok: no 10 TabneTtok y 6aicTepi;
6nictepiB y no 480 6nicTepiB y KapTOHHIli kopobui (415
KapTOHHilA KopooLi AinbHuui Mnot Ne M-3, IHgop Crewen [KoHOMIK
3oyH, Peits-Il, Mitamnyp, Aict. Axap, Maaxbs
Mpagew, MiH 454774, IHgjs), 3 BHECEHHAM
BiANOBIAHMX 3MiH [0 p. «YNakoBka» Ta p.
«MapkyBaHHsA» MKA /13
161. | NIAP®IKC TabneTku, BKpUTI TOB YkpaiHa Kycym Xentxkep IHAjis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/12330/01/02
060/10HKOI0, N0 8 Mr, | «NEA®AP Met 14 3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peyenmom
no 10 TabneTok y M NTO» nikapcbkuii 3aci6. Cuctema
6nicTepi, no 3, abo KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
10 6nictepiB y PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
KapTOHHI/ ynakosL,i (IHWI 3MiHW) - BHECEHHSA [OAATKOBOI YNakoBK/ Y
dhopmi in bulk: Ne10800 (10x1080) TabneTok: no
10 Ttabnetok y 6nictepi; no 1080 6nicTepiB y
KapTOHHI/ Kopobui; in bulk: Ne4800 (10x480)
Tabnetok: no 10 Tabnetok y 6nictepi; no 480
6nicTepiB y KAPTOHHIli KOPOOLL, 3 BHECEHHAM
BiAMNOBIAHMX 3MiH A0 p. «YNakoBka» Ta p.
«MapkyBaHHsA» MKA /13
162. | NIEBONET TabneTtku, BKPUTI O-p Peppi'c IHais [-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/9474/01/01
NiBKOBOO Na6opaTopi Na6opaTtopic 1174, 3MiHu | TURY - 3MiHN WoAao peyenmom | nidssi2ae
o060n0Hkoto, No 250 ctg, PTO -1l 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.

Mmr, no 10 TabneTok
B 6icTepi; mo 1
6nictepy y
KapTOHHIlA KopooLi

3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeJIMYHOro 3aCTOCyBaHHA Ha MigcTasi
perynspHoO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
NikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHY y3rofi)KeHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoM) - 3MiHU BHECEHO [0
IHCTPYKLUIT 4719 MeAWNYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby ao posainis "OcobnmBocTi
3actocyBaHHs", "lNo6iyHI peakwii" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii oo 6e3nekn
3aCTOCYBaHHSA Aito40i pevoBUHU. TepMiH
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BBE/IEHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOCNiAKEeHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3giny "MNo6iyHi peakuii”
BiAMNOBIAHO 4O OHOBMEHOI iHChopMaLi Woao
6e3nekn 3aCToCyBaHHSA Ail040i PEYOBUHMW.
TepMmiH BBEEHHS 3MiH - NPOTAroM 6 micsuiB
nicnsa 3aTBepmAXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO A0 iHCTPYKLi AN1A
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby y
po3giny "Mo6iuHi peakuii" (o040 BaX/IMBOCTI
3BiTyBaHHS Npo Mob6iyHi peakuii). TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicsuiB nicns
3aTBEPXKEHHS

163.

NEBONET

TabneTku, BKpUTI
nNiBKOBOIO
060n0HkKot0, No 500
mr, no 10 Tabnetok
B 6nicTepi; no 1
6nictepy y
KapTOHHIA KopoobLi

4-p Peppi'c
Na6opatopi
ctg

IHais

O-p Peppj'c
Na6opaTopic /Tg,
dTO -1l

IHais

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobnmBocTi
3acTocyBaHHsA", "Mo6ivHi peakuii" BignosigHO 00
OHOB/IEHOT IHhopMaLiii Woao 6e3nekn
3acTOCyBaHHA Ajlo40i peqyoBNHU. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicaLis nicns
3aTBep/KeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKiil XapaKTepuCTuLi NikapCcbKoro

3a
peyenmom

He
nionsiecae

UA/9474/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3ac00y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHY y3rofi)xeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
IHCTPYKLUIT AN1A MeANYHOro 3aCTOCYBaHHSA
nNikapcbKkoro 3acoby Ao po3ainy "MobiuHi peakwii”
BiANOBIAHO O OHOBNEHOT iHhopMaLjii Wwoao
6e3neky 3acToCyBaHHA Ailo40i PEYOBUHM.
TepMiH BBELIEHHS 3MiH - NPOTAroM 6 micsuiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHN LWoAao
6e3nekun/ehekTUBHOCTI Ta dhapMakoHarnsgy
(iHLWi 3MiHW) - 3MiHM BHECEHO A0 HCTPYKLT AN1A
MeAMYHOro 3acTOCYBaHHS /TiKapCbKoro 3acoby y
po3ainy "Mo6iyHi peakuii™ (LLOA0 BaXXIMBOCTI
3BiTyBaHHA NPO Nob6iyHi peakwii). TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPMAKEHHS

164.

NEBOJET

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, MO 750
mr, no 5 a6o 10
Tabnetok y 6nictepi,
no 1 6nictepy y
KapTOHHI Kopobui

4-p Peggi'c
Na6opatopi
c ity

IHais

O-p Peppi'c
Na6opaTtopic N174,
PTO -1l

IHais

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
IHCTPYKLUIT 1A MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby go posginis "OcobamBocTi
3acTocyBaHHs", "lNo6iyHI peakyii” BiANoBIgHO A0
OHOBNEHOT iHthopMaLi LWoao 6e3neku
3aCTOCyBaHHA Ajto40i pevyoBNHN. TePMIH
BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPMKEHHSA. 3MiHN | TUNy - 3MiHW LWoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
NiKkapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peyenmom

He
niossieae

UA/9474/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy NeaiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainy “MNo6iyHi peakuii”
BIAMNOBIAHO 40 OHOBNEHOI iHGhOpMaLi Woao
6e3neky 3acToCyBaHHS Ail040i PEYOBUHM.
TepMiH BBEEHHS 3MiH - NPOTATOM 6 MicALiB
nicns saTBeppkeHHs. 3MiHu | Tuny - 3MiHN LWoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHK) - 3MiHX BHECEHO [0 iHCTPYKUiT ANs
MEeAMYHOrO 3aCTOCYBaHHSA NMiKapCbKoro 3acoby y
po3giny "MobiuHi peaxyii” (LWo040 BaX/IMBOCTI
3BiTYyBaHHS NPo Nob6iyHi peakwii). TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHSA

165.

NEBO®/IOKC
AUVH

PO34uH ONs iHy3ii
0,5 % no 100 mn
abo no 150 mny
nnswwyi; no 1
nAAWLi y nayyj

MpuBartHe
aKujioHepHe
TOBapuCTBO

"IHdoy3ia"

YKpaiHa

MNpuBartHe
aKuioHepHe
TOBapuCTBO

"IHdpy3isn”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKiil XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom). 3MiHW BHECEHO A0
IHCTPYKLU,T 4719 MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginmn "OcobnmnsocTi
3actocyBaHHs", "MNepenosysaHHs", "MoGiyHI
peakuii" BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun Ajlo4voil pevyoBrHU. 3MiHK | TUNY - 3MiHK
LoAo 6esnekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeAUYHOro
3aCTOCyBaHHSA
reHepuYHUX/ribpuaHNX/6ioNoAi6HMX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Npenapar (3mMiHa He NnoTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"@apmakoTepanesTnyHa rpyna. Kog ATX"

3a
peyenmom

He
nionsieae

UA/12726/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
(yTOUYHEHHs1 Ha3Bu 6e3 3miHu kogy ATX),
"®apmakonoriyHi BnactnsocTi”, "MokasaHHsa",

"MpoTunokasaHHsa", "B3aeMogis 3 iHLIMMU
nikapcbkMmn 3acobamu Ta iHWi B1uam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",

"3acTocyBaHHSA y nepio BariTHOCTi abo

roflyBaHHs rpyaar”, "3aatHicTb BNMBaTu Ha

LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamu',
"Cnoci6 3acTocyBaHHs Ta gosu", "Aitn",
"Mepepno3yBaHHA", "Mo6IYHI peakuir”,
"HecymicHicTb" BignoBigHo Ao iHdopmauii Wwoao
MeAMYHOro 3acTOCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (Tavanic 5 mg/ml solution
for infusion). 3miHu | TNy - 3miHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHLWWi 3MiHW). 3MiHVM BHECEHO A0 iHCTPYKUIT Ans
MEeAMYHOro 3aCTOCYBaHHSA NMiKapCbKoro 3acoby y
po3ain "Mo6iyHi peakuyii” WoA0 BaKANBOCTI
3BiTyBaHHA NPO No6iYHi peakwii. 3MiHW | Tuny -
3MiHN Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB Buavi peecTtpadiiHoro
noceigYeHHs, BKNtoYaroun Mnax ynpasniHHA
pu3ukamm (iHWi 3mMiHK). 3aA9BHUKOM HaJaHo
OHOBMEeHUI MNnaH ynpasniHHA pusukamu Bepcis
3.1 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHchbopmauis» |l «Cneuudikauis 3 6esneku» ||
«MnaH 3 dhapmakoHarnsagy» V «3axogu 3
MiHimi3auii pusukie» VI «Pe3tome nnaHy
ynpasniHHA pusnkamn» VIl «JogaTku» (ogaTok
2,3) y 3B'A13KYy 3 OHOBJ/IEHHAM iHdhopMaLii 3
6e3nekun Ailo4oi peyoBrHY neBod10KcaLVH
BiANOBIAHO [0 akTyanbHOI pedyepeHTHOT
iHhopMawLii, WO € pyTUHHUMK 3aX04amMu 3
MiHiMi3aLii pu3unKiB, a TakoXx Yy 3B'A3KY i3
BMKOHAHHSIM [0A4AaTKOBMX 3aX04iB 3 MiHiMizaw,i
pu3sunkie. Pestome MnaHy ynpasnaiHHA pyu3vkamm
Bepcis 3.1 gogaetbea. 3MiHN | TUNY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6esneku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX

BiAMNOBIAHO A0 NNaHy nefiaTpuyHUX A0CiHKEeHb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXeHUM opraHom). [NpeacTtasrieHi 3MiHW
B iHpopMalLii 3 6e3neku LLoA0 BHECEHHS 3MIH Ta
[OMNOBHEHb A0 po3giny "MobiuHi peakwii”
NPOEKTY IHCTPYKLT AN1A MeANYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby Ha nigcTasi
pekomeHaauii PRAC, Lo po3MilleHi Ha
odpiliiHomy caiiTi EMA Ta Ha odoiljiiiHoMy caiATi
[JELL MoXyTb 6yTn pekomeHoBaHi [0
3aTBEPKEHHS Ta BHECEHHS B iHCTPYKLtO A4N1A
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby.
166. | JIEBO®JIOKC | TabneTtku, BKpUTI TOB «TeBa Ykpaina AkTasic 1T/, ManbTta BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3a UA/11952/01/01
AUNH-TEBA NNiBKOBOIO YkpaiHa» 3MiHu | TURY - 3MiHK WoAao peyenmom
060/10HKO10, N0 250 6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
mr, no 5 TabneTtok y (iHLWi 3MiHW) - OHOBNIEHHSI TEKCTY MapKyBaHHS
6nicTepi, no 2 NepBUHHOT Ta BTOPMHHOI YNaKoBOK /iKapCbKOro
6nictepu B 3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
KapTOHHI KOpoobLii nicns 3aTBEPAKEHHS
167. | IEBO®JIOKC | TabneTtku, BKpUTI TOB «TeBa Ykpaina AkTasic 1T, ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11952/01/02
AUVNH-TEBA nNiBKOBOIO YkpaiHa» 3MiHu | TMRY - 3MiHK Woa0 peyenmom
060n0HkKot0, No 500 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mr, no 5 TabneTok y (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
6nictepi, no 2 NepBUHHOT Ta BTOPUHHOI YNaKoBOK J1iKapCbKOro
6nictepy B 3aco6y. BBegeHHs 3MiH NpoTAarom 6-Tu micsiuis
KapPTOHHIi KOpooOLi nicns 3aTBepAKeHHS
168. | IEPKAMEH® | TabneTtku, BKpUTI MeHapiHi Mokcembypr | Pekopgarti lHaycTpia ITanis BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/13569/01/02
AMN® 20/20 NAiBKOBOIO IHTepHeLLOoH Kimika e 3MiHu | TMNY - 3MiHK WoA0 peyenmom
06010HKot0, 20 an dapmayeyTmka 6e3nekv/edeKkTMBHOCTI Ta hapMakoHarnaay.
mr/20 mr; no 14 OnepeiioH C.n.A. 3MiHa YacToTu Ta/abo TepMiHiB NogaHHsA
TabneTok, BKPUTMX c perysisipHoO OHOBJTHOBaHMX 3BITIB 3 6e3nekn
nNiBKOBOO Tokcembypr nikapcbKknx 3aco6iB. 3MiHa 4acToTK Ta TEPMIHIB
060/10HKOID, Y C.A. noJaHHsA perysisipHO OHOBJ/TOBAHOrO 3BITY 3
6nictepi; no 2 6esneku:
6nictepu B [litova pepakuis:
KapTOHHIlA KOpooLi YacToTa nogaHHa perynspHo OHOB/THOBAHOro
3BiTYy 3 6e3nekun 13 pokiB.
KiHueBa gata ans BktoYeHHs gaHux fo PO3b6 -
26.07.2025p.
[Jata nogaHHsa 24.10.2025p.
MponoHoBaHa pefakuis:
YacToTa nogaHHsa perynspHo OHOB/IOBAHOIO
3BiTYy 3 6e3neKkun 7 pokiB.
KiHueBa gata ans BktoYeHHs gaHux go PO3b6 -
03.06.2031 p.
Jata nogaHHs - 01.09.2031 p.
PekomeHa0BaHO [0 3aTBEPKEHHS BigMOBIAHO
[0 NepioanYHOCTI NOAAHHS PerynsipHo
OHOB/IOBAHMX 3BITiB 3 6E3MEKN NiKaPCbKNX
3aco6iB y €C.
169. | MATHE-B6® TabneTkn, BKPUTI TOB YkpaiHa BMPOGHMLITBO, PpaHuin/ BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis: 6e3 UA/5476/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
o6onoHkoto; Ne 60 «Onenna KOHTPO/Ib SIKOCTI, YropwuHa 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
(20x3): no 20 Xenckea nakyBaHHs, nikapcbkuii 3aci6. KOHTponb roToBoro
Tabnetok y 6nictepi; YkpaiHa» MapKyBaHHs, BUMYCK nikapcbKoro 3acoby (iHwi 3MiHK). MogaHHA
no 3 6nictepu y cepii: CAHO®I OHOBJ/IEHOrO MOBHOTO TekcTy MKA /13
KapTOHHIlA KopooLi BIHTPOI YKpaiHCbKO0 MOBOIO, BK/OYao4uM nornepeHbo
IHOACTPIA, 3aTBEPAKEHI 3MiHW Ta HE3HAYHI pefaKLiliHi
dpaHuis; npaeku 415 NpMBeAeHHs crneumdikauii Ta
BMPOBHULTBO, MeTO/AiB KOHTPO/IO AKOCTI /13 y BiANOBIAHICTL A0
KOHTPO/b SKOCTI, mMarepianis BUPO6GHMKa. 3MiHW | TUnNy - 3MiHK 3
nakyBaHHs, AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KOHTponb
MapKyBaHHSs1, BUNYycK roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
cepii: Onenna BMNPOGYBaHHS rOTOBOTrO NiKapCbKOoro 3acoby
Xenckea XaHrepi (iHWi 3miHM y MeTogax BunpobyBaHb
K., YropwmHa; (BKNHOYAKOUN 3aMiHy ab0 [JOMOBHEHHS)).
Mikpo6ionoriyHuii MponoHyeTbCA AofaTh A0 METOLAIB KOHTPO/IO
KOHTpOnb M13: AKOCTi aNlbTepHaTUBHNI aBTOMATU30BaHWIA
XIHOIH 3aBog MeTOo[, TUTPYBaHHA 3 DOTOMETPUYHIM CEHCOPOM
PapmaLeBTUYHNX Ta hikCyBaHHS KiHLeBOI TOUKV TUTPYBaAHHA A1A
XimiuHux MpoaykTis BV3HAYEHHS BMICTY aKTUBHOTO
Mpaiisit Ko. T4, hapMaLeBTUYHOIO IHrpedieHTa MarHito nakrary
MianpnemcTtBo Ne3 ourigpaTty. TakoX NpOnNoHyeTbCS fofatu
(MNignpviemcTBo B BKa3iBKY LLIOAO NPUroTYBaHHS PO34YMHIB B
YaHikBenbab), anbTepHATUBHUX KiNIbKOCTAX. 3MiHM | TUny -
YropwmHa 3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6.
Mikpo6ionoriyHnii KOHTpO/b roToBOro fikapcbKoro 3acoby. 3miHa
KOHTponb MN3: napameTpiB cneuudikalilii Ta/abo fonycTUMMX
EYPOATNI XaHrepi MEX roTOBOr0 NiKapCbKoro 3acoby (iHLui 3MiHW)
NTp.,YropwmHa MpuBeaeHHs nokasHuka “Konip” y BignoBigHICTb
[0 MaTepianis BUPOBHYMKA.
170. | MATHItO PO34NH A5 iH'EKLINA, MAT YkpaiHa MAT "Fanuudcpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a UA/20018/01/01
CYNb®AT 500 mr/mn; no 5 mn "Tannudap 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
a6o no 10 mn B M" nikapcbkuii 3aci6. KOHTPOIb AONOMIXHMX

amnyni, no 5 amnyn
y 6nicTepi; no 2
6nictepu B navuj

peyoBuH. 3MiHa NapameTpiB cneuudikawii
Ta/abo foMyCTUMUX MeX AN JOMOMiIKHOT
peyoBuHM (iHLWI 3MiHK). MpuBeeHHS
cneumdikauii 4ONOMKHOI peyoBuHn Boaa ans iH
"KL Ao BUMor MoHorpadii EP, a came: 1)
BunyuyeHo nokasHuk «Hitpatn» 2) Y nokasHuky
«BakTepianbHi eHA0TOKCMHW» A0A4aHO
NOCWNAaHHSA Ha Le OAVH MeTof, KOHTponto - EP,
2.6.32. 3) Y nokasHukax «Onuc», «bakrepianbHi
E€HAO0TOKCUHW», «3arasibHUiA opraHiyHnii
ByrfeLb», «MMToma enekTponpoBigHICTb» Ta
«MiKpO6iO/IOriYHMI MOHITOPUHI» NPUGPaHO
NOCW/IaHHA Ha NMYHKTW METOAUK KOHTpOoo 4) Mig
Creumdikaljieto 4o04aHO NPUMITKY «Npu
PYTUHHOMY KOHTPO/i AOMNYCKAETLCA BK/THOUEHHS
[04aTKOBMX NOKa3HMKIB». CynyTHS 3MiHa - 3MiHu
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMiXXHUX PevyoBYMH. 3MiHa y MeTodax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BMNPOBYBaHHA JOMOMDKHOI PEYOBUHM (iHLLI
3MiHM y MeToAax BUNpobyBaHHSA (BKIOHAK0UM
3amiHy abo gogasaHHs)) (b.11.8.2. () IB)
171. | MAPITA® Tabnetku no 2 mr, AT YkpaiHa CiHpgea ®apwma, C.J1. Icnanis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/18865/01/01
no 28 TabneTok y "papmak” 3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT peuenmom
6nicTepi; no 1 signosigHocTi/l E-cepTudikar BignosigHoOCTI
6nicTepy y nauui €Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUYyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOrO
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpOOHULTBI AdDI; ans
[LOMOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei) -
OHoB/EeHWI cepTUdiKaT Bif y)Xe 3aTBEpAXEHOro
BUPOGHMKa
noAaHHs OHOB/IEHOrO cepTudiikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne
CEP 2016-155 - Rev 01 (3aTBepaxeHo: R1-CEP
2016-155 - Rev 00) 4115 Ajro40i pe4yoBUHM
Dienogest Big, BXe 3aTBEpKEHOro BUPOGHMKa
NEWCHEM S.p.A., ITanis
172. | MEAOIPENb | TabneTtku, BKpUTI Megnokemi Kinp BVMPOGHMLTBO Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/12149/01/01
NNiBKOBOIO nTa Hepo3hacoBaHoOro 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
060/10HKOI0, M0 75 NPOAYKTY, KOHTPO/Ib HaliMeHyBaHHs1 Ta/abo agpecy Micus
mr; no 10 TabneTok SIKOCTi, [03BINT HA NpPOBaKEHHS AiSIbHOCTI BUpOBOHUKa/imnopTepa
y bnicTepi 3 BMNYCK cepil: rOTOBOrO JlikapCcbKoro 3acofby, BKIYa4mn
nonisiHinxopuay Ta Megokemi Nimitepn, AOinbHULI BUNYCKy cepii abo micLle npoBefeHHs
antoMiHieBoi Kinp; KOHTPOJII0 SIKOCTI. (AIANbHICTb, 3a Ky Bignosigae
donbru; no 3 nepBrHHe Ta BMPOGHMK/IMNOpTEp, BK/IOUAUM BUMYCK Cepiid).
6nictepn B BTOPVHHE YTOUYHEHHA Ha3BW Ta aApecn BUPOBHNYOT
KapTOHHI Kopo6Lyj; nakyBaHHs: AiNbHWL| y BigNoBigHOCTI Ao cepTudikaty GMP.
no 10 Tabnetok y Megokemi NimiTepq, KoHcTaHTMHYnonec 1-10, Nlimaccon, 3011, Kinp /
aIOMIHIEBOMY Kinp Konstantinoupoleos 1-10, Limassol, 3011,
6nicTepi, no 3 Cyprus. 3MiHU BHECEHO B IHCTPYKLil0 415
6nictepn B MeAMYHOro 3acToCyBaHHA /TiKkapCbKoro 3acoby y
KapTOHHI KopobLyj; po3zinu "BupobHuk" Ta "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPoBafXXeHHS Moro
LisiNbHOCTI" 3 BigNOBIAHVMW 3MiHAMW B TEKCTI
MapKyBaHHS1 yNakoBOK. TepMiH BBEAEHHS 3MiH-
NpoTArom 6-T1 MiCALIB Micna 3aTBEPAKEHS.
173. | METOKCUKA | po3uunH ANs iH eKLil, TOB «TeBa Ykpaina Xenn C.A. Ipeuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/6308/02/01
M-TEBA 15 mr/1,5 mn, no 1,5 YkpaiHa» 3MiHu | TURY - 3MiHN LWoAo peyenmom
M/ B amnyni; no 5 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsay
amnyny (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
naacTMKoBoMy NepBUHHOT Ta BTOPUHHOI YNaKoBOK JliKapCbKOro
KOHTeliHepi B 3acoby. BBefeHHs 3MiH NpOTSArom 6-Tu MicsiuiB
KapPTOHHIi KOpoOLi nicns 3aTBepAKEHHS
174. | MEMAMEA® TabneTkn, BKPUTI Megnokemi Kinp BMPOGHMLITBO 3a Kinp BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis: 3a UA/16845/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
N/1iBKOBOO nTa NOBHUM LK/IOM: 3MiHn |l Tuny - 3miHn 3 sAkocTi. AdI. (iHWi 3MiHN) peyenmom
060/10HKOI0 M0 10 Mepokemi NimiTeps, - nogaHHs oHoBneHoro ASMF ans gitoyoi
Mr; no 10 TabneTok Kinp; Bupo6HULTBO PEYOBMHM MEMAHTUHY TFiAPOXI0PUAY Bif, BXeE
y 6nicTepi, no 3 abo 3a NOBHUM LMK/IOM: 3aTBepMAKeHoro BmpobHuka Megafine Pharma
6 6nicTepis B Mepnokemi T/ (P) Limited (3atBepgxeHo: AP/MM(EU)/06/01-
KapTOHHIlA KOpO6L (UeHTpanbHuii 2023; 3anponoHosaHo: AP/MM(EU)/07/05-2024)
3aBog), Kinp
175. | MEMAMEA® TabneTku, BKPUTI Mepokemi Kinp BMPOBHULTBO 3a Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16845/01/02
NiBKOBOO nTa NOBHVM LMK/TOM: 3MiHn Il Tuny - 3MiHn 3 akocTi. ADL. (iHLWi 3MiHN) peyenmom
060/10HKOH 20 M, Megokemi NimiTepq, - noAaHHs oHoBneHoro ASMF ans gitodoi
no 10 TabneTtok y Kinp; BUpo6HMLTBO PEUYOBUHM MEMAHTUHY Tipoxaopuay Bif BXe
6nicTepi, no 3 abo 6 3a NOBHUM LMK/IOM: 3aTBepAKeHOro BupobHuka Megafine Pharma
6nicTepis B Mepnokemi 1T/, (P) Limited (3aTBepmxeHo: AP/MM(EU)/06/01-
KapTOHHIlA KOpooLi (LeHTpanbHuii 2023; 3anponoHoBaHo: AP/MM(EU)/07/05-2024)
3asog), Kinp
176. | MINAHOA TabneTky BKpUTI 3eHTiBa, K.C. Yecbka NOBHUIA LMK IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/13152/01/01
nAiBKOBOIO Pecny6nika BMpOGHULTBA: 3MiHu | TMRY - 3MiHK Woa0 peuyenmom | nidssizae
060/10HKO10, 3 NabopaTopioc JleoH 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
mr/0,03 mr; no 21 dPapma C.A.IcnaHis; 3MiHM Y KOPOTKili XapakTepucTyuL, NlikapCbKoro
Tabnetuiy énictepi; a/lbTepHaTUBHWI 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
no 1 6nictepy y BUPOGHMK, KNI MeMYHOro 3acCTOCyBaHHSA
KapTOHHIA ynakoBL,i Bignosigae 3a reHepuyHUX/ribpuaHMX/6ionoai6HKX NiKapCbKUX
BTOpPUHHE 3aco06iB Nic/1s BHECEHHS TiEl camoi 3MiHU Ha
nakyBaHHS: pedrepeHTHUIA NpenapaT (3MiHa He NoTpebye
MAHAHTIA/ HaaHHS XOAHUX HOBUX A0A4ATKOBUX AAHUX).
IHTEIPA, C.J1Y., 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAVYHOrO
Icnanis; 3aCcToCyBaHHS MiKapCbKoro 3acoby y po3ginu
AnbTepHaTUBHUIA "Ocob6nmBoCTi 3acTocyBaHHSA", "TMobiuHi peakuii”
BUPOGHUK, SKWiA 3rifHO 3 iHhopmaLieto Woa0 MeanyHoro
BignoBsigae 3a 3acTOCyBaHHS pehepeHTHOro nikapcbkoro
BTOPUHHE 3acoby (APWHA, TabneTtku, BKpUTi 060/10HKOIO).
nakyBaHHs: BBEJEHHS 3MiH MPOTAroM 6-Tn MicAUiB nicns
ATAIC ®APMA, 3aTBEPKEHHA
C.J1., IcnaHis;
Bupo6HuK, sKuii
Bignosigae 3a
MikpobionoriyHe
TeCTyBaHHS:
Biona6, C.J1.,
Icnanis
Bupo6HuK, sKuii
Bignosigae 3a
MikpobionoriyHe
TeCTyBaHHS:
JlabopaTtopio
EueBapHe, C.A.,
Icnanis
177. | MINT Kpansi Ha3asibHi Mo AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/14055/01/01
HA3A/bHI 10 mn y donakoHi; no "®papmak” 3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikar peyenma
KPANNI® 1 dpnakoHy y nayui signosigHocTi/l E-cepTudikar BignosigHoCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHW) - NpuBeAeHHsA cneuudikauii 4nsa girovoi
PEeYOBUHM AVMETUHAEHY MasieaT Yy BifgnoBigHICTb
0o Bumor moHorpadii Dimetindene maleate €d*
, @ came Ao4aHo nocunaHHa Ha EP* ang
nokasHukiB cneuudikauii «laeHTudikauis»,
«[Mpo30picTb PO3UNHY», «KONbOPOBICTb
po3unHy», «ONTUYHEe 06epTaHHA», «BTpaTa B
Maci Npu BUCYLLYBaHHiI», «CynpoBigHi JOMILIKU»,
«CynbthaTHa 30na», «MBU», «KinbkicHe
BU3HAYEHHA». 3MiHV | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHLWi 3MiHW) - BHECEHHSA 3MiH [0
Cneuudikauii/MeToAiB KOHTPO/IHO Aitouol
PEYOBVHM AUMETUHAEHY ManeaT, BUpoGHuka AT
«®dapmak», a came 3 po3giny «laeHtudikadis»
BUAA/IEHO NOCU/IAHHA Ha KOHKPETHWI
cTaHaapTHUiA 3pasok (EP CRS), iHchopmadis
LLIOAO0 SKOCTi CTaHAAPTHUX 3paskis, L0
BMKOPVICTOBYIOTBCS NMPU aHani3i cybctaHuii
HaBegeHa B po3aini 3.2.S.5 CtaHaapTHi 3pasku
abo npenapatn peecTpauiiiHoro focke. flogaHo
nocunaHHs Ha EP gnsa sateepmxeHoro metoay,
LLI0 3a3Ha4eHuit B MoHorpadii (2.2.24) AdY*,
EP* «IH(hbpauepBOHWi1 CNeKTp NOrnHaHHS
cy6cTaHUii Mae BignoBigaTy cnekTpy
CTaHAapPTHOro 3pasky AUMeTUHAEHY Masear.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHas1bHOI thapmakonei aepxasun €C (iHLWi
3MiHM) - NpuMBeAeHHS cneuudikavii/meToais
KOHTPO/I0 A5 Ail04OT PEYOBUHU AUMETUHAEHY
Masiear 3a NokasHWKoM «CynpoBigHI 4OMILLKU» Y
BiANOBIAHICTb A0 BMMOT MOHOrpadii
Dimetindene maleate €9*

178.

MICTON®

cynosuTopii
BariHas1bHi no 500
Mmr in bulk: Ne 1620

TOB
"TNEQPAP
MaTa”

Ykpaina

KYCYM XENTXKEP
NBT ATA,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema

UA/21000/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
(5x324) KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
cynosuTopiis: no 5 PO3Mipy ynakoBKu roTOBOr0 NiKapcbKoro 3acoby
CynosunTopiie y (iHWi 3MiHW) - - BHECEHHA AOAATKOBOI YNaKoBKN Y
cTpuni; no 324 chopmi in bulk: Ne 1620 (5x324) cyno3uTopiis: no
CTPWNKN Y KapTOHHIl 5 cynosuTtopiis y cTpuni; no 324 ctpunn 'y
KopoobLi KapTOHHiiA KOpo6Lyi, 3 BHECEHHAM BiANOBigHWNX
3MiH A0 p. «YnakoBka» Ta p. «MapKyBaHHs»
MKSA N3
179. | MICTON® cynosuTopii TOB Ykpaina KYCYM XENTXKEP IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/16131/01/01
BariHasibHi no 500 "TNEQPAP NBT NTA 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
Mr; o 5 MnaTa” nikapcbkuii 3aci6. Cuctema
CynosunTopiiB y KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3miHa
CTpuNi; No 2 cTpynu PO3Mipy ynakoBKu roTOBOrO /ikapCbKoro 3acoby
Y KapTOHHii (iHLWi 3MiHW) - - BHECEHHSA 00A4ATKOBOI YNakoBKU Y
ynakoBLi copmi in bulk: Ne 1620 (5x324) cyno3uTopiis: no
5 cyno3uTtopiiB y cTpuni; no 324 ctpunu y
KapTOHHI KOpo6Li, 3 BHECEHHSIM BiANOBIAHNX
3MiH 10 p. «YNnakoBKa» Ta p. «MapKyBaHHsI»
MKA N3
180. | MOHTY/NIAP® | TabneTku, BKpUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15649/01/01
nNiBKOBOO «TNEQDAP MNBT NTA 3MiHu | TMNY - 3MiHK 3 AKOCTI. [o0TOBMIA peyenmom
o6onoHkoto, no 10 M NTO» nikapcbkuii 3aci6. Cuctema
Mmr; no 10 TabneTok KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
y 6nicTepi; no 3 PO3Mipy ynakoBKv rOTOBOrO MiKapCbKoro 3acoby
6nictepu y (iHWi 3MiHW) - BHECEHHS 4,04AaTKOBOI YNakoBKU Y
KapTOHHIiA ynakoBL,i doopmi in bulk Ne 4900 (10x490): no 10 TabneTok
y 6nicTepi; no 490 6nicTepiB y KAPTOHHIN
KOpOO6Lii, 3 BHECEHHSIM BiANOBIAHMX 3MiH [0 p.
«Ynakoska» Ta p. «<MapkysaHHa» MKHA J13
181. | MOHTY/IAP® | TabneTku, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: - UA/20953/01/01
nNiBKOBOO «TNEJ®AP NBT NTA 3MiHu | TUNY - 3MiHK 3 AKkocTi. FoToBUIA
060/10HKO0, N0 10 M NTO» nikapcbkuii 3aci6. Cuctema
mr in bulk Ne 4900 KOHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
(10x490): no 10 PO3Mipy ynakoBKu roTOBOrO JlikapcbKoro 3acoby
Tabnetok y 6nictepi, (IHLWi 3MiHW) - BHECEHHSA [OAATKOBOI YNaKoBK/ Y
no 490 6nictepiB y doopmi in bulk Ne 4900 (10x490): no 10 TabneTok
KapTOHHIlA KopooLi y 6nicTepi; no 490 6nicTepiB y KAPTOHHIi
KOpOoO6Lii, 3 BHECEHHAM BiANOBIAHMX 3MiH [0 p.
«YnakoBka» Ta p. «<MapkyBaHHa» MKHA /13
182. | MYUUTYC Kancynu no 150 mr Makneopc IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5589/01/01
no 6 kancyny PapmacbioT PapmacboTUKanc 3MiHK | TMNY - 3MiHK 3 SIKOCTi. TOTOBUIA peyernmom
cTpwni; no 2 abo no nkanc Nimiten nikapcbkuii 3aci6. KOHTponb roToBOro
5 cTpunis y Nimiten nikapcbKoro 3aco6y (iHwi 3MiHn) nepeknag MKA
KapTOHHIiA ynakoBL,i 3 POCIliCbKOi MOBM Ha YKpaiHCbKy MOBY A/1S
npuBELEHHS Y BiANOBIAHICTb i3 BUMOramyi YWHHOI
pepakuii Hakazy MO3 YkpaiHu Ne 426 Big,
26.08.2005. Bepcis MK /13 (0000)
183. | MYUUTYC kancysv no 300 mr; Makneoac IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/5589/01/02
no 6 kancyny PapmacbioT PapmacboTrKanc 3MiHu | TUNy - 3MiHK 3 sikocTi. FoToBWMIA peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
CTpwni; no 2 abo no nkanc Nimiten nikapcbkuii 3aci6. KOHTponb roToBOro
5 cTpunis y Nimiten nikapcbKoro 3acoby (iHwi 3MiHn) nepeknag MKA
KapTOHHIiA ynakoBL,i 3 POCIliCbKOi MOBM Ha YKpaiHCbKy MOBY A/1S
npuBELEHHS Y BiANOBIAHICTb i3 BUMOramy YWHHOI
pepakuii Hakazy MO3 YkpaiHn Ne 426 Big,
26.08.2005. Bepcis MK /13 (0000)
184. | HEBIMAK - 10 | Ta6netks no 10 wr; Makneoac IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/19267/01/03
no 10 TabneTtok y dapmacbioT dapmacbloTukanc 3MiHu | TMNY - 3MiHK WoAa0 peuyenmom | nidsisizae
6nicTepi; no 1 abo 3 nkanc Nimiten 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
6nictepu y Nimiteq 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
KapTOHHIlA KOpooLi 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Hebimak-2,5, Hebimak-10 y
po3zinu "B3aemogis 3 iHLWIMMU NikapCbKuMu
3acobamu Ta iHWi BUAKW B3aemogiii ",
"Oco6nMBOCTI 3acTOCyBaHHSA " BigMNoBigHO A0
OHOB/EHOT iHhopMmaLi 3 6e3neku Aitoyol
pevoBuHmn (eCTD Bepcis 0000). BBeAeHHs 3MiH
NPOTSArom 6-TM MicALB Nic/1A 3aTBEPAKEHHS.
185. | HEBIMAK - Tabnetkun no 2,5 mr; Makneopc IHais Makneoac IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/19267/01/01
25 no 10 TabneTtok y PapmacbioT PapmacboTHKanc 3MiHu | TMNY - 3MiHK WoA0 peyenmom nionsieae
6nicTepi; no 1 a6o 3 nKasnc Nimiten 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
6nictepn y Nimiten 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro

KapTOHHI KopoobLi

3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHY y3rofi)eHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoM) - 3MiHU BHECEHO [0
HCTPYKLUT 4719 MeAMYHOro 3aCTOCYBaHHA
nikapcbkoro 3acoby Heb6imak-2,5, He6imak-10 y
po3ginu "B3aemogis 3 iHLWMMK fikapCbKnMmn
3aco6amu Ta iHWi Buan B3aemMogii ",
"Oco61BOCTI 3acTOCyBaHHA " BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLiii 3 6e3neku gitoyoil
peyoBuHu (eCTD Bepcis 0000). BBeAeHHA 3MiH
NPOTAroM 6-TM MiCALIB NiC/IA 3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
186. | HEBIMAK - 5 TabneTkn no 5 mr; Makneoac IHais, IHais, Makneoac IHais BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/19267/01/02
no 10 TabneTtok y dapmacbioT IHais dapmacbloTukanc 3MiHu | TUNY - 3MiHK Woa0 peyenmom | niosnsizae
6nicTepi; no 1 a6o 3 nkanc Nimiten 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
6nictepu y Nimiteq 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
KapTOHHIlA KopooLi 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3acTOoCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOCNiAKEeHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Heb6imak-5 y po3gimm "
B3aemogis 3 iHWKMMKM nikapcbkumu 3acobamu Ta
iHWi BMAW B3aemogiii ", "Oco6MBOCTi
3acTocyBaHHs " BIANOBIAHO 40 OHOBMIEHOT
iHchopmawii 3 6e3neku gjitoyoi pevoBuHu (eCTD
Bepciss 0000). BBeAeHHA 3MiH NPOTArom 6-Tu
MicsILiB Mic/s 3aTBepAKEHHS.
187. | HEBYBEHT-H | po3uvH gns TOB Ykpaina TOB "®APMACEN" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20866/01/01
iHranauin, 2,5 mr/2,5 "®APMACE 3MiHu | TMNy - 3MiHK Woa0 peyernmom
ma; no 2,5 mn B n 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
amnyni BBeneHHs ab60 3MiHM [0 y3ara/ibHeHUX JaHnUX
nonieTueHoBi; no npo cuctemy capmakoHarnsgy (BBefeHHs
5 amnyn y nakeTi 3 y3ara/ibHeHUX JaHnx Npo cucTemy
IOMIHIEBOI thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! ocobu,
honbrv; No 2 nakeTn BiANOBIA&/IbHOI 3a 34iICHEHHS
y nauui 3 KapToHy thapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cobu,
BiANOBIAA/LHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
hapMakoHarnsgy). 3MiHa ynoBHOBaXeHOT 0cobu
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsg,
[itoya pepaxkuis: borau TeTtaHa OnekcaHgpiBHa.
MponoHoBaHa pepakuin: Boray Bonognmup
Bonogmmunposuy.
188. | HEMPOKCOH | po3uuH ans NAT Ykpaina MAT "Tanuuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/12114/02/01
® nepopasbHOro "Tanuudap 3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA peuenmom
3acrocyBsaHHs, 100 M nikapcbkuii 3aci6. Cuctema

mr/mn, no 45 mny
donakoHi; no 1

onakoHy pasom i3
[103aTOpPOM Yy nauLli

KOHTeliHep/3aKynopoBa/bHWii 3aci6 (iHLWi 3MiHN)
BHECEeHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3acib, a came
BWIYYEHHS cneumdikalii Ta MeToZiB KOHTPOSIO
Ha BTOPWHHY ynakosky I'/13.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
189. | HEMPOMY/b | TabneTtku, BKpUTI TOB "BAYLU YkpaiHa 7. dapma M'véX, ABcTpis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/5926/01/01
TUBIT nNiBKOBOIO XENC ABCTpisi; BAPOOHUK 3MiHu | TUNY - 3MiHK Woa0 peuyenma
06010HKOt0; No 10 YKPAIHA" BiANOBifa/IbHWIA 32 6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
Tabnetok y 6nictepi; BWMYCK MPOAYKTY: (iHLWIi 3MiHK) - 3MiHV BHECEHO B TEKCT
no 2 6nictepu B 1. dapma NmM6X, MapKyBaHHS BTOPUHHOT (MyHKTU 14, 16, 17)
KOpo6Li 3 KapTOHY ABCTpist yNaKoBKW NiKapcbKoro 3acoby.
190. | HEMPOPYBIH | Tabnetku, BKpUTi TOB «TeBa YkpaiHa Brpo6HMUTBO LLBenuapis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/1950/02/01
™.®OPTE nNiBKOBOIO YkpaiHa» Hepo3hacoBaHOro HimeuunHa 3MiHu | TUNY - 3MiHK LWoAo peyenma
NAKTAB 060n0HkKot0; No 10 NPOAYKTY, KOHTPO/1b 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
Tabnetok y 6nictepi; AKOCTI, 03BN HA (iHLWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
no 2 6nictepu B BMNYyCK cepii: AUMHO NepBUHHOT Ta BTOPUHHOI YNAaKOBOK J1iKapCbKOro
KapTOHHI Kopoobui dapma AT, 3aco6y. TepmiH BBEAEHHSA 3MiH - MPOTSArom 6
LLiBeiuapis; MiCALIB MiCNSA 3aTBEPAKEHHS.
MepBuHHa Ta
BTOPWHHA yNakoBkKa:
AunHo ®apma AT,
LLiBeiiuapis;
KoHTponb sikocTi:
HHAC Na6op O-p
Xolicnep MM6X,
HimeuunHa;
Jopatkosa
nabéopartopis, LWo
npuiMae yyacTb B
KOHTPO/Ti SIKOCTi:
YHTeP3yXYHrCiHCTUT
yT Xennenep MNmo6X,
HimeyunHa
191. | HEWPOTWUIH | posuuH gns iv'ekuii, | TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15534/01/01
250 mr/mn no 4 mn B BO 3 06MeXeHo 3MiHu | TMNY - 3MiHK WoA0 peyenmom
amnyni; no 5 amnyn OBMEXEH BiANOBIA&/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
y 6nictepi; no 1 abo (e]}6} "®apmMaLeBTnyHa (iHWi 3MiHN).
2 6nictepn y BIANOBIOA KomnaHis "3gopos'a” OHOB/1EHHA TEKCTY MapKyBaHHs NEPBUHHOT Ta
KOpOO6Lii 3 KApTOHY NBHICTHIO BTOPWMHHOT yNakoBOK NikapcbKoro 3acoby, a
«KOPIMNOPA came:
LA - BUy4YeHO iHchopmaLito, 3a3HauYeHy poCiiCbKo
«3[0POB’A MOBOIO;
» - NepeHeceHo MiXXHapPOAHI NO3HAYEHHS OAVHULb
BVIMIpIOBaHHS;
- YTOYHEHO iHthopmaLito LWoao norotuny
3asiBHMKa Ta TEXHIYHOT iHGhopMaLiT;
- YHithikoBaHO TEKCT MapKyBaHHS NEPBUHHOI
YNaKkoBKM (4719 aMnynn Ta eTUKETKM Ha amnyni);
- BHECEHO He3HauHi pefakLiliHi npasku y
NepBUHHI Ta BTOPUHHIN yNnakoBKax /likapCbKoro
3acoby.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicas
3aTBEPKEHHS.
192. | HEO®EH TabneTku, BKpUTI Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 niossieae UA/14740/01/01
BENYMNO nAiBKOBOO Nikn Ta KOCMeTuKa, A.14. 3MiHu | TMNYy - 3MiHK Woao peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
POPTE o60noHkoto, no 400 KOCMETUKA, 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
Mmr; no 10 TabneTok o.a. (iHWi 3MiHM) - 3MiHX BHECEHO [0 IHCTPYKUIT ANs
y 6nicTepi; no 1 MeZMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby B
6nictepy y po3gain "Mepeno3yBaHHA" BiAMOBIAHO A0
KapTOHHI navwi OHOBNEHOT iHhopMaL,i 3 6e3neku aitoyol
pevYoBUHU
193. | HIMEQAP rpaHynv ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/15433/01/01
OpasIbHOT CyCneHsil, "®apmaueBT "®apmaueBTUyHa 3MiHu | TUNY - 3MiHK 3 AkocTi. ADL. KOHTpob peyernmom
100 mr/2rno2r n4yHa hipma dipma "lapHnua” A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
rpaHyn y catwue; no "fapHuua” [ONYCTUMMX MEX, BU3HAUYEHMX y cneuudikavisx

30 cawe y Kopobui

Ha A®I, abo BUXigHWA/NPOMIKXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTbLCS Y
npoueci BupobHuuTea APl (BUNyyYeHHs
He3Ha4yHOro NokasHuka SKocTi (Hanpuknag
BWIyYEHHS 3aCTapifioro NokasHuka)) BHECEHHS
3MiH 80 3.2.5.4.1 Ta 3.2.5.4.2 3 ypaxyBaHHAM
BMMOT i pekoMeHaauin AdY Ta €. Y 3B'A3Ky 3
LM NOKa3HWKN «PO3YMHHICTb» Ta
«TemnepaTypa naaBfieHHA» BUTyYeHO 3
060B'A3KOBUX BUNPOOYBaHb (iHopmaLito Lwoao
PO3YMHHOCTI Ta TemnepaTypu NnaBneHHs
nepeHeceHo A0 3araslbH1X B1aCTUBOCTEN).
3MiHu | TUNYy - 3MiHK 3 AKkocTi. ADL. KOHTpob
A®l. 3miHa y meTogax BunpobysaHHs Adl abo
BMXigHOro Martepiany/npomixxHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHS (BK/II0YAKUN 3aMiHy
a60 fonoBHeHHs) APl abo
BWXiAHOro/MPOMiXHOro npoAaykTy). CynyTHA
3MiHa- 3MiHM 3 akocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauiii Ta/abo
[ONYCTUMMX MEX, BU3HAUeHUX y cneuudikavisx
Ha A®l, abo BVXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea AP (iHWwi 3MiHM)
BHeCeHHs 3MiH g0 3.2.5.4.1 Ta 3.2.5.4.2
BiANOBIAHO 0 BUMOT, pekoMeHAaLili Ta
ctunictukn JPY, 3 ypaxyBaHHAM pe3ynbTaTiB
Banigauii. Y 3B'A3Ky 3 LM BHECEHO 3MiHU Ta
pefakLiiiHi yTOYHEHHS 40 NOKa3HUKa
«3a/IMLLKOBI KifIbKOCTI OPraHiyHnX PO34UNHHUKIBY»
(HopMyBaHHS Ta METOAVKM KOHTPOJIIO 3aU/IMLLEHO
6e3 3MiH), a came: 3MiHEHO Ha3BY PO3Ainy Ha
«3a/TMLLKOBI PO3UMHHUKM»; OAVHUL
BUMIPIOBaHHA 3 «%» NpuBefeHi 40 «ppm»; Yy
3B'A3KY 3 NPVUBEAEHHAM OANHULIb BUMIPIOBAHHSA
[0 «ppm>», BiAKOPUroBaHO PO3PaxyHKOBI
chopmynu; 3a pesynbTataMmu Bastigauii 4o
MeTOoAMKM KOHTpoto APl Bupo6Huka Aarti Drugs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Limited, India, BHeceHO TepMiHu NpuaaTHOCTI
PO3UMHIB Ta YTOUHEHHS B NMYHKTU €(PEeKTUBHICTb
XpomaTtorpadiyHoi KONOHKM Ta CTYNiHb
pO34iNeHHs B MPUAATHOCTI XpomaTorpadivuHoi
cuctemu. 3MiHu | Tuny - 3MiHK 3 AkocTi. AdI.
KoHTposnb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW). CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTofax
BMNpo6yBaHHsA A®I abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BMNPOBYBaHHSA) BHECEHHSA 3MiH f0 3.2.5.4.1 Ta
3.2.5.4.2 signosigHo Ao sumor €&, 2.6.12,
5.1.4. Y 3B'A3KYy 3 LLUM BHECEHO 3MiHM Ta
pefakLiiiHi yTOYHEHHS A0 NOKa3HUKa
«MikpobionoriyHa yncrtoTa».

194.

HIMEJAP

renb, 10 mr/rno 30 r
y Ty6i; no 1 Ty6i B
nauuj

MpAT
"®apmaueBT
n4yHa hipma

"fapHuua”

YKpaiHa

MpAT
"®apmaueBTUyHa
dipma "lapHnua”

Ykpaina

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AKkocTi. ADL. KOHTpob
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONYCTUMMX MEX, BU3HAUYEHMUX y cneuudikavisx
Ha A®I, a6o BUXigHWIA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCSA Y
npoueci BupobHuuTBa APl (BUNyyYeHHs
He3Ha4yHOro NokasHuka SKocTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro NokasHUka)) - BHECEHHS
3MiH 80 3.2.5.4.1 Ta 3.2.5.4.2 3 ypaxyBaHHAM
BMMOT i pekoMeHaauin AdY Ta €. Y 3B'A3Ky 3
LM NOKa3HWKN «PO3YMHHICTb» Ta
«TemnepaTypa naaBfieHHS» BUTyYeHO 3
060B'A3KOBUX BUNPOOYBaHb (iHdopmaLito Lwoao
PO3YMHHOCTI Ta TeMnepaTypu NiaBMeHHs
nepeHeceHo A0 3araslbH1X B/1aCTUBOCTEN).
3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob
A®l. 3miHa y meTogax BunpobysaHHs Adl abo
BMXigHOro Matepiany/npomixXHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHS (BK/IIOYAKUN 3aMiHy
a60 fonoBHeHHs) APl abo
BVXiZHOro/MPOMKHOro NpoAaykTy) - CynyTHs
3MiHa - 3MiHu 3 akocTi. A®Il. KoHTposnb AdI.
3MiHa y napameTpax cneuucpikauiii Ta/abo
[ONYCTUMMX MEX, BU3HAUEHUX y cneuudikavisx
Ha A®l, abo BVXigHWIA/NPOMIKHWIA
NpoAYKT/peareHT, Lo BUKOPUCTOBYOTbCA Y

6e3
peyenma

UA/15433/02/01




164

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

npoueci BupobHuutea A®I (iHwi 3mMiHM) -
BHECEHHS 3MiH 0 3.2.5.4.1 Ta 3.2.5.4.2
BiZJNOBIAHO A0 BUMOT, peKOMeHaLili Ta
cTunicTukn AdY, 3 ypaxyBaHHAM pe3ynbTarTis
BavslifaLii. Y 3B'A3Ky 3 LM BHECEHO 3MiHU Ta
pefakLiiiHi yTOYHEHHS [0 NOKasHMKa
«3a/IMLLKOBI KifTIbKOCTi OpraHiYHnX PO34MHHUKIB»
(HOpMyBaHHA Ta METOAMKM KOHTPOSIIO 3a/IMLLEHO
6e3 3MiH), a came: 3MiHEHO Ha3BY po3finy Ha
«3a/IMLLKOBI PO3YUHHVIKW»; OOVHNL,
BUMIpIOBaHHSA 3 «%>» NpuBefeHi A0 «ppm»; Yy
3B'AA3KY 3 NPUBELEHHAM OUHULb BUMIPIOBAHHSA
[10 «ppm>», BiAKOPUrOBaHO PO3PaxyHKOBI
hopMynun; 3a pesynbTaTamu Basigauii o
MeTOAMKM KOHTposo AD| BupobHuka Aarti Drugs
Limited, India, BHeceHO TepMiHu NpuaaTHOCTI
PO3UMHIB Ta YTOUHEHHS B NMYHKTU €(PEeKTUBHICTb
XpomaTtorpadiyHoi KONOHKM Ta CTYNiHb
pO34iNeHHs B MPUAATHOCTI XpomaTorpadivuHoi
cuctemu. 3MiHu | Tuny - 3MiHK 3 AkocTi. AdI.
KoHTposnb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(iHWi 3mMiHK) - CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTofax
BMNpo6yBaHHsA A®| abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BUNPOOBYBaHHS) - BHECEHHS 3MiH 0 3.2.S.4.1 Ta
3.2.5.4.2 signosigHo Ao sumor €&, 2.6.12,
5.1.4. Y 3B'A3KYy 3 LM BHECEHO 3MiHM Ta
pefakLiiiHi yTOYHEHHS A0 NOKa3HUKa
«Mikpob6ionoriyHa unctota». 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo fonycTUMmx
MeX, BU3HaYeHuX y crneumndikauiax Ha Ad®l, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AdI
(BUTYYEHHS HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpviknag, BUTy4YeHHS 3acTapisioro nokasHuka))
- BUyYeHHS nokasHuka «Baxki metanu» 3i
cneuudikauii A®I signosigHo o sumor ICH
Q3D Guideline for Elemental Impurities Ta
aKTyasibHUX matepianis BUpo6HuKiB A®l. 3miHu |
Tuny - 3MiHK 3 akocTi. A®I. KoHTponb AdL. 3miHa
y MeTogax BunpobysaHHsA A®l abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWwo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BMNPo6YBaHHS) - CynyTHA 3MiHa - 3MiHK 3

akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHLWi 3MiHW) - BHECEHHSA 3MiH [0 3.2.S5.4.1 Ta
3.2.5.4.2 BiANOBIAHO A0 BUMOT, pekoMeHaau i
Ta cTunicTukn APY. Y 3B'A3KY 3 UM BHECEHO
3MiHV Ta pefakuiiHi yTOUHEHHS [0 NOKa3HWKIB
«lpeHTudikayis» Ta «KisibkicHe BUSHaUYEHHS».
3MiHu | TUNYy - 3MiHK 3 AkocTi. A®Il. KOHTposb

A®l. 3miHa y meTofax BunpobysaHHsA Adl abo

BMXigHOro Matepiany/npomikKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (HE3HAYHI 3MiHK Y

3aTBEPMKEHNX METOAAX BUNPOOYBaHHSA) -

BHECEHHS peAakLiiHUX YTOUHeHb A0 NOKa3HWKIB

«OnTnYHa rycTrHa» Ta «CynpoBigHi AOMILLKM».

BiANOBIAHO [0 BUMOT, pekoMeHAaauili Ta
CTuNicTUkM APy

195.

HOBOKAIH

PO3YNH A5 iH'EKLIN,
5mr/Mnno 5 mn B
amnyni, no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIl
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MNAT
"Tannudap
iy

Ykpaina

NAT "Tannadpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekun/ethekTVBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) - 3MiHM BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3acTOCYBaHHS /ikapCbKoro 3acoby
[0 po3ainis "B3aeMogis 3 iHWMMUW NiKapCbKUMu
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"Oco6nmnBOCTI 3acTocyBaHHs", "AiTn",
"Mepepo3yBaHHa", "Mo6IYHI peakuii™,
"HecymicHicTb" BignoBigHO Ao iHchopmauii 3
6e3neky 3acToCyBaHHS Ail040i PEYOBUHM.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
3aTBep/XeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW) - 3MiHM BHECEHO B IHCTpPYKLiO A1A
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
00 po3ainy "Mo6iyHi peakyii” Woao 3BiTyBaHHA
npo nobiyHi peaxuii. BBeAeHHs 3MiH NPOTArom 6-
TV MicsiliB nicns 3aTBepKEHHS

3a
peyenmom

He
niossieae

UA/5126/01/01

196.

HONILUWH

TabneTku, BKpUTI
nNiBKOBOIO
0600HkKot0, No 400
Mr; no 10 TabneTok
y 6nictepi; no 1 abo
2 6nictepun y
KapTOHHIA KopoobLi

KPKA, 8.4,
HoBo mecTo

CnoseHisa

KPKA, g.4., Hoso
MecTo

CnoseHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TMRY - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3aCTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peyenmom

He
nionsieae

UA/3155/01/01
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n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOCMIIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy NeaiaTpUyHNX JOCAiAKEHb
(PIP) (iHWi 3MiHW) - 3MiHX BHECEHO A0 IHCTPYKUIT
015 MeANYHOT0 3aCTOCYBaHHS /liKapCbKOro
3acoby Ao posainy "lMob6iyHi peakuyii” BigNoBIgHO
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCyBaHHA Ajto40i pevyoBNHN. TepMIH
BBE/IEHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO A0 TEeKCTy
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby, a
came, TekcT n. 8, n. 14, n. 17 MapKyBaHHA
BTOPVHHOI Ta N.6 NEPBUHHOI YNakoBOK
nikapcbkoro 3aco6y. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micsuis nicns 3aTBepKeHHs

UA/4065/01/01

197.

OKcon

PO34MH A5 iH'EKLN,
2 mr/mn; no 25 mn
a6o 50 mny
chnakoHi; no 1
donakoHy B
KapTOHHI Kopoobui

Mini
Xenckepe
Nimiteq

Benuka
BpuTaHis

BeHyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUnNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
po3mipy cepii (Bkouaroun gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (36iNbLUeHHA
00 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
pO3mipom. 3anponoHOBaHO 36iMbLUEHHS PO3MIpY
cepii TN3. 3arBepaxeHo: 2 mr/mn, 25 mn - 3000
dnakoHiB; 2 mr/mn, 50 mn - 2500 chriakoHiB.
3anponoHoBaHo: 2 mMr/mn, 25 mn - 3000
donakoHis; 5000 chnakoHis; 2 mr/ms, 50 M -
2500 dhnakoHis; 5 000 dnakoHiB

3a
peyenmom

UA/3276/01/01

198.

OKCOMNOTUH

Tabnetku no 5 wmr;
no 25 tabneTtok y
6nictepi; no 1 a6o 2
6nictepu y
KapTOHHIlA KopooLi

KOBEKC
C.A.

IcnaHis

BMPOGHMLITBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb cepii (3a
BUK/TIOYEHHAM
MOKa3HWKIB
"loeHTudpikauisa. Yo"
Ta "MikpobionoriyHa
yucrtoTa"), BUNycK
cepit:
KOBEKC C.A,,
Icnaris;
KOHTpO/b cepii 3a
nokasHukamm
"loeHTndpikauisa. Yo"
Ta "MikpobionoriyHa
yucrora'™:
NabopaTtopis

IcnaHisa

EueBapHe, C.A.,

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
abo BBefEHHA A0AATKOBOT fiNbHML
BMPOBHMLTBA 4151 HACTUHM ab0 BCbOro
BMPOGHMYOro NPOLLeCy roTOBOrO /liKapCbKoro
3acoby (AinbHMLSA, Ha 5K NPOBOAATLCA Byab-
AKi BUPOGHMYI cTagil, 3a BUHATKOM BUMYCKY
cepiiA, KOHTPOSO SKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NaKyBaHHSA, A1 HECTePUSTbHUX
nNiKkapcbkunx 3acobis) - 3aMiHa BUPOBGHMKaA
roToBOro nikapcbkoro 3acoby 3 KepH ®apma
C.J1., IcnaHis Ha KOBEKC C.A., IcnaHist. 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEJIeHHA [04aTKOBOI AifIbHNLi BUPOGHMLTBA
NS YacTHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /iKapCbkoro 3acoby (finbHnusa ans
BTOPWHHOIO NakyBaHHA) - 3aMmiHa Ai/IbHUL

BUPO6GHULTBA [i11 BTOPUHHOTO NaKyBaHHs

3a
peyenmom

He
nionsieae
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

IcnaHis

nikapcbkoro 3acoby 3 KepH ®apwma C.J1., Icnanis
Ha KOBEKC C.A., IcnaHisi. 3MiHu | Tuny - 3MiHu 3
AKOCTI. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOGHNYOro NPOLLECY FOTOBOTO liKaPCbKOro
3aco6y (AinbHWLA 415 NEPBVHHOTO NakyBaHHS) -
3aMiHa [inbHUL BUpO6GHMLTBA AN NEPBUHHOTO
nakyBaHHs Nlikapcbkoro 3acoby 3 KepH ®apma
C.J1., IcnaHis Ha KOBEKC C.A., IcnaHisi. 3MiHu |
TMny - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYTbCSA BUMYCKY cepii
Ta KOHTPOJIO AKOCTi FOTOBOTO NiKapCbKOoro
3acoby (3amiHa abo fofaBaHHA fibHUL, Ha
AKil 34IAICHIOETBCS KOHTPO/Tb/BUNPOBYBaHHS
cepii) - 3amiHa AiNbHULI, Ha Kl 34jACHI0ETbCS
KOHTpOnb/BUNpo6yBaHHSA cepii 3 KepH dapma
C.J1., IcnaHisi Ha /labopaTopis EueBapHe, C.A.,
Icnanis. 3MiHy | TUNYy - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYOTLCSA BUMYCKY cepii
Ta KOHTPOJI0 SAKOCTi FOTOBOTO NiKapCbKOoro
3acoby (3amiHa ab0 foAaBaHHS BUPOOHMKA, LU0
BiANOBIAAaE 3a BBE3EHHSA Ta/abo BMMNyCK cepil) -
Bk/toyaroumn KOHTPOsb/BUNPOBYBaHHA cepii -
3amiHa BUpOOHYKa, L0 BifnoBigae 3a B1NycK
cepii, BK/IOYaouM KOHTPOb/BUNPOGYBaHHSA cepii
3 KepH ®apma C.J1., Icnanisa Ha KOBEKC C.A.,
Icnanis. 3MiHN BHECEHI B IHCTPYKLi0 An1S
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKa Ta oro agpeca MicLsi NPoBaKeHHs
LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBoK. 3MiHuW | Tuny - 3MiHn 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BK/Ito4Yaum
[iana3oH po3mipy cepil) roToBOro /likapcbKoro
3aco6y (3mMeHLweHHsA 4o 10 pasiB) - 3MEHLLEHHS
po3wmipy cepii /13 (3aTBepgkeHo: 6 000 000
TabneTok, 3anponoHoBaHo: 6 000 000 TabneTok
Ta 1 400 000 TabneTok)

199.

OKCOMNOTUH

TabneTkn no 5 wr,
no 25 tabneTtok y
6nictepi, no 1 abo
no 2 6nictepu y
KapTOHHIlA KOpooLi

KOBEKC
C.A.

IcnaHis

BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii (3a
BUK/IOYEHHSAM
NOKa3HWKIB
"loeHTndikauis. Yo"

IcnaHis

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
yNaKoBKN NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopmauii LWoAo 3a3HaYeHHS OANHNLb
BVMIiptOBaHHSA y cuctemi Sl. BigokpemneHHs
TEeKCTy MapkyBaHHs Big MKA. [itoya pegakuis

3a
peyenmom

UA/3276/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Ta "MikpobionoriyHa MK$A Po3sgin 13. «MapkyBaHHs» BignosigHo fo
yucrota"), BUnycK 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS, LU0
cepii: KOBEKC C.A,, popaetbes. MponoHosaHa pegakuis MKA Posgin
IcnaHis; KOHTposb 13. «MapkyBaHHs» BignosigHo o
cepii 3a 3aTBEPIKEHOrO TEKCTY MapKyBaHHS.
noKasHMKamm
"loeHTudikayis. Yo"
Ta "MikpobionoriyHa
ypucrora'™:
NabopaTtopis
EueBapHe, C.A.,
Icnanis
200. | ONIME/Nb emynbCis ans Bakctep Benebris BXigHWIA KOHTPOb, Benebris BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/17379/01/01
N4E iHcpy3iiA; no 1000 mn C.A. KOHTPOb 3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT peuenmom
y TpUKamepHomy MPOMiXXHOr0o BignosigHocTi/l E-cepTudikar BignosigHoOCTI
n1acTMKoBOMY npoaykKTy, €Bponelicbkiin hapmakonei/moHorpadii.
nakeTi B 3aXUCHiit BMPOBHULTBO, MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
060/10HLUj, Wo nakyBaHHs, BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
MICTWUTb MOr/iMHaY KOHTPO/b AKOCTi Ta BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KMCHIO; Mo 6 nakeTis BMNYCK cepil: A®I; onsa BUXigHOro
Y KapTOHHIl kopooLyi; Bakctep C.A. marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo

no 1500 mny
TprYKaMepHoMy
naacTMKOBOMY
nakeTi B 3aXMCHii
060/10HLj, Wo
MiCTUTb MOrAvHaY
KWCHIO; M0 4 nakeTu
Y KapTOHHIli kopobLyi;
no 2000 mny
TprKaMepHoOMy
n1acTMKOBOMY
nakeTi B 3aXMCHIl
060/10HLj, WO
MICTWUTb MOr/IMHaY
KWUCHIO; MO 4 naketn
Y KapTOHHIli kopobLi

BMKOPVCTOBYIOTbCS Y BUpOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI E€Bponeiickbkiin thapmakonei) -
OHoB/EeHWI cepTUdikaT Bif yXe 3aTBepAKEeHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOrO cepTudpikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei Ne
CEP 2018-145 - Rev 01 (3atBepmxeHo: RO-CEP
2018-145-Rev 00) ans ajtovoi peyosrHn Alanine
Bifl BXX€ 3aTBEPAXEHOro BUpobHuka Shanghai
Ajinomoto Amino acid Co., Ltd. 3miu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTugikaT BiANOBIAHOCTI €BpONenchbKil
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a6o
BW/TYYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ansa A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; Ans fONOMIXHOT peqyoBUuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWI cepTUdiKaT Bif YXe 3aTBEPAKEHOr0
BMPOGHMKA - NOAAHHSA OHOBJIEHOTO cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 1998-137-Rev 06 (3aTBepaxeHo: R1- CEP
1998-137-Rev 05) ansa gito4oi peyoBuHU
Tryptophan Big, BXe 3aTBEpXeHOro BUPOGHMKaA
Ajinomoto Health & Nutrition North America, Inc.,
USA. 3miHu | Tuny - 3miHun 3 sikocTi. CepTuddikat
BignosigHocTI/l E-cepTudpikat BignosigHocCTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BifNoBigHOCTI €Bponelickkili hapmakonei Ne
CEP 1999-023-Rev 03 (3aTBepgxeHo: R1-CEP
1999-023-Rev 02) ons Aito4oi peyoBUHU
Tyrosine Bif, BXe 3aTBEpA)KEHOro BUPOGHMKa
AJINOMOTO CO., INC., Japan. 3minu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI
A®I; oA fONOMIXKHOT peqyoBuHU (cepTudikar
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
OHOBNEeHWIA cepTUddikar Bif y>e 3aTBepaKeHoro
BMPOGHMKA - MOAAHHS OHOB/IEHOTO cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 2010-380-Rev 05 (3aTBepgxeHo: R1-CEP
2010-380-Rev 04) ansa gito4oi peyoBuHU
Potassium chloride Big, Bxe 3aTBEpAKeHOro
BUPO6HMKa K+S MINERALS AND
AGRICULTURE GMBH, Germany. 3MiHu | Tuny
- 3MiHn 3 AkocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI
A®I; oA fONOMIXKHOT peqyoBuHU (cepTudikar
BiANoOBiAHOCTI EBponeiickbkilt hapmakonei) -
OHOBNeHWiA cepTUddikar Bif, y>e 3aTBepaKeHoro
BMPOGHMKA - MOAAHHS OHOB/IEHOTO cepTudiikata
BiAnoBiaHOCTI EBponeiickkiit hapmakonei Ne Neo
CEP 2001-435-Rev 02 (3aTBepgxeHo: R1- CEP
2001-435-Rev 01) ansa gito4oi peyoBuHU
Potassium chloride Big, Bxe 3aTBEpakeHoro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Bnpo6Huka KLINGE CHEMICALS LTD, United
Kingdom. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakoner) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BifnoBigHOCTI €Bponelickkili hapmakonei Ne
CEP 2010-194-Rev 02 (3aTBepgxeHo: R1-CEP
2010-194-Rev 01) ons Aito4oi peyoBUHU
Magnesium chloride hexahydrate Big, Bxe
3aTBepmxeHoro BupobHnka MERCK KGAA,
Germany. 3MiHu | TUNYy - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXiQHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa AONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIAKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOro cepTudpikata
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2007-356-Rev 01 (3aTBepgxeHo: R1-CEP
2007-356-Rev 00) ons aito4oi peyoBruHU
Calcium chloride dihydrate Big, Bxe
3aTBepmxeHoro BupobHuka Merck KGaA,
Germany.

201.

ONIMENb
N7E

emynbCia Ans
iHcpy3iiA; no 1000 mn
y TpUKamepHoMy
n1acTMKOBOMY
nakeTi B 3aXMCHii
060/10HLj, Wo
MiCTUTb MOrAvHaY
KMCHIO; MO 6 nakeTis
Y KapTOHHIli kopobLyi;
no 1500 mny
TpMKamMepHoOMy
nnacTyKoBoMy

Bakctep
C.A.

Benbris

BXigHW KOHTPO/b,
KOHTPO/b
NPOMDXHOro
NPOAYKTY,
BMPOGHMLITBO,
nakyBaHHs1,
KOHTPO/b AKOCTi Ta
BWMYCK Cepil:
Bakctep C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHn | TUny - 3MiHn 3 axkocTi. CepTudikaT
BignosigHocTI/lE-cepTudpikat BignosigHocCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
BiANoBIAHOCTI ab60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
A®l; ans BUXigHOTO
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT peqoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -

3a
peyerimom

UA/17380/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

nakeTi B 3aXMCHIll
060/10HLj, Wo
MICTUTb NOrIMHaY
KVCHIO; MO 4 naketn
Y KapTOHHIli kopoobLLi;
no 2000 mny
TprKaMepHOMy
n1acTMKoBOMY
nakeTi B 3aXUCHiii
060/10HLj, WO
MiCTUTb MorAnHaY
KWUCHIO; Mo 4 naketn
Y KapTOHHIli kopoobLi

OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEpAKEHOro
BUPOGHMKa - MNoJaHHA OHOB/IEHOro cepTudpikata
BifNoBigHOCTI €Bponelickkili hapmakonei Ne
CEP 2018-145 - Rev 01 (3atBepmxeHo: RO-CEP
2018-145-Rev 00) ans gjtovoi peyosrHn Alanine
Bifl BX€ 3aTBEPAXEHOro BUpobHMKa Shanghai
Ajinomoto Amino acid Co., Inc., Ltd. 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTuddikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEpAKEHOro
BUPOGHMKa - MNoJaHHA OHOB/IEHOro cepTudpikata
BifNoBigHOCTI €Bponelickkili hapmakonei Ne
CEP 1998-137-Rev 06 (3aTBepgxeHo: R1- CEP
1998-137-Rev 05) ons Aito4oi peyoBrUHU
Tryptophan Big, BXe 3aTBep)KeHOro BUpobHVKa
Ajinomoto Health & Nutrition North America, Inc.,
USA. 3MiHn | Trny - 3MiHuK 3 aKocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIKEHOro
BUPOGHMKa - MNoJaHHA OHOB/IEHOro cepTudpikata
BifNoBigHOCTI €Bponelickkili hapmakonei Ne
CEP 1999-023-Rev 03 (3aTBepgxeHo: R1-CEP
1999-023-Rev 02) ons Aito4oi peyoBUHU
Tyrosine Bif, BXe 3aTBEpA)KEHOro BUPOGHMKa
AJINOMOTO CO., INC., Japan. 3minu | Tvny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomixKHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa AONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BUPOGHMKa - MNoJaHHA OHOB/MIEHOro cepTudpikata
BifNoBigHOCTI €Bponelickkili hapmakonei Ne
CEP 2010-380-Rev 05 (3aTBepgxeHo: R1-CEP
2010-380-Rev 04) ons aito4oi peyoBrUHU
Potassium chloride Big, Bxe 3aTBEpAXKEHOrO
BMpo6Huka K+S MINERALS AND
AGRICULTURE GMBH, Germany. 3MiHu | Tuny
- 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa AONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIAKEHOr0
BUPOGHMKa - MNoJaHHA OHOB/MIEHOro cepTudpikata
BiZANOBIAHOCTI €Bponelicbkilt hapmakonei Ne Ne
CEP 2001-435-Rev 02 (3aTBepgxeHo: R1- CEP
2001-435-Rev 01) ons aito4oi peyoBruHU
Potassium chloride Big, Bxe 3aTBEpAKEHOrO
Bnpo6Huka KLINGE CHEMICALS LTD, United
Kingdom. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ansa A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa AONOMIXHOT pevyoBuHY (cepTudpikat
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIAKEHOro
BUPOGHMKa - MNoJaHHA OHOB/IEHOro cepTudpikata
BifnoBigHOCTI €Bponelickkili hapmakonei Ne
CEP 2010-194-Rev 02 (3aTBepgxeHo: R1-CEP
2010-194-Rev 01) ons aito4oi peyoBrUHU
Magnesium chloride hexahydrate Big, Bxe
3aTBepmxeHoro BupobHnka MERCK KGAA,
Germany. 3MiHu | TUNYy - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChkil
chapmakonei/MoHorpadii. NMogaHHs HoBoro abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIXKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakone) -
OHOB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
Bupo6Huka (B.111.1. (a)-2 IB)
MoaaHHsA OHOBIEHOTO cepTudikaTa
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2007-356-Rev 01 (3aTBepgxeHo: R1-CEP
2007-356-Rev 00) ansa gito4oi peyoBuHU
Calcium chloride dihydrate Big Bxe
3aTBepmxeHoro BupobHuka Merck KGaA,
Germany.
202. | ONIME/b emMynbCia aAnsa BakcTep Benbris BXiHWI KOHTPO/Ib, Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17381/01/01
N9E iHdpysili; no 1000 mn C.A. KOHTPO/1b 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyernmom
y TprYKamepHomy NMPOMiXXHOI0 BignosigHocTi/l E-cepTudikat BignosigHOCTI
naacTUKOBOMY NpoayKTY, €Bponelicbkiin hapmakonei/MmoHorpadii.
nakeTi B 3aXMCHIl BMPOBHULTBO, MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
060/10HUj, Wo nakyBaHHs, BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
MIiCTUTb MOrAvHaY KOHTPO/b SIKOCTi Ta BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KWCHIO; MO 6 NakeTiB BWMYCK Cepil: A®I; onsa BuxigHoro
Y KapTOHHIll kopoobLyi; Bakctep C.A. marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO

no 1500 mny
TpVKamMepHoOMy
nnacTyKoBoMy
nakeTi B 3aXUCHiit
060/10HLj, Wo
MICTUTb MOrnvHaY
KMCHIO; MO 4 nakeTtu
Y KapTOHHIl kopoobLyi;
no 2000 mny
Tp1KamMepHoMy
nnacTykoBoMy
nakeTi B 3aXMCHii
060/10HLj, Wo
MiCTUTb MOrAvHaY
KMCHIO; MO 4 nakeTtn
Y KapTOHHIli kopobLi

BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT peyvoBuHN (cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
OHOoB/EHMI cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMPO6HMKa. MogaHHA OHOBEHOro cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
CEP 2018-145 - Rev 01 (3aTBepaxeHo: RO-CEP
2018-145-Rev 00) ans gitouoi peyosnHu Alanine
Bifl BXXe 3aTBepAxeHoro BupobHuka Shanghai
Ajinomoto Amino acid Co., Ltd. 3miHu | TNy -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans Adl; ans
BMXigHOro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; onsa LONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoB/EeHWI cepTUdiKaT Bif yXe 3aTBepAXEHOro
BUpo6HUKa. MofaHHs OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI E€Bponeiicbkili hapmakonei Ne
CEP 1998-137-Rev 06 (3aTBepgxeHo: R1- CEP
1998-137-Rev 05) Ans Ait040i peyoBUHU
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

Tryptophan Big, BXe 3aTBep)KeHOro BUpOOHMKa
Ajinomoto Health & Nutrition North America, Inc.,
USA.
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikat
BignosigHocTI/lE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOTO cepTudikata
BigNoBiAHOCTI a60 BUYYEHHS cepTudikaTa
BiNOBIgHOCTI €Bponelickkilt thapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[L0MNOMIXHOT pevoBuHN (cepTudikat
BiANoBigHOCTI EBponeiickbkilt hapmakonei) -
OHOBNeHWiA cepTUdiikar Bif, y>e 3aTBepaKeHOoro
BMPOGHUKa. MogaHHs OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 1999-023-Rev 03 (3aTBepgxeHo: R1-CEP
1999-023-Rev 02) ansa gito4oi peyoBuHU
Tyrosine Bif BXe 3aTBEP)KEHOITO BUPO6HMKA
AJINOMOTO CO., INC., Japan. 3minu | Tuny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA [ONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHUKa. MogaHHA OHOBIEHOTO cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne
CEP 2010-380-Rev 05 (3aTBepaxeHo: R1-CEP
2010-380-Rev 04) ansa gito4oi peyoBuHU
Potassium chloride Big Bxe 3aTBepAXeHOro
BMpo6HUKa K+S MINERALS AND
AGRICULTURE GMBH, Germany. 3MiHu | Tuny
- 3miHu 3 siKocTi. CepTudpikar BignosigHocTiI/TE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIXKHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakone) -
OHOB/IEHMIA cepTUdiKaT Bif Y)Xe 3aTBepAXEHOro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHUWKa. MNogaHHs OHOBEHOro cepTudikara
BiAnoBiaHOCTI EBponeiickkiit hapmakonei Ne Neo
CEP 2001-435-Rev 02 (3aTBepgxeHo: R1- CEP
2001-435-Rev 01) ansa gito4oi peyoBuHU
Potassium chloride Big, Bxe 3aTBEpAKeHOro
BMpo6HMKa KLINGE CHEMICALS LTD, United
Kingdom. 3miHu | Tuny - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI E€BpPONENChKIit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ansa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHULTBI
A®I; oA fONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHOBNEHWIA cepTUdiikar Bif, y>e 3aTBepaXeHOoro
BMPOGHUWKa. MNogaHHs OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 2010-194-Rev 02 (3aTBepgxeHo: R1-CEP
2010-194-Rev 01) ansa gito4oi peyoBuHU
Magnesium chloride hexahydrate Big Bxe
3aTBepAKeHoro BupobHnka MERCK KGAA,
Germany.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab0 BUYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (CepTudikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIKEHOro
BUpO6HUKa. MofaHHs OHOBNEHOrO cepTudikaTa
BiNOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2007-356-Rev 01 (3aTBepgxeHo: R1-CEP
2007-356-Rev 00) ons aito4oi peyoBruHU
Calcium chloride dihydrate Big, Bxe
3aTBepmxeHoro BupobHuka Merck KGaA,
Germany.

203.

ONNPEH®

nnacTtvp
nikyBanbHuin no 140
Mr/12 roguH Ha 140
cm?; Ne 2:no 2
naacTvpi y nakeTi 3
naneposo-

TOB «TeBa
Ykpaina»

Ykpaina

Bupo6HYK, skuii
BignoBsigae 3a
BUPOBHULTBO

Hepo3cacosaHoro
NPOAYKTY; NepPBUHHA
Ta BTOPMHHA

AnoHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO [0 TEKCTY
MapKyBaHHS NlikapCbKoro 3acoby, a came,
OHOB/IEHHA TEKCTY MapKyBaHHsi BTOPMHHOT Ta

6e3
peyenma

nionsieae

UA/5930/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
a/IIOMIHIEBO- ynaKkoBKa, KOHTPO/Tb NepBUHHOT YNakoBOK /1iKapCbKoro 3acooy.
nonieTnneHoBol cepit: TepMiH BBEEHHS 3MiH NpoTAroM 6 micauis nicns
nnisku; no 1 nakeTy Telika 3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHK WOoA0
B KapTOHHIiA dapmacboTKas 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
Kopo6ui; Ne 5: no 5 Ko., NT4., AnoHis; (iHWi 3MiHW) - 3MiHK BHECEHO [0 IHCTPYKLUiT Ans
naacTupiB y nakeTi 3 Bupo6HYK, sKuii MEeAMYHOro 3aCTOCYBaHHS NMikapCbKOro 3acoby
nanepoBo- BignoBsigae 3a 00 po3ainy "Cnoci6 3actocyBaHHs Ta fo3un", a
aIOMIHIEBO- KOHTPONb cepil: came, po3fin foNoBHEHO iHhopmMaLieto Woao
nonieTnaeHosol Mepkne M'v6X, Npasw/IbHOrO NOBOJKEHHS 3 YNaKOBKOK. TepMiH
nniBku; no 1 nakety HimeuuunHa; BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
B KapTOHHIiA Bupo6HuK, skuii 3aTBEPAKEHHS.
Kopo6ui; Ne 10: no 5 Bignosigae 3a
naacTupiB y NakeTi 3 BWMYCK Cepil:
naneposo- Mepkne M'vbéX,
alOMIHIEBO- HimeuunHa
nonieTnneHoBoI
NNiBKW; NO 2 NakeTn
B KAPTOHHI KOpo6Li
204. | O/NI®PEH® renb 1%; no20r TOB «TeBa YkpaiHa Mepkne Mv6X, HimeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/0646/02/01
rAaPOrenb a6o 50 r, a6o 100 r YkpaiHa» HimeuyunHa 3MiHu | TUNY - 3MiHK Woa0 peyenma
rento B Ty6i; no 1 (BUPOBHYIK, KNI 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
Ty6i B KOPOOL BignoBigae 3a (iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS
BUPOGHULTBO NepBUHHOT Ta BTOPUHHOI YNAaKOBOK J1iKapCbKOro
npoaykTy in bulk, 3acoby. TepmiH BBEAEHHSA 3MiH NPOTSAroMm 6
nepBuHHE MiCALIB MiCNSA 3aTBEPAKEHHS.
nakyBaHHs1,
BTOPVHHE
nakyBaHHs,
KOHTpONb cepil);
Mepkne M'v6X,
HimeyunHa
(BUPOOGHYK, AKUNIA
Bignosigae 3a
BMNYyCK cepii)
205. | OME3® Kancynu no 40 mr, O-p Peppi'c IHais [O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0235/02/03
no 10 kancyny Na6opatopi Na6opaTtopic 1174, YTOUYHEHHs1 YMOB BifnycKy B Haka3i MO3 peyenmom
6nicTepi; no 1 a6o 3 ctg, PTO -3 YkpaiHu Ne 1404 Big, 08.09.2025 B npoueci

6nictepu B
KapTOHHI Kopo6Lyj;
no 7 kancyny
6nictepi; no 4
6nictepu B
KapTOHHI KopoobLi

BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(Bny4eHHss MeToay BUNPOOYBaHHS, SKLLO BXe
3aTBEPMKEHNI aflbTepHATUBHUIA METOA).
CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (iHLi 3MiHN). BHeCeHHs 3MiH
[0 crneundikauii '3, a came BUYyYEHHS
pO3Mipy Kancynv Ans nokasHuka «Onmc» 1a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BUJTyYEHHS nokasHuka «OfgHOpigHICTb Macu
BMicTy kancynu» (USP <905>), ockinbkun B
cneumaikauii M13 KOHTPONOETLCA MOKA3HMK
«OAHOPIZHICTb A030BaHMX 0AMHULBE» (USP
<905>). BBeieHHs1 3MiH NPOTArom 6-Tu MicsiLiB
nicns saTBepipkeHHs). Pefakuia B Hakasi - 6e3
peuenTa. BipHa pefauis - 3a peuenTom.
206. | OMEMPA30/1 | nopolok ans AT Ykpaina Na6opaTopioc IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/18269/01/01
-®APMAK pO3YuHy AN "®Papmak” Hopmon C.A. TexHiyHa nomuska (3rigHo Hakasy MO3 Big
iHcpy3iii no 40 mr; in 23.07.2015 Ne 460) BUNpaBfieHHsI TEXHIYHOT
bulk: no 564 NOMW/IKMA B NPONMCI HOMepPYy OHOBJ/IEHOT BEPCil
h1akoHn y kopooLyi CEP, 30kpema npu 3aTBEpMXEHHI 3MiHN ByN0
3a3HayeHo nNponoHoBaHy pegakuito CEP Ne R1-
CEP 1998-145 - Rev 11 gna Aitoyoi pe4oBuHN
Omeprazole Big BXe 3aTBEPAKEHOTO BUPOGHMKA
ESTEVE QUIMICA S.A., a BianoBigHO A0
oHoneHoro CEP nponoHoBaHa pepaxuis - CEP
1998-145 - Rev 11
207. | omM3on NopoLUOK AN OPIAHOCU OAE Codhapimekc — Moptyranis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17079/01/01
pO34nHy ons H IHaycTpia Kimika e 3MiHu | TMNY - 3MiHKW 3 sIKOCTi. ToTOBUIA peuenmom
iHcpy3iiA, 40 mr; no 1 NIAN®OCAEH dapmacsbioTika, C.A. nikapcbkuii 3aci6. KOHTponb roToBOro
a6o no 10 chnakoHiB CnN3 (E® nikapcbKoro 3acoby (iHwi 3MiHu). 3MiHa B po3gaini
3 MOPOLLKOM Y 3ETI) "YnakoBka" MKA /13, a came fONOBHEHHA
Kopobui iHchopmaLlieto Npo IHCTPYKLito 4719 MeaMYHOoro
3aCTOCyBaHHA "... pa3oM 3 iHCTPYKLED ANs
Me[MYHOro 3acTocyBaHHs."
208. | OPTO®EH- TabneTkn, BKPUTI TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7252/01/01
3400POB'A 060/10HKOI0, BO 3 BMPOGHMLITBA, 3MiHu | TUNY - 3MiHK Woa0 peyenmom
KMLLKOBOPO3UMHHI, OBMEXEH KOHTPO/Ib AKOCTI, 6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
no 25 mr; no 30 (e]}6} BMNYCK cepil: (iHWi 3MiHW)
Tabnetok y 6nictepi; BIAMOBIOA ToBapucTBo 3 OHOBNEHHA TEKCTY MapKyBaHHsA NEPBUHHOI Ta
no 1 6nictepy B NbHICTHKO 06MmeXeHo BTOPVHHOT YNakoBOK JliKapCbKOro 3acoby, a
KOpoOL,i 3 KapPTOHY; «KOPIOPA BiANOBIAA/TbHICTIO cawme:
no 10 Tabnetok y uiA "®apmaueBTnyHa - BUTy4€eHO iHhopMalLito, 3a3HaveHy poCiiiCbKo
6nicTepi; no 3 «3[10POB'A KoMMaHis MOBOI0;
6nicTepy B KOPOOU; » "3p0poB'a”, - MepeHeceHo MXKHapPOAHI NO3HAYEHHS OAUHMLb
3 KapToHy (ans YKpaiHa,; BVMIpPIOBaHHS;
BMPOGHUKA BCi cTagii - YTOUYHEHO iHhopMaLiito LLOA0 /TIoroTuny
ToBapucTBO 3 BMPOGHULTBA, 3as1BHMKA Ta TeXHIYHOI iIHdhopMmalLiT;
06MeXeHoI0 KOHTPO/Tb AKOCTI, - YHihikOBaHO TEKCT MapKyBaHHS NepPBUHHOT Ta
BiANOBIAA/LHICTIO BUMYCK Cepil: BTOPVHHOT YNaKoBKMU,
"hapMaueBTUYHA ToBapucTBO 3 - BHECEHO He3HaYHi pefakLiiHi npaBku y
KOMNaHis 06MexeHo NepBUHHI Ta BTOPUHHII yNnakoBKax JlikapcbKoro

"3popos'a"); no 30
TabneTtok y 6nictepi;
no 1 6nictepy B
KOpo6Li 3 KapTOHY
(ans BMPOGHUKIB
ToBapucTBO 3
06MeXeHot

BiANOBIA&NLHICTIO
"®APMEKC Irpyr",
YKpaiHa

3acoby.
TepMiH BBEAEHHS 3MiH - MPOTArOM 6 MicAL,iB
nicns 3aTBepKEeHHs.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”,
ToBapucTBO 3
06MEXeHOI0
BiANOBIAA/IbHICTIO
"®APMEKC I'PYM")
209. | OTOTOH® Kpanni ByLUHi, no 16 AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: bes UA/13775/01/01
ry donakoHi; no 1 "®apmak” 3MiHn Il Tuny - 3miHn 3 AkocTi. AdI. (iHWi 3MiHN) peyenma
onakoHy pasom 3 nofaHHsa oHosrieHoro DMF ans gitoyori
KpanesnbHULeo y peyoBuHW JligokaiHy rigpoxaopuay MoHorigpat
nauuj 3 KapToHy Bifl B)Xe 3aTBEPAXEHOro BUPOOHUKA, AKNI
3MiHMB Ha3By 3 Gufic Biosciences Limited, IHAjis
Ha M/s Gufic Biosciences Limited, IHgis
(3aTtBepaxeHo: O-DMF/SLBDL-2021-01;
3anponoHoBaHo: O-DMF/SLBDL-2023-00).
210. | OTPUBIH cnpeii HasaslbHUiA, XaneoH KX LLiBefuapis XaneoH KX C.a.p.n. LLiseiiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/5206/02/01
[o30BaHuit 0,1 %; CAPN 3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
no 10 mny nikapcbkuii 3aci6. KOHTpob roToBOro
nosliMmepHoMy nikapcbkoro 3acoby. 3miHa y meTogax
donakoHi 3 BUNPOBGYBaHHS roTOBOTrO NiKapCbKOro 3acoby
posnunoBayem; no (He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
1 donakoHy B BMNPOGYBaHHS) BHECEHHS 3MiH Y METOZj
KapTOHHIA KopoobLi KOHTpoOst0 /13 "Po3nogineHHs kpanesnb 3a
po3Mipom”, 3MiHa He BNMBaE Ha napameTpu
sAKocTi 13 Ta cneundikauito. 3miHa Bigdynack y
3B'A3KY i3 BUABIEHOIO APYKapPCbKOK MOMWUIIKOO B
HanawTyBaHHi npunagy DSD ans napameTpis
LUBMAKICTb Ta MPUCKOPEHHS.
211. | OPOP® TabneTku, BKpUTI OPIAHOCU OAE EBepTomkeH faiich IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/7732/01/01
nNiBKOBOIO H CaeHcus Jlimitepq 3MiHu | TMNY - 3MiHK Woao peyernmom
060/10HKOH0, M0 10 NANOCAEH 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsay
Tabnetok y 6nictepi; Cn3 (E® (iHWi 3MiHW). 3MiHVM BHECEHO B TEKCT
no 1 6nictepy B 3ET ) MapKyBaHHSA BTOPUHHOI YNaKOBKW /iKapCbKoro
KapTOHHIM nauui 3aco6y y MyHKT 17 Ta B TEKCT MapKyBaHHS
NepPBUHHOT YNaKoBKK Y NYHKT 6. BBeAEHHS 3MiH
NpoTArom 6-Tu MicaLiB Nicns 3aTBepiXeHHs
212. | NAHAAQON TabneTku, BKpUTI XaneoH HOK Benwvka BVMPOGHMLTBO IpnaHgjs BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 nionsizae UA/2562/01/01
060/10HKO10, N0 500 TpehgiHr BpuTaHis nikapcbkoro 3acoby, 3MiHu | TUNY - 3MiHK Woa0 peuyenma
Mr; no 12 Tabnetok Nimiten nepBrHHe Ta 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

y 6nicTepi; no 1
6nictepy B
KapTOHHIlA KOpo6L;
no 8 TabneTtok y
6nicTepi; no 8 abo
12 6nictepiB y
KapTOHHI Kopoo6Li

BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil:
nakcoCwmitKnaiiH
[axrapsaH Jlimiteq

3MiHa y KOpOTKili XapakTepucTuL, NikapCbkoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpUyHNX JOCiMKEHb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO [0 IHCTPYKUiT AN MefUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMM NniKapcbknmu 3acobamu Ta
iHWi B1AW B3aemogiii", "OcobnnBocTi
3actocyBaHHs", "lNo6iyHI peakyii” BiANOBIgHO A0
OHOBNEHOT iHhopMaL,ii 3 6e3neku aitoyol
peyoBuHM (Napaietamony) 3rigHo 3
pekomeHgauismm PRAC.
213. | NAHKPEATHU TabneTku, BKPUTI TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7539/01/01
H 8000 060/10HKOI0, "TepHodap 3MiHn Il Tuny - 3MiHn 3 akocTi. AdL. (iHLWi 3MiHN) peyenma
KVLLKOBOPO3YMHHI N0 m" OHOBJ/IEHHSA MaTepianiB IM® Big BUpoGHMKa
0,24 r; no 10 cy6cTaHuil naHkpeaTuHy fesHr CiHO3iM
Tabnetok y 6nictepi; dapmacsbioTikan Ko 1T, Kutai, Ta Sk Hacnigok
no 1 abono5 3MiHa cneuwdikauii Ta MeToAIB KOHTPOSIO Y
6nicTepis B nayyj 3 MKA AdI
KapToHy
214. | NANABEPUH | po3uvH Ans iH'ekuii, TOBAPUCT Ykpaina KOHTPO/1b SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/6110/01/01
Yy 20 mr/Mn no 2 mn B BO 3 BMNYCK cepil: 3MiHu | TMRY - 3MiHK Woa0 peuenmom
rIAPOXNOPU | amnyni; no 10 amnyn | OBMEXXEH ToBapucTBO 3 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
A y naui 3 KapToHy; oK 0bMexeHo (iHWi 3MiHW).
no 2 M B amny/ii; BIAMOBIOA BiANOBIA&/IbHICTIO OHOBNEHHA TEKCTY MapKyBaHHSA NEPBUHHOI Ta
no 10 amnyny JNIbHICTHO "[ocnigHnii 3aBog BTOPVHHOT YNaKoBOK JlikapCbKOro 3acofy, a came
6nicTepi; no 1 «KOPINOPA “rHuaC - BWTy4€eHO iHhopMaLito, 3a3HavyeHy pOoCiiiCbKo
6nictepy B naui 3 LA YkpaiHa,; MOBOI0;
KapToHYy «300POB'A BCi cTagii - NepeHeceHo MKHaPOAHI NO3HAYEHHS OAUHULb
» BUPOGHMLITBA, BUMIPIOBaHHSA
KOHTPOJIb SIKOCTI, - YTOYHEHO iH(hopmaLito LWwoao norotuny
BWMYCK Cepil: 3asBHVIKa Ta TEXHIYHOT iHchopmaLii;
ToBapucTBO 3 - BHECEHO He3HauHi pefakLiiiHi npaskv y
06MeXeHo NepBUHHI Ta BTOPUHHII ynakoBKax JlikapcbKoro
BiANOBIAANbHICTIO 3acoby.
"®apmMaueBTNYHa TepMiH BBEEHHS 3MiH NpoTAroM 6 micAuis nicns
KoMnaHis 3aTBEPAKEHHS.
"3p0pos'a”,
YKpaiHa
215. | NAPACTAMIK | nopoliok Ans JOEMO CA Ipevyis JEMO CA Ipeuis BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/19881/01/01
PO3uMHy ons iH'ekuin | d®apmacboT dapmacboTrKas 3MiHn | TMny - 3MiHK 3 AKOCTI. [oTOBMIA peyenmom
no 40 wr; 1, 5 a6o nkan IHpacTpi nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHM Y
10 dpnakoHis 3 IHpacTpi npoveci BUPOOHULITBA rOTOBOTO NiKapCbKOro

MOPOLLKOM B
KapTOHHIlA KopooLi

3aco6by, BK/IOYAKYM MPOMKHUIA MPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH
y Mpouec BMPO6GHMLTBA FOTOBOTO /iKapCbKOro
3aco6y, a caMe BUK/TIOYEHHS 3 TEXHOJIOTIYHOro
npouecy cinbTpy 0,45 mkm (Filtration Filter 0.45
1m) Ta NPOMIXXHOro pe3epByapa A/ 36epiraHHs
pO34nHy. 3MiHKM | TMNy - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikauisx, nig yac
BMPOGHMLTBA rOTOBOrO NiKapCbKOro 3acoby (iHLi
3MiHW) - 3MiHa BUNpo6yBaHb y NpoLieci
BMPOOHULTBA rOTOBOrO NikKapcbKoro 3acoby, a
came BUNPoBYyBaHHSA LiNICHOCTiI CTEPUTBHUX
hiNbTPiB NPOBOANTLCSA NINLLE MiCS OCTAHHLOTO
CTepwibHOro goinibTpa 0,22 MKM
216. | NAPIKANbL PO34NH A8 iH'EKLINA Mictpan AHrnis dapmarteH CA Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/18806/01/01
TON-BICTA 5 mkr/Mn no 1 mn Kenitan 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
abono2wmns MeHempxmeH HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
amnynax; no 5 T Nlimiteq, (BnacHvika peecTpauiiHoro noceigveHHs). 3miHa
amnys y KapTOHHii afipecu 3asBHUKa
Kopobui
217. | NEHTAKCUM | nopoliok CaHodi ®paHuis BVMPOGHMLTBO PpaHuin/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/13010/01/01
® BAKUMHA Haemophilus MacTep roToBOro YropwumHa 3MiHu | TUny - 3MiHKn 3 AKocTi. AdI. peyenmom
And influenzae Tuny b Ta Hepo3chacoBaHOro Brpo6HMUTBO. 3MiHM B NpoLeci BUpo6bHMLTBa
MPO®INTAKT cycneHsis ans NPOAYKTY, A®| (He3HauHa 3MiHa y npoueci BUpobHMLTBA
KN iH’exuini (0,5 mn); no 3aroBHeHHA Ta A®I) - HesHauHa 3miHa y npoueci BUpobHULTBa
ONDTEPII, 1 chnakoHy 3 niodpinizauis A®l, a came 3amiHa cMpOBUHU L-TUPO3nHY
NMPABLA, nopotukom Ta 1 (chnaxoHm), TBAPUHHOTO NMOXO[)KEHHSA HA CUPOBUHY L-
KALLU/TIOKY nornepeaHL0 BTOPUHHE TUPO3MHY POC/IMHHOIO NOXOKEHHS. TepMiH
(ALENMONAP | 3anoBHEHOMY nakyBaHHs, BBEEHHS 3MiH - KBiTeHb 2027. 3MiHu | TURy -
HUIA wnpuyy (0,5 mn) 3 KOHTPO/Ib SIKOCTI, 3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
KOMMOHEHT | npukpinsieHoto BMNYCK cepil: napameTpax crneuudikauii Ta/abo f4onycTuMmx
), ronkoto (a6o 2 CaHodpi MNactep, MeX, BU3HaYeHux y cneumadikauisax Ha Adl, abo
noniomMien OKpeEMUMU rofikamu), dpaHuis; NoBHNIA BUXIAHWA/NPOMDKHMI NPOAYKT/pearexT, Lo
TY L0 MICTUTb LKA BUPOOHNLTBA, BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
IHAKTUBOBA | cycneHsito gns 3anoBHEHHSA Ta (3BYXKEHHSI ONYCTUMUX MEX, BUSHAYEHUX Y
HATA iH'EKLI, B KAPTOHHIl niodpinisauis crneundikauii) - 3By)EHHs1 [OMYCTUMUX MEX,
BAKUUVHA Kopo6ui; no 1 (donakoHw), BM3HAYeHUX y cneumdikadii, a came 3MiHa AKOCTI
Ans dhnakoHy 3 BTOPVHHE BOAMW ANS NPUTOTYBaHHS 3HEXMPEHOr0 MOJIOKa,
NMPO®DINAKT nopowkom Ta 1 naxkyBaHHs, LLIO BMKOPUCTOBYETLCA A/151 BUPOOHULTBA
KN nonepegHb0 KOHTPO/1b SIKOCTI, po6oumx nociBHux cepiii Clostridium tetani.
IHDEKLLIA, 3anoBHeHOMY BMNYCK cepil: TakoX, BHECEHHS! peflakLiiiHUX 3MiH 10 p.
CNPUYUNHEH | wnpuyy (0,5 mn) 3 CaHodpi Mactep, 3.2.S.2.3. TepMiH BBeEHHS 3MiH - KBiTeHb 2027.
nx NPUKPINIEHo0 dpaHuia; BTOPUHHE 3MiHY | TUNY - 3MiHK 3 AkocTi. A®Il. KOHTposb
HAEMOPHIL ronkoto (a6o 2 nakyBaHHs1, BUMYCK A®I. 3miHa y napameTpax cneuudikauiii Ta/a6o
us Tuny B OKpeEMUMU ronikamu), cepii: CaHodi- [ONYCTUMMX MEX, BU3HAUYeHUX y cneuudikaLisx
KOH’'OFOBA | 10 MiCTUTb ABeHTiC 3pT., Ha A®I, abo BMXigHWA/NPOMKHWIA
HA, cycneHsito ans YropuyHa NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
AACOPBOBA | iH'ekuil, B npoueci BupobHuuTea A®I (iHwi 3MiHK) - 3miHa
HA cTaHAapTHO- BHYTPILLHBOT crieuudikauii cMpoBuHu 2,6-

€KCMOoPTHii
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobui (3
iHCTpyKUi€eto Ans
MeANYHOro
3aCTOCyBaHHs).

OVKap6OKCUNBLHOI NipUAYHOBOT KNCNOTU. TePMIH
BBEJEHHS 3MiH - KBiTeHb 2027.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
MapKyBaHHAM
YKpaiHCLKOH MOBOKO
abo 3i cTikepom
YKPaIHCbKOK MOBOH
218. | NEPUHAOMP | kpucTaniyHuii TOB Ykpaina UxeLssaH MeHoBO Kutaii BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/18072/01/01
nny TerT- MOPOLLIOK "APTEPIYM dapmacsioTikan Ko., 3MiHn | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
BYTUNAMIH (cybcTaHuis) y nTa nrp. Ha3Bu APl abo fONOMIXHOI peyoBUHU. 3MiHA
noaBiliHMX Ha3su A®I Perindopril tert-butylamine B
noslieTUIEeHoBMX YKpaiHCbKOMY nepeknagi, a came 3
nakeTtax Ans MepuHgonpua TepToyTUIamiH Ha
chapmaLeBTUYHOro MepuHaonpuny TepT-6yTunami, y 3Bs3ky 3
3aCcTOCYyBaHHA npuBeAeHHAM Y BiANoBiAHICTb A0 MHH.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuUiB micns
3aTBEPAKEHHS.
219. | NIAPOH TabneTkun, BKpUTI TOB YkpaiHa BMPOGHMLITBO, YkpaiHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 nionsizae UA/9270/01/01
060/10HKO10, Mo 500 "TNEAPAP nepBuHHE IHAjA 3MiHu | TUNY - 3MiHK WoA0 peyenma
Mmr; no 10 TabneTok M naTa” nakyBaHHs, 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
y 6nicTepi; no 1 abo BTOPUHHE 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
no 2 6nictepu B nakyBaHHs, 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
KapTOHHIA ynakoBL,i KOHTPOJIb SIKOCTI, MeAU4YHOro 3acTocyBaHHA Ha nigcTasi
BMNYyCK cepil perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
abo nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
BTOPVHHE 3acTocyBaHHS Nikapcbkoro 3acoby B
nakyBaHHs, nicnsipeecTpawiliHnii nepiog, abo sk pesynbTart
KOHTPO/1b SIKOCTI, OL}iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
BMNyCK cepii BIAMNOBIAHO A0 NNaHy nefiaTpuyHUX AOCNiLKEeHb
npoaykuii i3 in bulk: (PIP) (3MiHY y3rofi)xeHo 3 KOMMEeTEHTHUM
TOB "KYCYM YMNOBHOB&XXEHUM OpPraHom)
PAPM", YKpaiHa 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MEAVYHOTO
abo 3acTOCyBaHHSA NiKapCcbKoro 3acoby y po3ginu:
BUPOGHULITBO, "B3aemogis 3 iHWMMK NikapCbknMK 3acobamu Ta
nepBuHHE iHWi BMAW B3aemogiin", "OcobmBocTi
nakyBaHHs, 3actocyBaHHs", "lNo6iyHI peakwii” BiANOBIAHO A0
BTOPUHHE OHOBJIEHOT iHdhopMaLii 3 6e3neku ailyol
nakyBaHHs1, peyoBMHM NapaveTamosn. TepmiH BBeAEHHS 3MiH
KOHTPO/Ib SKOCTI, - NPOTAroM 6 MicALIB MiCNA 3aTBEPAKEHHS
BUNYyCK cepii
abo
BVMPOGHMLTBO

npogykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHajsa
abo
BTOPUHHE
naxkyBaHHs,
KOHTPO/Ib AKOCTI,
BMNyCK cepii
npoaykuii i3 in bulk:
TOB "TNEAPAPM
NTA", Ykpaina




182

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
220. | NIPALEETAM- | po3suuH ans in'ekuiii, | TOBAPUCT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a UA/7498/01/01
340POB'A 200 mr/mnno 5 mn B BO 3 06MeXeHOo 3MiHu | TURY - 3MiHK WoAao peyenmom
amnyni; no 10 amnyn | OBMEXXEH BiANOBIA&/ILHICTIO 6e3nekun/ethekTVBHOCTI Ta hapMakoHarnsgy
Y KapTOHHIl kopoobLyi; (]}0) "®apmaueBTuyHa (iHLWi 3MiHW)
no 5 mn B amnyni; BIANOBIOA KOMMaHis OHOBJIEHHA TEKCTY MapKyBaHHS NEPBUHHOT Ta
no 5 amnyny NbHICTIO "380poB'a”, YkpaiHa, BTOPVHHOT YNakoBOK JlikapCbKOro 3acoby, a
6nicTepi; no 2 «KOPTOPA YkpaiHa; came:
6nictepu B LA ToBapucTBo 3 - BWTy4€eHO iHdhopMalLiito, 3a3HaveHy pocCiiiCbKo
KapTOHHI Kopo6Lyj; «300POB’A 06MeXeHo MOBOIO;
no 10 mn B amnyni; » BiANOBIAANbHICTIO - NepeHeceHo MKHaAPOAHI NO3HAYEHHS OAUHULb
no 5 a6o 10 amnyny "®apmaueBTuyHa BMMIpIOBaHHS;
KapTOHHI Kopo6Li. KoMnaHis "3gopos'a” - YTOYHEHO iH(hopmaLito oo norotuny
3asBHMKa Ta TEXHIYHOT iHhopmaLyii;
- YHithikoBaHO TEKCT MapKyBaHHS NEPBUHHOI
YNakoBKM (4715 aMny/in Ta eTUKETKM Ha amnyni);
- BHECEHO He3HauHi pefakuiiiHi npaBky B TEKCT
MapKyBaHHS YNakoBOK NiKapcbkoro 3acooy.
TepMiH BBEAEHHS 3MiH NpOTAroM 6 micAuiB nicas
3aTBEPKEHHS.
221. | NyPU- Tabnetku no 50 wmr, AcneH IpnaHgis BTOPUHHE HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/14862/01/01
HETON® no 25 tabneTtok y dapma nakyBaHHs, MiBgeHHa 3MiHu Il TUny - 3MiHK Woa0 peuyenmom | nidssizae
thnakoHi; no 1 TpewngiHr BMNpPOBYyBaHHSA Adbpuka 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
donakoHy y Nimiten KOHTPOJIO SKOCTI Ta 3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro

KapTOHHIlA KopooLi

BUWMYCK Cepil:
AcneH bag-
Onbaecno MvbX,
HimeuunHa;
BMPOGHMLITBO,
BMNpPOOYyBaHHSA
KOHTPO/O SKOCTI,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs:
AcneH CA
Onepeiiwens (MTi)
Ntp, MiBoeHHa
Adopuka;
BMPOGHMLITBO,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
nepBuHHE
nakyBaHHs1,
BTOPVHHE
nakyBaHHA Ta
BUWMYCK Cepii:
Ekcenna M'm6X i Ko.
K", HimeuunHa

3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMM
OaHUMK 3 AKOCTI, AOKMIHIYHUMU, KAIHIYHUMUN
AaHVMK Ta fJaHumy 3 dhapmakoHarnsagy. 3miHm
BHECEHO A0 IHCTPYKLiT 418 MegnyHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"papmakonoriyHi BnactusocTi", "lMokasaHHsA"
(peparyBaHHs TEKCTy po3giny), "B3aemogis 3
IHLWIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit”, "Oco6MBOCTi 3aCTOCYyBaHHS".
BBeaeHHs 3MiH NpoTarom 6 micsAuis nicas
3aTBepKEHHs
3MiHu 1l TUny - 3MiHK Woao0
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBYMM
OaHUMK 3 AKOCTI, AOKMIHIYHUMU, KAIHIYHUMUN
AaHVMK Ta fJaHumy 3 dhapmakoHarnsagy. 3miHm
BHECEHO A0 IHCTPYKLiT 418 MeAnyHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco611BOCTI 3acTOCyBaHHA", "3aCcTOCYBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(BHECEHO [0AAaTKOBI 3aCTepeXeHHS), “Mo6iuyHi
peakuii”.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BBeaeHHs 3MiH NpoTarom 6 MicAuiB micas
3aTBEPAKEHHS

222.

PEMECYNIA®
PANIA

rpaHynun ans
opasibHOT cycneHsii,
100wmr/2r;no2rB
cauwle; no 10 cawe y
nauui

AT
"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOIb AONOMIXHMX
peyoBuH. 3MiHa NapameTpiB cneuudikawlii
Ta/abo foMyCTUMUX MeX AN JOMOMiIKHOT
peyoBUHM (iHLWi 3MiHWM) BHECEHHS 3MiH [0
Cneuucpikanii/MeToais BUNPO6yBaHHS
[OMOMDKHOT peyoBMHY Llykop nogpiGHeHwi
(nygpa) - 3mMiHa nepioanYHOCTI MixonepaviiHoro
KOHTposito A®I: - 3a nokasHukamu "Mpo3opicTb
po3unHy", " KonbopoBsicTb po3unHy”, "HacunHa
rycTuHa BifibHa", "Po3Mip yacTok",
"Mikpob6ionoriyHa ymcToTa" - KOHTPO/b
NPOBOAUTLCS NPY 3MiHi NapTii CMPOBUHMN
0[IHOPa30Bo; - 3a NnokasHukom "Onuc" -
KOHTPO/b NPOBOAMTLCS A1 KOXHOI cepii Ta npn
36epiraHHi npoaykTy 6inbLwe 72 rog (nicns
NOBTOPHOro NoApibHeHHs). CynyTHSA 3MiHa -
3MiHM 3 KoCTi. F0TOBWIA NiKapcbkuii 3aci6.
KOHTPO/b fONOMIDKHIX PeYOBUH. 3MiHa Y
MeToAax BUNPoGYBaHHSA [ONOMIKHOI PEHOBUHM
(iHWi 3mMiHM y MeToAax BMNPoByBaHHSA
(BK/KOYAKOYM 3aMiHy ab0 foAaBaHHs))

3a
peyenmom

UA/17626/01/01

223.

PEHENPO

PO34UH A5 iH'EKLiA,
250 mr/mnno 4 mn B
amnyni; no 5 amnyn
y kaceTi; no 1 kacerTi
B NayLj 3 KApTOHY;
no 4 mn B amny’i;
no 5 amnyn y kaceri;
no 2 kaceTu B nauLi
3 KapPTOHY

TOB HB®
"MIKPOXIM"

YKpaiHa

BiANoBiganbHUii 3a
BMPOGHULITBO Ta
KOHTpO/b/BUNPOOYB
aHHs cepii, He
BK/IO4AI0UM BUMYCK
cepii: MpuBatHe
akuioHepHe
TOBapUCTBO
"Jlekxim-XapkiB",
YKpaiHa,;
BiANoOBigaIbHUI 3a
BMPOGHULITBO Ta
KOHTpOb/
BMNpOGYBaHHSA cepii,
BK/THOHAI0UMN BUMYCK
cepi:

TOB HB®
"MIKPOXIM",
YKpaiHa,;
BiANoBigaIbHUIA 3a
BUNYCK cepil, He
BK/THOHAI0UM
KOHTPONb/BMNPOGYB
aHHA cepil:
TOB HB®

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0co6H,
BiANOBIAA/LHOI 3a 34iiCHEHH:A (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
po3MilLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3MmiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itova pepakuin: €sctparosa IpyHa IropiBHa.
MponoHoBaHa pepakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.

3a
peyenmom

UA/14966/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
"MIKPOXIM",
YKpaiHa,;
BiANOBifa/IbHWIA 32
BMPOGHMLITBO Ta
KOHTpO/b/BUNPOGYB
aHHs cepii, He
BK/THOHAIOUMN BUMYCK
cepit:
AT "Tannudapm",
YKpaiHa
224. | PECMNUKC N® | tabnetku; no 10 OPIAHOCU OAE EBepTomKeH flaiich IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/15503/01/01
Tabnetok y 6nictepi, H CaeHcus fimiteq 3MiHn | TURY - 3MiHN WoAao peyenma
no 1 a6o 2 6nictepn | NANDCAEH 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
y nauuj CnN3 (E® (iHWi 3MiHW) - 3MiHX BHECEHO Y TEKCT
3ET ) MapKyBaHHS NePBUHHOI (M. 6) Ta BTOPUHHOT (1.
3, 17) ynakoBoOK nikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS.
225. | PECNUKC® TabneTku, BKpUTI OPIAHOCU OAE EBepTomKeH Maiich IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/15549/01/01
nNiBKOBOIO H CaeHcus Jlimitepq 3MiHu | TMRY - 3MiHK Woa0 peuenma
o060n0Hkoto; no 10 NIAN®OCAEH 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Tabnetok y 6nictepi; CnN3 (E® (iHWi 3MiHW). 3MiHW BHECEHO Y TEKCT
no 1 a6o 2, a6o 4 3ETI) MapKyBaHHS NePBUHHOT (N. 6) Ta BTOPUHHOT (N.
6nicTepu y nauuj 3 3, 17) ynakoBOK nikapcbKoro 3acoby. TepMiH
KapToHy BBEJEHHSA 3MiH NPOTAromM 6 micAuiB nicns
3aTBEPAKEHHS.
226. | PUBOKCUH TabneTkn, BKPUTI NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/4137/01/01
NNiBKOBOO "Tanuudpap "KuiBmegnpenapart”, 3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikar peuyenmom
06010HKOt0, N0 200 M" Ykpaiva,; MAT signosigHocTi/l E-cepTudikar BignosigHocTi
mr; no 10 TabneTok "Tanmudgapm”, €Bponelicbkili thapmakonei/moHorpadii. 3miHu,
y 6nicTepi, no 5 Ykpaina NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
6nicTepis y nayui 3 BiANOBIAHICTL A0 MOHOrpadii APY abo
KapTOHYy €Bponeiicbkoi thapmakonei, abo iHWOoi
HauioHas1bHOT hapmakonel gepxasun €C (3MiHa
y cneuudikadisix, nos'asaHa 3i 3MiHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLwil
HaLjioHasnbHili hapmakonei gepxasu EC)
npusefeHHs cneuudikauii Ta aHaniTUYHNX
MeTOAVK Ha [AOMNOMiIXHY peqoBuHy Llykop-nygpa
y BiANOBIAHICTb 10 BUMOr MOHorpagii €® 0204
«SUCROSE», fiito4oro BUaHHs.
227. | PUBOKCUH PO34MH A5 iH'EKLN, MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/4137/02/01
20 mr/mn; no 5 mn "Tanuudap 3MiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA peuyenmom
a6o 10 mn B amnyni; m" nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y

no 10 amnyny
Kopoo6Li; no 5 mn
a60 10 mn B amnyii;
no 5 amnyny
KOHTYPHIl
YapyHKoBili

npoeci BUPO6HMLITBA FOTOBOrO NiKapCbKOro
3aco0y, BKIOYaoUy NPOMKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) HE3HAYHA 3MiHa Y Npoueci
BMPOGHMLTBA, a came 3MiHa Ha3Bu cTagii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
ynakosLi; no 2 «MepeBipka amnys1 Ha MexXaHi4Hi BK/IIOYEHHS Ta
KOHTYPHI YapyHKOBI iHWi BUAW 6paky» Ha «[lepesipka Ta
yNaKoBKM B navi ifeHTMdikaLis amnyn»
228. | PIHTEPA pO34uH N8 iHQy3il, TOB YkpaiHa MAT "Fanuudcpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/18296/01/01
NAKTAT no 200 mn a6o no "APTEPIYM 3MiHu | TURNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peuenmom
PO34UH 400 MmN y nAgLwkax nTa" nikapcbkuii 3aci6. KOHTponb rotoBoro
CKNSAHMX (do1akoHax) nikapcbKoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BK/OYALOUM 3aMiHy @60 [OMOBHEHHS)) B METOAI
aTOMHO-EMICIiHOT cnekToMeTpii 3 iIHAYKUiiHO
NOB’A3aHI0 N/1a3MOt0 KOPEKTYBaHHA napameTpis
RF noTyHOCTi (BMCOKOYaCTOTHOro nons) (kBT)
ons Na Ta wenakocTi Hacoca (06\xB) an1a Na Ta
K ans 3a6esneyeHHs 3a0Bi/IbHNX YMOB
NpoBefileHHs aHani3y. B KibKiCHOMY BU3HAYEHHI
NpoBeAeHO PO3AiNIeHHA ONucy NPoBeAeHHs
MeToAy KOHTponto Hatpito Kanito i KasbLito.
BHeceHo 3miHy B Npo60oniAroToBKy po34mHIB
LLIOZI0 B3ATUX HABAXOK, 3HAYEHHS NOTOKY
Hebynaiizepa, po3BeAEHHSI PO3UMHIB Ta
BUKOPWCTOBYBaHWX CTaHAAPTHWUX PO3UMHIB
229. | POBAKOM Kpanni O4Hi, pO34nH; dapmacene ABCTpist BMPOBHMLTBO "in Mpeuisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/14401/01/01
no 5 mn y donakoHi i3 KT bulk”", nepBuHHe i ABCTpis 3MiHa 3asiBHMKa (BNacHMKa peecTpauinHoro peyenmom nionsieae
KpanesibHULE Ta IHTepHeLHN BTOPUHHE nocsigyeHHs) MIBI (3rigHo Haka3zy MO3 Big,
KpuLeukoto; no 1 BeteniraHrs nakyBaHHs, 23.07.2015 Ne 460). 3miHn | TRy - 3MiHK 3
donakoHy y m6X KOHTPO/Ib SAKOCTi SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHn y

KapTOHHIA KopoobLi

Padhapm AT, peuis;
BUPOGHUK, SKWiA
Bignosigae 3a
BUNYyCK cepii
Papmacenekr
IHTepHeLLHN
BeteniraHra MméX,
ABCTpist

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUMYCKY Cepii Ta KOHTPOHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa abo
[oAaBaHHA BUPOOHYKa, Lo BiAnoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - He Bkoyaroum
KOHTPONb/BMNPOGYBaHHSA cepii, 3aMiHa
BMPOGHMKA BiANOBifaIbHOTO 3a BUMYCK cepii.
3MiHV BHECEHO B IHCTPYKLiIO 4518 MeANYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ginm
"BMpo6HMK", "MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLs NPoBaKEHHSI MOro AisnbHOCTI" 3
BIANOBIAHUMYW 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBOK. 3MiHu | TUny - 3MiHW LWoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTtemy thapmakoHarnsagy (ssefeHHs
y3araslbHeHVX faHunx npo cucremy
thapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANoBiga/IbHOI 3a 3AjACHEHHS!
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
hapMakoHarnsgy 3asaBHUka Ans 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BifjMiHHa Bif, YNOBHOBaXEHOT 0CO6MU,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVIKa, BignoBiga/ibHOT 3a hapMakoHarnsg.
[itoya pepakuis: ArHexxka CtaHkesuy /
Agnieszka Stankiewicz. NponoHoBaHa pefakuis:
[-p WrecaH 3oxmaHH / Dr. Stefan Zohmann.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
3MiHa KOHTaKTHOT 0CObM 3as1BHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag, B YkpaiHi.
[itoua pepakuis: NpygHikoBa TeTsHa.
MponoHoBaHa pepakuis: Benbrow CeiTnaHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi. 3miHa
MicLie3HaxoKeHHs1 MacTep-chaiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnsagy. 3minu | Tuny - 3milmn wono
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3mMiHW) pepakuiiiHi 3mMiHM B MKA 13, y
3B'AI3KY i3 KOPEKTHUM CTUNICTUYHUM
BUKNAAEHHAM Ta nepechopmaryBaHHAM
BMKNaLEeHoro TekcTy B posginax: "Cknag”, "15.
Ynakoska"; "16. MapkyBaHHA"; "17. YM0OBU
36epiraHHA" Ta "18. TepMiH npuaaTHOCTI". 3MiHN
BHECEHO B TEKCT MapkKyBaHHS ynakoBOK
niKkapcbKoro 3acoby, a came: A0 aHO Ha3By
NiKapCbKOro 3acoby aHr/incbKo MOBOH,
[0AaHO [0faTKOBI 3acCTEPEXEHHS 00
3aCTOCyBaHHS, YTOYHEHO iHchopMaLito Woao
TepMiHy NpPUAATHOCTI, iHchopmaLiio Lo
HaHocuTbCA WpudTom Bpaiinsa Ta gogaHo
norotvn 3asBHMKa. TakoX 3MiHW BHECEHO B
IHCTPYKL,i10 AN151 MeAIMYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainu "Cknag”, "TepMmiH
npugartHocTi”, "YnakoBka" , siki NOB'A3aHi i3
CTUNICTUYHUM BUKIAAEHHAM Ta
nepedopmMaTtyBaHHAM TEKCTY

230.

PO3ANIH

Kpansi O4Hi, pO34nH,
20 mr/mnno 5 mny
nakoHi 3
KpanesnbHuue Ta
6isIOK0 KPULLIEYKOID;
no 1 cpnakony y

Papmacene
KT
IHTEepHeLwHN
BeteniraHrs
6X

ABCTpIs

BMPOGHMLITBO 3a
MOBHUM LIK/TOM:
Padapm AT, peuis;

BVPOGHUK, SKWiA
Bignosigae 3a

pevwis/
ABcTpis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3miHa 3asBHMKa (BNacHyKa peecTpauiiHoro
noceigyeHHs) MIBIM (3rigHo Haka3zy MO3 Big
23.07.2015 Ne 460): 3MmiHn | Tuny - 3MiHn 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y

BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHu, Lo

KapTOHHI Kopoobui BWMNYCK Cepii: CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOHO AKOCTI
dapmacenekTt roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
IHTepHeLuHN foAaBaHHA BUPO6HKKa, Lo BigNoBigae 3a

3a
peyenmom

He
niossieae

UA/14388/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BeteniraHra M6X, BBE3EHHA Ta/abo BMNyck cepii) - He BkIoyatoumn

ABCTpis

KOHTPO/b/BMNPOGYBaHHS cepii. 3aMiHa
BMPOGHMKA BiANOBIAaNbHOIO 3a BUMYCK cepii 3
AT "Apaveq ®apma" Ha ®apmacenekt
IHTepHewHN BeTeniranHra FM6X. 3MiHW BHECEHO
B IHCTPYKL,iO 4719 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu "BupobHuk”,
"Micue3HaxomKeHHs BUpoOHMKa Ta agpeca
MicLS NPOBaKEHHA 1oro AjsnbHoCTi" 3
BIANOBIAHUMYW 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBOK. 3MiHu | TUny - 3MiHW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 a60 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy papmakoHarnsgy (BBefeHHs
y3araslbHeHVX AaHunx npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocoou 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0Co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) -
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. firoya
pepakuis: ArHexxka CtaHkeBud / Agnieszka
Stankiewicz. NMponoHoBaHa pegakuis: O-p
LitecpaH 3oxmaHH / Dr. Stefan Zohmann. 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVIKa, BignoBiga/ibHOT 3a hapMakoHarnsg.
3MiHa KOHTaKTHOT 0CO6W 3asiBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsag B YkpaiHi.
[Oitova pepakuin: MpygHikosa TeTsHa.
MponoHoBaHa pepakuin: Benbrow CaiTnaHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/IbHOI 3a
thapmakoHarnsg, B Ykpaiti. 3miHa
MiCL,e3HaxXoMKeHHS MacTep-dhaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI fis/IbHOCTI 3
thapmakoHarnagy. 3MiHu | Tuny - 3MiHu Woao
6e3nekun/ethekTUBHOCTI Ta dhapMakoHarnsgy
(iHWi 3miHKW). Pepakuiliti 3miin B MKA N3, y
3B'A3KY i3 KOPEKTHUM CTUNICTUYHUM
BUKNaZEeHHAM Ta nepechopmaTyBaHHAM
BMKNAAEHOro TeKCTy B po3ginax: "Ckniag,
nikapcbkoro 3acoby”, "Ynakoska" Ta "TepMmiH

npuaatHocTi".
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3MiHN BHECEHO B TEKCT MapKyBaHHSA yNakoBOK
nikapcbkoro 3acoby, a came: A0A4aHo Ha3By
NiKapCbKoro 3aco6y aHr/iicbko MOBOH,
[0AaHO [OfAaTKOBI 3aCTEPEXEHHS LLOA0
3acTOCyBaHHS, YTOYHEHO iHhopMaLito LWoao
TepMiHy NpUAATHOCTI, iHchopmaLiio Lo
HaHocuTbCA WpndTom Bpaiinsa Ta gogaHo
norotun 3asBHKKa. TakoX 3MiHWN BHECEHO B
IHCTPYKL,il0 ANA MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3gimm "Cknag”, "TepmiH
npuaatHocTi", "YnakoBka", Ski NoB'A3aHi i3
CTUMICTUYHUM BUKIAAEHHAM Ta
nepedopMaTryBaHHAM TEKCTY.
231. | POTATEK PO34MH OpasIbHUIA; Mepk Wapni | Lseliuapis BMPOBHULTBO, cuA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/18589/01/01
BAKUMHA no ofHin fosi (2 mn) Joym IAEA nepBrHHe Ta HigepnaHgn 3MiHn | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nidsis2ae
ansa y nonepeaHsLo 6X BTOPUHHE Ha3BW flikapcbKoro 3acoby
MPO®INTAKT 3arnoBHeHili Ty6i, B nakyBaHHs, 3MiHa Ha3BW flikapcbkoro 3acoby, a came
KN 3aXMCHOMY MakeTi; KOHTPO/Ib SIKOCTI: BVAAIEHHS HA3BW BaKLMHW aHTMiiCbKOK MOBOHO.
POTABIPYCH | no 1 nonepefHbo Mepk Wapn i Joym [itoua pepakuis: PotaTek BakuyHa ans
Ol IHOEKLI, | 3anosHewili Ty6i B NNC, CLA, NPoiNakTUKL POTaBipyCHOT iHApeKLji, XunBa,
XUBA, KapTOHHI Kopobui [,03BiNT HA BUMYCK nepopasibHa, neHtasasneHTHa / RotaTeqTM
MEPOPA/BbH cepii: Rotavirus Vaccine, Live, Oral, Pentavalent.
A, Mepk Wapn i Joym MponoHoBaHa pepakuin: PotaTek BakunHa ans
NMEHTABATNE B.B., HigepnaHngm npodoiNakTMkn poTasipyCcHOT iHheKLi, Xu1Ba,
HTHA nepopasibHa, NeHTaBasieHTHa
232. | CMHAPEKC® | KoHueHTpart ans AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/20157/01/01
PO34UnHY 4118 "Papmak” 3MiHn | TMNy - 3MiHK 3 AKOCTI. [0TOBUIA peyernmom

iHpy3iii no 5 mn B
amnyni; no 3 amnynm
Ne 1 (tiaminy
rigpoxnopug +
pubodnasiH +
NipUAOKCUHY
rigpoxnopua) y
6nictepi; no 3
amnynu Ne 2
(ackop6iHoBa
kucnota +
HiKOTUHaMmIg +
rnoKo3a) y bnictepi;
no 2 6nictepu
amnyn Ne 1 ta no 2
6nictepy amnyn Ne
2 y nayui; no 6
amnyn Ne 1 (TiamiHy
rigpoxnopug +
pubodnasiH +
NipUAOKCUHY
rigpoxnopua) y
6nictepi; no 6

nikapcbkuii 3aci6. KOHTponb rotoBoro
nNiKapcbKoro 3acoby (iHLi 3MiHu)
BMUNPAB/IEHHSI TEXHIYHOI MOMUKM B po34inax
3.2.P.5.1, 3.2.P.5.2 3a nokasHvKom
“laenTndikanin. HikotuHamia” gns amnynu Ne 2,
a caMe HEKOPEKTHO BKasaHo «Y®-cnekTp miky
NiPUAOKCHHY» 3aMiCTb «Y®D-CreKTp niky
HiKOTUHaMIiZy». 3MiHK | T1Ry - 3MiHW 3 SIKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHN) BHECEHHS
He3Ha4YHUX 3MiH (YyTOYHeHb) B po3ain 3.2.P.3.4y
BMMOrax Ao amnynm 1 go nokasHuka «Onues»
715 NPUrOTOBAHOIO PO3UYMHY Ta [0 NMOKa3HUKIB
«Onune», «O6’eM, LLLO BUTATAETLCS»,
«CynposigHi fomilkn» Ta «KinbkicHe
BMU3HAYEHHS» /19 HEMapKoBaHoI nNpoaykuii. Ans
amnynu 2 BHECEHO 3MiHM y po3ain 3.2.P.3.4y
BMMOrax [0 NokasHukiB «O6’eMm, Lo
BUTAraeTbCaA», «CynpoBifHi OMILLKU» Ta
«KiflbKicHe BU3HaYeHHs» A151 HEMapKOBaHO|
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
amnyn Ne 2 npoaykuii. 3MiH1 BHOCATLCA Y BiANOBIAHICTb A0
(ackop6iHoBa 3aTBepxeHoro posginy 3.2.P.5.1.
Kucnora + Cnevyucpikauis
HiKOTUHamig +
rNoKo3a) y bnictepi;
no 1 6nictepy
amnyn Ne 1 tano 1
6nictepy amnyn Ne 2
y nadui; no 6 amnyn
Ne 1 (tiamiHy
rigpoxnopug +
pubochnasiH +
NipUAOKCUHY
rigpoxnopug) Ta no
6 amnyn Ne 2
(ackop6iHoBa
kucnota +
HiKOTUHamIg +
r/0K03a) Y nauui i3
rogopoBaHummn
BKNagkamu
233. | CUH®NOPUK | cycneHsis gns nakcoCmiT Benvka Bunyck cepii Benebrisi/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/15363/01/01
C BAKUV/HA iH'exuili; no 1 posi KnsiiH BpuTaHis roTOBOrO NPOAYKTY: PpaHuis 3MiHu | TUnYy - 3MiHKM 3 AKocTi. AdL. peuenmom
Ana (0,5 mn) cycnensii Ekcnopt nakcoCmiTKnsaiiH Brpo6HMLUTBO. 3MiHM BMNpo6yBaHb abo
MPO®ITAKT ANs iH'eKUii y NimiTen Bionogxikans C.A., [OMNyCTUMKX MEX y npoueci BUpo6bHuuTBa Adl,
KN nonepegHsL0 Benbris; LLIO0 BCTAHOB/EHI Y creundikaLisax (4oaaBaHHA
NMHEBMOKOK | HanoBHeHOMY PopmMyBaHHA HOBOrO BMNPOGYBaHHA Ta AOMYCTUMUX MEX) -
OBOI CKNSIHOMY LUMpUL, Y BaKLUHU, BHeceHHs 3MmiH go p. 3.2.S.2.4 Further purified
IHOEKLLIT KOMNEKTi 3 OfHIED HanoBHEHHS B DT bulks-GD, a came-BNpoBaKeHHs
(MONICAXAP | ronkoto abo 3 BomMa doNakoHu i wnpwuj, [04aTKOBOrO BHYTPILUHbOTEXHOMOMNYHOro
NOHWNA ronkamu Ta 6e3 MapKyBaHHS Ta MOHITOPUHTY GiOHaBaHTaXXEHHS Npu
AHTUIEH) ronok; 1 nakyBaHHsi rOTOBOIO NnoAasIbLLOMY OYMLLEHHI AnddTepiliHoro
TA nonepegHL0 NPOAYKTY, aHaToKcuHy (DT). 3MiHu | Tuny - 3MiHK 3 AKOCTI.
HETWUMOBAH | HanoBHeHWiA WwnpuL, npoBefeHHs A®I. BupobHuyTBO. 3MiHM BMNpo6yBaHb abo
ol 3 rofikoto abo ABoma KOHTPOJI0 SKOCTI L0NyCTUMMUX MeX Y npoLeci BUpobHuLTea Adl,
FEMO®I/IbH ronkamu, abo 6e3 BaKLUVHN: LLIO BCTAHOB/EHI y cneundikauisx (4ogaBaHHSA
Ol IH®EKLYT, | ronoky InakcoCMiTKNsiH HOBOTO BUMNPOBYBaHHA Ta AONYCTUMMX MEX) -
KOH’IOFOBA iHAuBiAYyaibHOMY Bionopxikans, BHeceHHs 3MiH o p. 3.2.S.2.4 Further purified
HA, repMeTuyHo ®paHuisa DT bulks-GD, a came-BnNpoBaXeHHs TECTY Ha
AACOPBOBA | 3anakoBaHOMy HanoBHeHHsA B BM3HAYEHHS BMICTY €HAOTOKCMHY XPOMOTeHHO
HA nnacTykoBoMy chnakoHu i wnpuwj, KIHETUYHVMM METOLOM NPV NOAANbLIOMY
KOHTeliHepi; no 1 MapKyBaHHS i OoumnLEeHHI AndTepiiHoro aHaTokcuHy (DT).
nnacTyKoBoMy nakyBaHHS rOTOBOrO
KOHTelHepy Yy NpOAYKTY,
KapTOHHI Kopo6Lyj; npoBefeHHsA
no 1 gosi (0,5 mn) KOHTPO/IH0 SIKOCTI
cycneHsii ansa BaKLMHN:

IH'EKUin y
nonepegHL0
HanoBHEHOMY

nakcoCmiTKnsiiH
Bionogxikans C.A.,
benbris
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

CK/IAHOMY LLINPWL;
no 10 wnpwuuis 3 10
ronkamu a6o 6e3
ronoky
iHAUBIAYa/TbHUX
repMeTnyHo
3anakoBaHux
NNacTNKoBUX
KOHTeliHepax y
KapTOHHI kopo6Lyj;
no 1 posi (0,5 mn)
cycnensii gns
IH'EKLin y
MOHO/,030BOMY
CKNSAHOMY (DNaKoHi;
no 1, 10 a6o 100
hnakoHiB y
KapTOHHIlA KOpo6L;
no 2 gosu (1 mn)
cycneHsii ana
iH'eKLin y
My/bTUL,030BOMY
dhnakoHi; no 100
h1aKoHIB y
KapPTOHHI KOpooLii

234.

CIMBPUH3A
®

Kpanni o4Hi; no 5 mn
y thnakoHax-
KpanenbHuUuAx; no 1
a60 3 hnakoHun y
KapTOHHI Kopobui

HosapTic
Papma Al

LLiBeiiLapis

Hosapric
MaHydakTypiHr HB

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKA
(BK/OYaKOUK, 32 HEOOXIQHOCTI, Micue
NpoBefEeHHs KOHTPOJTI0 AKOCTI), abo BnacHuka
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro matepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULITBI
A®| (KL 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTuddikaTa BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CkE. 3MiHA
Ha3BU Ta afpecy BUPOGHKKa, WO 34iACHI0E
KOHTPO/b AKOCTI cybcTaHLii brimonidine. 3MiHu |
TUny - AOMIHICTPaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NpoBaPKEHHSA AisIbHOCTI BUpoOHUKa/imnopTepa
roTOBOro MikapCbKOro 3acoby, BKIUaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/IIO AKOCTI. ([iSNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpilf).
3miHa Ha3BuM BMpo6bHUuKa /13 BignoBigasibHOro
3a BUPOOHMLITBO 3@ MOBHUM LMkioM. Agpeca

3a
peyenmom

He
nionsieae

UA/15669/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

BMPOGHMKA 3anLWaeTbes 6€3 3MiH. 3MiHK
BHECEHO B iHCTPYKLIit0 AN15 MeAUYHOro
3aCcTOCyBaHHS NikapCbKoro 3acoby y po3gin
«BrpO6HWK» 3 BIAMOBIAHUMN 3MiHAMYW Y TEKCTI
MapKyBaHHS1 YNakoBKV NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBEpMKEHHS. 3MiHM | TMNy - AOMIHICTpaTUBHI
3MiHW. BrnyyeHHsi BUPOGHMYOI AinbHUL
(Brntovaroun ginbHNL ans A®I, NPOMiXXHOTo
npoaykTy abo roToBOro NikapcbKoro 3acooy,
AiNbHWL ANA NPOBeAEeHHSA nakyBaHHS,
BMPOOGHWKa, BifNOBIAaIbHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEHHSI KOHTPOSO cepii) abo
noctayasnibH1Ka BUXiAHOTO MaTepiany, peareHty
a60 fONOMIXHOI PevoBUHU (SKLLO 3a3HAYeHO y
[0cbe). BunyyeHHs1 BUpO6HYMKa BiANOBiAabHOIO
3a manufacturing, quality control testing (except
sterility testing), Primary and secondary
packaging of finished product: Alcon Research
LLC (doing business as Alcon Laboratories, Inc.
and fully owned subsidiary of Alcon
Laboratories, Inc.) ASPEX (Alcon Sterile
Products Expansion), 6201 South Freeway Fort
Worth, TX 76134-2099, USA. 3anuwaeTbes
anbTepHaTUBHNI BUPOOHUK, SKNIA BUKOHYE Ti X
oyHKLUii, Wo i BuNyYeHuii (HoBapTic
MaHyakTypiHr HB). AK Hacnifok Takox
BW/Ty4aloTbCSA HACTYMHI BUPOOHUYI AiNbHUL: -
Alcon Research LLC (doing business as Alcon
Laboratories, Inc. and fully owned subsidiary of
Alcon Laboratories, Inc.), Fort Worth North 6201
South Freeway Fort Worth, TX 76134-2099,
USA, BignosiganbHoro 3a Quality control testing
(sterility testing only) of finished product.
3annwaeTbCcs aslbTePHATUBHUIA BUPOOHUK, SKUNIA
BUKOHYE Ti X (yHKLUi, LLLO i BUNYyYeHui
(HoBapTtic MaHydhakTypiHr HB). -Sterigenics US,
LLC, 3125 Wichita Court Fort Worth Texas
76140, USA, BignosiganscHoro 3a Gamma
sterilization of bottle, plug and closure.
3annwaeTbCs aslbTePHATUBHUI BUPOOHUK, SKUNIA
BUKOHYE Ti X (PyHKL,T, LLO /i BUNyYeHuit (Synergy
Health Ede BV). -Alcon Research LLC (doing
business as Alcon Laboratories, Inc. and fully
owned subsidiary of Alcon Laboratories, Inc.),
Fort Worth North 6201 South Freeway Fort
Worth, TX 76134-2099, USA, BiANoBiAa/IbHOr0
3a KOHTPO/Ib AKOCTI (release testing: all tests
except ethylenediamine) A®| 6prMoHignHY
TapTpaT. 3aMWaeTbes anbTepHaTUBHUI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHWK, KW BUKOHYE Ti XX OYHKL,T, L0 7
Buny4YeHuii (Alcon-couvreur NV).

235.

CIHMETOH

TabneTkn, BKPUTI
060/10HKOI0, Mo 500
Mmr; no 10 TabneTok
y 6nictepi; no 1 abo
no 3, abo no 10
6nicTepiB y nauui 3
KapTOoHY

OPIAHOCU
H
NAVI®CAEH
CU3 (E®
3ET )

OAE

EBepTogxeH Maiid
CaeHcus flimiteq

IHais

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHnx Npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BigNoBiga/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMiHHa Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy
(BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapMakoHarnsay). 3miHa ynoBHOBaXKeHOT 0cobum
3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag,.
[Oitova pepakuis: a-p Awy fiin Wapma.
MponoHoBaHa pegakuis: LLUnHkapeHko Sllogmuna
HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBAaXEHOT 0CO6U 3as1BHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.

3a
peyenmom

UA/10667/01/01

236.

CIHMETOH

TabneTku, BKpUTI
060/10HKOI0, MO 750
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
no 3, a6o no 10
6nicTepis y nauui 3
KapTOHY

OPrAHOCW
H
NAVSCAEH
CU3 (E®
3ET)

OAE

EBepTomKeH Naiich
CaeHcu3 Jlimiteq

IHAjiA

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy thapmakoHarnsgy (ssBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0Co6M,
BiANOBIAANLHOI 32 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BiANOBiAaIbHOT 3a hapMakoHarnsag.
[itoya pepakuis: a-p Awy fiin Wapma.
MponoHoBaHa pegakuis: LUnHkapeHko /liogmuna
HOpiiBHA. 3MiHa KOHTaKTHUX JaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
BifNoBiAa/IbHOI 3a hapmakoHarnsg.

3a
peyenmom

UA/10667/01/02

237.

CIHMETOH

TabneTkun, BKPUTI

060/10HKO10, N0 500
mr, in bulk: no 1000
TabneTokK y naketax

OPrAHOCU
H
NAVI®CAEH
CU3 (E®

OAE

EBepTompkeH Naiid
CaeHcus flimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX

UA/10668/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

i3 chosnbru
a/TtOMiHIEBOT

3ET )

npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BigNoBiga/IbHOI 3a 34iACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0cobu,
BiZiNOBIAANbHOI 3a 34jiCHEHHS thapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsay). 3MmiHa ynoBHOBaXKeHOT 0co6u
3a8BHKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
[Oitova pepakuis: a-p Awy fiin Wapma.
MponoHoBaHa pegakuis: LUnHkapeHko Sliogmuna
HOpiiBHa. 3MiHa KOHTaKTHMX AaHUX
YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg,.

238.

CIHMETOH

TabneTku, BKpUTI
060/10HKO10, No 750
mr; in bulk: no 1000
TabneTok y naketax
i3 honbru
TIOMIHIEBOI

OPrAHOCW
H
NAVSCAEH
CU3 (E®
3ET)

OAE

EBepTomKeH Maiich
CaeHcus Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHUX Npo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHoOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
hapmMakoHarnagy B YKpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0Co6M,
BiANOBIAANbHOI 32 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOUM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsg.
[itoya pepakuis: a-p Awy fiin Wapma.
MponoHoBaHa pepakuis: LUnHkapeHko JllogMuna
HOpiiBHA. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBiAa/IbHOI 32 hapMakoHarnsg.

UA/10668/01/02

239.

cnnIt-
BAKLIMHA
ana
MPO®INAKT
VIKW FPUMY
YOTUPUBAN
EHTHA,
IHAKTUBOBA
HA

cycneHsis gns
iH'ekuiin; no 0,5 mn
cycneHsiiy
nonepeaHLo
3anoBHEHOMY
wnpuyi, no 1
nonepeaHL0
3anoBHEHOMY
LUMPWLLY 3 FOSIKO0 B
6nictepi B nayui 3

CuHoBakK
BioTek Ko.,
nra.

KuTalicbka
HapogHa
Pecny6nika

HanoBHEHHS,
naxkyBaHHs,
KOHTPO/b AKOCTI,
BMNYCK cepil:
CwuHoBak bioTtek Ko.,
JiTA., KnTalicbka
HapopgHa
Pecnyb6nika;
BMPOGHMLTBO
Hepo3sdracoBaHol

Kutaiicbka
HapogHa
Pecny6bnika

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3minu |l TMny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta ckiad. 3miHa y
cknagi (4ONOMIXXHUX peyoBUHax) roTOBOrO
nikapcbKoro 3acoby (iHWi AONOMDKHI pe4oBUHM) -
3miHa y flikapcbkomy 3acobi
6i0N10ri4YHOro/iMyHONOMNYHOr0 NOXOKEHHS.
3MiHN Y BUP&XEHHI KOHLLeHTpaL,ii ONOMIKHMUX
PEYOBYVH Ha OAVHWLIO [03K, a caMe
nepepaxyHok Ha 0,5 mn. [litoya pefakuis:

3a
peyenmom

UA/20571/01/01




194

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KapToHy; no 0,5 mn BaKUMHN [JonomixHi peyoBnHK: Hatpito xnopug 8.76
cycneHsii y (iHaKTMBOBaHMUX mr/mn; Hatpito gurigpodpocdpar 0.27 mr/mn;
nonepeaHL0 cnniT-Bipycis rpuny Hartpito rigpodhocdpat 2.87 mr/mn; Boga ans
3anoBHEHOMY (BipioHiB)): CrHOBaK iH’exuiii 0.5 go mn. MNponoHoBaHa pejakuis:
wnpwui, no 10 BioTek Ko., N114., [JonomixHi peyoBuHK: Hatpito xnopug 4.38 wr;
nonepeaHL0 KuTaiicbka HapogHa Hartpito gurigpodoccpat 0.14 mr; Hatpito
3aMoBHEHMX Pecny6nika rigpococchar 1.44 mr; Boga ans iH'exuii go 0.5
LUMPWLIB 3 FOSIKOIO B M
6nictepi, no 5
6nicTepiB y nayui 3
KapTOHY
240. | CTUMON® MOPOLLIOK LUNMYYUiA BIOKOJEKC ®paHuis BIOKOZIEKC ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 6e3 UA/12606/01/01
AN NPUroTyBaHHSA 3MiHu | TUNY - 3MiHK Wopao peyenma
OPa/ILHOIO PO3UNHY 6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
nolr,nolrs 3MiHa yacToTu Ta/abo TepMiHiB NogaHHs
nakeTuky; no 18 perynsipHo OHOBJ/IIOBAHWX 3BITIB 3 6e3nekn
nakeTuKIiB B niKapcbkunx 3acobis. 3MiHa 4acTOTU Ta TEPMIHIB
KapTOHHI KopoobLyi NoJaHHs perysisipHO OHOBJ/TOBAHOTO 3BITY 3
6e3neku:
[itova pepakuis: Yactota nogaHHa perynspHo
OHOBJ/IOBAHOIO 3BiTY 3 6e3neku 3 poku. KiHuesa
pata onsa BkoYeHHs gaHux go PO36 -
11.08.2024 p. Aata nogaHHA - 09.11.2024p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOBJ/IIOBAHOTO 3BiTy 3 6e3nekun 13
pokiB. KiHLueBa Aata Ans BKIOYEHHS JaHnX [0
PO3B - 12.03.2034 p. flata nogaHHA —
10.06.2034 p. PekomeHgoBaHo A0
3aTBEPKEHHA BIANOBIAHO A0 NEPIOANYHOCTI
noJaHHs peryasipHO OHOB/IOBAHMX 3BITIB 3
6e3nekun nikapcbknx 3acobis y EC.
241. | CTUMON® po3unH opasnibHuiA, 1 | BIOKOLEKC PpaHuis BIOKOJEKC PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6937/01/01
r/10 mn; no 10 mny 3MiHu | TURY - 3MiHN WoAao peyenma

nakeTuky; no 18
nakeTuKiB y
KapTOHHI KopoobLi

6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa YacToTu Ta/abo TepMmiHiB NogaHHsA
perynisipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
nikapcbknx 3aco6iB. 3MiHa 4acToTK Ta TEPMIHIB
NOAAHHA PerysiipHO OHOBJ/IHOBAHOTO 3BITY 3
6esneku:

[itoya pepakuis: YactoTta nogaHHsA perynsipHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3nekun 3 poku. KiHuesa
fara ans BkitoveHHsA aaHnx go PO3b6 -
11.08.2024 p. Aata nogaHHs - 09.11.2024p.
MponoHoBaHa pegakLisi: YactoTa nogaHHs
perynsipHoO OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn 13
pokiB. KiHueBa farta /19 BKIHOYEHHSA JaHnX [0
PO3b - 12.03.2034 p. JaTa nogaHHA —
10.06.2034 p. PekomeHa0BaHO A0
3aTBepPKEHHA BiAMNOBIAHO A0 NEPiOANYHOCTI
NOJaHHA perysiipHO OHOBJIIOBAHMX 3BITIB 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
6e3nekun nikapcbknx 3acobie y EC.
242. | CYTEHT Kancynu no 12,5 wr; Mdpaiizep CWA Mcpaitzep ITanisa C. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/7785/01/01
no 7 kancyny IHK. p. n. 3MiHn | TURY - 3MiHn 3 aKkocTi. CepTudikat peyenmom

6nicTepi; no 4
6nictepu y
KapTOHHI Kopoobui

BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoi peyosuHu (MFE-cepTudikar
BiAMOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npomixkHOro
nNpoAyKTy abo AONOMDKHOT pevyoBuHK) - HoBwuii
cepTudpikaT AN BUXigHOro
MaTepiany/peareHTy/NpoMbKHOro nNpoaykTy abo
[0MOMDKHOT peYOBYHY Bi HOBOrO abo BXe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA HOBOrO
[E-cepTudpikaTa BigANoBigHOCTI EBpONEiCHKIlt
thapmakonei R1-CEP 2008-048 - Rev 00 ans
[OMOMDKHOT PEYOBVHW XeNaTuH Bif, BUPO6GHMKa
Pioneer Jellice India Private Limited, India.
3MiHn | TURY - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoi peyosuHu (MFE-cepTudikar
BiAMOBIgHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npomixkHOro
npoaykTy abo AONOMDKHOT pEYOBUHN) -
OHOBReHW cepTudikaT Bif, BXe 3aTBEPAKEHOr0
BUpo6HMKa. MogaHHsA oHoBNeHoro ME-
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
hapmakonei R1-CEP 2000-029-Rev 06
(3aTBEepaxeHo: R1-CEP 2000-029-Rev 05) ans
[O0MNOMDKHOT PEYOBUHW XENaTuH Bif
3aTBepxeHoro BupobHuka Rousselot. 3miHu |
TMny - 3MiHK 3 AikoCTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUIyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ans BUXigHOTO
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoi peyoBuHu (MFE-cepTudikat
BiAMOBIgHOCTI €Bponeiicbkili hapmakonei gns
Adl/BnxigHoro matepiany/peareHTy/npomixkKHOro
npoaykTy abo AONOMDKHOT PEYOBUHN) -
OHoBReHWi cepTudikaT Bif, BXe 3aTBEPAKEHOr0
BMpOGHUKa. MogaHHs oHoBneHoro ME-
cepTudikaTa BignoBigHOCTI EBpoNechkiii
thapmakonei CEP 2000-045-Rev 06
(3aTBEepaxeHo: R1-CEP 2000-045-Rev 04) ons
[0MNOMDKHOT PEYOBUHW XeNnaTuH Bif
3aTBepmxeHoro BupobHuka TESSENDERLO
GROUP N.V.

243.

CYTEHT

Kancynm no 25 mr;
no 7 kancyny
6nictepi; no 4
6nictepn y
KapTOHHIA Kopoo6Li

Mdpaiizep
IHK.

CLWA

Mdpainzep ITania C.
p. .

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHn | TUny - 3MiHK 3 axkocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
Bi4NoBIAHOCTI ab60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®l; ans BUXigHOTO
matepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
ponomikHoi peyoBuHu (CE-cepTudikat
BiANOBIgHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/npoMixXHOro
npoaykTy abo AONOMiXHOT pevoBUHM) - HoBwiA
cepTuaikaT 15 BUXiAHOTO
MaTepiany/peareHTy/MpoMiKHOro NpoaykTy abo
[0MOMIXHOT peYOBYHY Bif HOBOTO abo BXe
3aTBEPAXEHOro BUPOBHMKa. MogaHHA HOBOrO
E-cepTuchikaTa BiANOBIAHOCTI EBPONECHKI
thapmakonei R1-CEP 2008-048 - Rev 00 ans
[0MNOMDKHOT peYOBMHM XenaTuH Bif, BUPOGHMKa
Pioneer Jellice India Private Limited, India.
3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat BignosigHocCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikata
BiANoBIAHOCTI ab60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: ans
A®l; apns BUXigHOTO
matepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
ponomikHoi peyoBuHu (CE-cepTudikat
BiANOBIgHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/npoMixXHOro
npoaykTy abo AONOMIXHOT PEYOBUHN) -
OHOB/EHWi cepTudikaT Bif BXe 3aTBEPAKEHOIO

3a
peyerimom

UA/7785/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMpOGHUMKa. MNogaHHs oHoBneHoro E-
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei R1-CEP 2000-029-Rev 06
(3aTtBepaxeHo: R1-CEP 2000-029-Rev 05) ans
[OMOMiXXHOT PEHOBWHW XXeNaTuH Bif,
3aTBEpPAXEHOro BUpo6HMKa Rousselot. 3miHn |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€sponelicbkili hbapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
BigNoBiAHOCTI a60 BUYYEHHS cepTudikaTa
BiNOBIgHOCTI €Bponelickkill thapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
ponomikHoi pedoBuHu (MFE-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixHoro
npoaykTy abo AONOMIXHOT PEYOBUHN) -
OHOBNEHWi cepTudikar Bif, BXe 3aTBEPAKEHOr0
BMPOGHUKa. MNogaHHs oHoeneHoro ME-
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP 2000-045-Rev 06
(3atBepmxeHo: R1-CEP 2000-045-Rev 04) gns
[OMOMiKXHOI PEHOBWHW XeNaTuH Bif,
3aTBepxeHoro Bupo6bHrka TESSENDERLO
GROUP N.V.

244,

CYTEHT

Kancynu no 37,5 wr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHIlA KOpooLi

Mdpaiizep
IHK.

CLA

Mdpainzep ITanisa C.
p. n.

ITanis

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4MNOBIAHOCTI ab0 BUyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOTO
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpPOOHULTBI ADI; ans
[onomikHoT pedoBuHm (MCE-cepTudikat
BiANoOBIgHOCTI €Bponeiicbkili hapmakonei gns
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoaykTy abo AONOMIXHOT pevoBUHM) - HoBWiA
ceptuddikaT AN BUXigHOrO
Marepiany/peareHTy/npoMiXHOro NpoaykTy abo
[LOMOMDKHOT peYOBMHM Bif, HOBOTO abo Bxe
3aTBEPKEHOro BUpOOHMKa. [MoAaHHsA HOBOro
[E-cepTucbikaTa BiANOBIAHOCTI EBpONEChKIl
hapmakonei R1-CEP 2008-048 - Rev 00 s
[OMOMDKHOT PEYOBWHW XeNaTuH Bif, BUPOOHMKa
Pioneer Jellice India Private Limited, India.
3MiHuM | TMNy - 3MiHK 3 aAkocTi. CepTudiikaT

3a
peyenmom

UA/7785/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoi peyoBuHu (MFE-cepTudikat
BiAMOBIgHOCTI €Bponeiickbkili hapmakonei gns
Adl/BnxigHoro matepiany/peareHTy/npomixkHOro
npoaykTy abo AONOMDKHOT PEYOBUHN) -
OHOBReHWi cepTudikaT Bif, BXe 3aTBEPAKEHOro
BMpOGHUKa. MogaHHs oHoBneHoro E-
cepTudikaTa BignoBiAHOCTI EBpoNechkiii
hapmakonei R1-CEP 2000-029-Rev 06
(3aTBepmxeHo: R1-CEP 2000-029-Rev 05) gns
[0MNOMDKHOT PEYOBUHW XeNaTuH Bif
3aTBepXeHoro BupobHuka Rousselot. 3miHn |
TMny - 3MiHK 3 AkoCTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NoBIAHOCTI ab0 BUIYyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuXigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[onomikHOT peyoBuHM (ME-cepTudikat
BiANOBiAHOCTI €Bponelicbkili hapmakonei aAns
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoaykTy abo [ONOMDKHOT PEHOBUHM) -
OHOB/EHWi cepTuddikaT Bif, BXe 3aTBEPAKEHOIO
BMpOGHMKa. MNogaHHs oHoBneHoro ME-
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP 2000-045-Rev 06
(3aTtBepaxeHo: R1-CEP 2000-045-Rev 04) pns
[OMOMiXXHOT PEHOBWHW XXeNaTuH Bif,
3aTBepAXeHoro Bupo6Hrka TESSENDERLO
GROUP N.V.

245.

CYTEHT

Kancynu no 50 mr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHI Kopobui

Mdpaiizep
IHK.

CLWA

Mcpaitzep ITania C.
p. n.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TUnYy - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BYKOPUCTOBYHOTLCSA Y BUPOGHMUTBI API; Ansa

3a
peyenmom

UA/7785/01/04




199

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1

ponomikHoi pedoBuHu (MFE-cepTudikart
BiANoOBIgHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixHoro
npoaykTy abo AONOMiXHOT pevoBUHM) - HoBwiA
cepTuaikaT 415 BUXiAHOTo
marepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0MOMIKXHOT pEYOBYHY Bif HOBOTO abo BXe
3aTBEPAXEHOro BUPO6HMKa. MogaHHA HOBOrO
TE-cepTudikara BifnoBigHOCTI €Bponeiickkilt
thapmakonei R1-CEP 2008-048 - Rev 00 ans
[OMOMIXHOI PEYOBWHW XeNnaTuH Bif, BUPO6HMKa
Pioneer Jellice India Private Limited, India.
3MiHn | TUnYy - 3MiHn 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€sponelicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOTO cepTudikata
BigNoBiAHOCTI a60 BUyYEHHs cepTudikaTa
BiNOBIgHOCTI €Bponelickkill thapmakonei: ans
A®l; ans BUXigHOTO
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
ponomikHoi pedoBuHu (MFE-cepTudikat
BiANoOBIgHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
npoaykTy abo AONOMIXHOT PEHOBUHN) -
OHOBNEHWi cepTudikar Bif, BXe 3aTBEPAKEHOrO
BMPOGHUKa. MNMogaHHs oHoeneHoro ME-
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2000-029-Rev 06
(3aTBepaxeHo: R1-CEP 2000-029-Rev 05) gns
[OMOMIXHOI PEHOBWHW XeNaTuH Bif,
3aTBepKeHOro BUpo6Hrka Rousselot. 3miHn |
TMny - 3MiHK 3 aKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYKTY, Lo
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
AonomikHoT peyoBuHY (MFE-cepTudikar
BiAMOBIAHOCTI €Bponeiickbkili hapmakonei gns
Adl/BuxigHoro matepiany/peareHTy/npomixkKHOro
npoaykTy abo AONOMDKHOT PEYOBUHN) -
OHOBReHWi cepTudikaT Bif, BXe 3aTBEPAKEHOro
BUpo6HMKa. MogaHHsA oHoBNeHoro ME-
cepTudikaTa BignoBigHOCTI EBpoNechkiii
thapmakonei CEP 2000-045-Rev 06
(3aTBEepaxeHo: R1-CEP 2000-045-Rev 04) ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
[OMOMiXHOI PEHOBWHW XeNaTuH Bif,
3aTBepaxeHoro BupobHrka TESSENDERLO
GROUP N.V.
246. | TAHTYM NbOASHUKN 3 AsieHge ITanis BignosiganbHuii 3a LLBenuapis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 niossieae UA/3920/03/01
BEPAE® M'ATHUM CMakoMm Mo Kimike BUPOGHULTBO PpaHuin/ 3MiHM B po3aini "YMoBu 36epiraHHs." MKA N13, a peuyenma

3 wmr; no 10 PiyHite Hepo3dghacoBaHo! ITanis came "lpenapat HeobxigHO 36epiratn B

NbOASAHUKIB Y CTiKY; AHXeniHi npoayKuii, NnepBnHHe OpVriHaNbHIN ynakoBLi AN 3aXUCTy Bif, BOMOMK

no 2 abo 3 cTikn B dpaHyecko Ta BTOPVHHE (ons nakyBaHHA y cTikax). 36epiratn y

KapTOHHI/ nayvj; no AK.P.A®. nakyBaHHs: HefoCTYNHOMY AnS AiTeli micui.". 3aTBepaKeHo:

10 NbOASHUKIB Y C.n.A. OIW AT, Weeiiuapis; 36epiratu 3a Temnepartypu He BuLle 25°C.

6nictepi; no 2 a6o 3
6nictepy B
KapTOHHI navu,i

BignosiganbHuii 3a
NOBHWIA LWKN:
MeEP ®ABP
MEAIKAMAH
MPO/KOKCBHOH,
PpaHuis;

BignosiganbHuii 3a
KOHTPO/b SKOCTi Ta
BWMNYCK Cepil:
AsieHge Kimike
PiyHiTe AHxeniHi
®paHyecko
AKP.A®. C.nA.,
ITanis;

BignosiganbHuii 3a
nepBUHHE Ta
BTOPVHHE
nakyBaHHs:
MEP ®ABP
MEAIKAMAH
MPO/KOKCBHOH,
PpaHuin

3anponoHoBaHo: 36epiratu 3a Temneparypu He
Bue 25°C. MpenapaT HeobXxigHo 36epiratv B
OpVriHaNbHI ynakoBLi AN 3aXUCTY Bif, BOMOMK
(oNns nakyBaHHA y cTikax). 36epiratn y
HeAoCTYNHOMY AN1A AiTei Micui. 3MiHU BHECEHO
[0 TEKCTY MapKyBaHHA BTOPUHHOT yNaKkoBKu
nNiKapcbKoro 3acoby A0 NyHKTiB 6, 9, 11 Ta
y3ropkeHo iHgpopMaLiito B po3sginax "YMosu
36epiraHHs", "3aaBHUK" Ta "MicLe3HaxomKeHHs
3asBHMKA" IHCTPYKLIT 4151 MeanyHoro
3acToCyBaHHS NikapcbKoro 3acoby. BeeAeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBepXEHHS. 3MiHY | TUny - AgMiHICTPaTUBHI
3MiHW. BunyyeHHs BUPOOHMYOI AinbHUL
(Brntovaroun ginbHNL ans A®|, IpoMixXHOro
NPOAYKTY abo roTOBOro NiKapcbkoro 3acoby,
OiNbHWL 415 NPOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiANOBiAaNIbHOTO 3a BUMYCK Cepil,
MicLLe NpoBefEeHHS KOHTPOsIIO cepii) abo
noctavyasibHMKa BMXi4HOrO mMartepiasy, peareHty
a60 [OMNOMIXXHOT pevyoBUHU (SKLLO 3a3HaYeHo y
[0CbE) - BUNYyYeHHS (DYHKLiT BTOPUHHOIO
nakyBaHHs y BUpo6HuKa: AsieHge Kimike PiyHiTe
ArnxeniHi ®paHuecko A.K.P.A.®. C.n.A,, ITanis,
OYHKLI LLLO 3a/IMLLAI0TLCA: KOHTPOSb SKOCTI Ta
BUMYCK cepii. 3MiHN BHECEHO A0 IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS /ikapCbKoro 3acoby
[0 po3ziny "BUpO6HMK" Ta A0 NYHKTY 11 TekcTy
MapKyBaHHS BTOPVHHOI YNaKOBKW /ikapCbKOro
3acoby, a came 3a 6axaHHAM
BMPOGHMKA/3asiBHUKA BUASIEHHS i3 3a3HAYEHOr0
po3ainy/nyHkTy iHchopmau,ii LwoAo dyHKLin
BTOPVHHOTO MakyBaHHSA A1 OAHOrO i3
BUPO6HUKIB (A3ieHae Kimike PiyHiTe AHXeniHi
®paHyecko A.K.P.A.®. C.n.A.). BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO A0 iHCTPYKLIT AN
MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
00 po3ainis "BupobHuk" Ta "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLs NPOBapKEHHS 1ioro
LOiSNbHOCTI", @ came 3a 6axaHHAM
BMPOOHUKa/3asaBHYKA PO3AINNTY IHCTPYKLiO ANs
MeAMYHOr0o 3aCTOCYBaHHS A/18 KOXHOro
BMPOGHMKA. BBEAEHHS 3MiH NPOTATrOM 6-Tn
MicAUIB Micna 3aTBepXeHHS. 3miHu Il Tuny -
3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCyBaHHS Y 3B'13KY i3 HOBUMYW AaHUMK 3
SIKOCTi, AOK/IHIYHMMM, KTIHIYHMMKW AaHUMK Ta
AaHuMK 3 hapMakoHarnagy - 3mMiHuM BHeECEHO A0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy "dapMakoioriyHi
BNacTUBOCTI". BBeEHHSA 3MiH NPOTArom 6-Tu
MicALIB NiCNs 3aTBEPAKEHHS.
247. | TBIHPUKC cycneHsis ans nakcoCmitT Benwvka MapkyBaHHs Ta ®paHuia/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/13056/01/01
BAKLUVHA iH'ekuiit; no 1 posi (1 KnsiiH BpuTaHis nakyBaHHsi rOTOBOIO Benbrisi/ 3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. peuenmom
Ana mn/posy) y Ekcnopt NPOAYKTY: HimeuunHa BunyyeHHs BUPOGHWYOI AinbHuLi (BKIHOUYAK0UM
MPO®ITAKT nonepegHbL0 NimiTen nakcoCmiTKnsiiH AinbHuuUi Ans A®l, npoMixHoro npoaykTy abo
KN HanoBHEHOMY Bionopxikans, roTOBOrO Nikapcbkoro 3acoby, AinbHULi A1
FENATUTIB A | wnpuui Ne 1y PpaHuis; NpoBefeHHA NakyBaHHs, BUPOOHNIKa,
(IHAKTUBOB | KOMM/IEKTI 3 rO/IKOH dopmyBaHHs BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
AHA)IB BaKLUMHNU, NpoBeeHHS KOHTPOsItO cepii) abo
(AACOPBOB HanoBHEHHSA B nocTavasnibHviKa BMXigHOro marepiasny, peareHty
AHA) Lwnpui, a60 [OMNOMIXKHOT pevyoBUHU (SKLLO 3a3HaYeHo y
npoBefeHHs [OCbE) - BunyyeHHs ainbHuui-RX 39.1,
KOHTPO/O AKOCTI, GlaxoSmithKline Biologicals S.A. 89 rue de
MapKyBaHHS i I'Institut, 1330 Rixensart Belgium,
nakyBaHHsi rOTOBOIO BiANoBiAa/IbHOT 32 BUPOOHULTBO A®I - Bipyc
NPOAYKTY: renatuty A (HAV). 3anvwaetbcsa 3aTBepmkeHa

nakcoCmiTKnsiiH
Bionogxikans C.A.,
Benebris;
dopMyBaHHsA
BaKLMHK,
HanoBHEHHS B
Lwnpui,
npoBefeHHs
KOHTPO/O SKOCTI:
CMmITKnsiiH Bivem
dapma 'M6X yHA,
Ko. KI, HimeuunHa;
Bunyck cepii
roTOBOrO NPOAYKTY:
nakcoCmiTKnsaiiH
Bionogxikans C.A.,
Benbris

ainbHnus-WN 26.2, GlaxoSmithKline Biologicals
S.A. Parc de la Noire Epine Avenue Fleming, 20
1300 Wavre Belgium, BignoBigasibHa 3a
BMPOGHMLTBO ADI - Bipyc renatuty A (HAV) -
3MiHu | TUnYy - 3MiHKM 3 AKocTi. AdL.
Brpo6HMLUTBO. 3MiHM B Mpoueci BUpobHMLTBa
A®| (He3HauHa 3MiHa y npoueci BUpobHMLTBA
ADI) - 3MIHIOETLCA KiNbKICTb My/IbTUIOTKIB (MT),
AKi BUKOPVCTOBYOTHCSA Nif, Yac BUPOGHMLTBA
KNITUHHOTO cybCTpaTy 4151 Of{HOPa30BOro
KynbTuByBaHHA HAV ans macwraby 36MT40 i
72MT40 Ha yctaHoBLi WN 26.2. Ta
BUKOpYCTaHHA cepegosuw, (MEM 10% FBS i
MEM 2% FBS) 6e3 nonepeAHbLOro Harpisy anas
MacwTaby 36 MT40 i 72 MT40. BHeceHHs
pefakuiiHux 3miH B po3gin 3.2.S.2.6.
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
248. | TBIHPUKC cycneHsis ans nakcoCmitT Benwvka MapkyBaHHs Ta ®paHuia/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/13056/01/01
BAKLUVHA iH'ekuiii; no 1 posi (1 KnsiiH BpuTaHis nakyBaHHsi roTOBOrO Benbrisi/ 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpOsb peuyenmom
Anda mn/posy) y Ekcnopt NPOAYKTY: HimeuunHa A®l. 3miHa y meTofax BunpobysaHHsA Adl abo
MPO®DINAKT nonepegHbL0 Nimiteq nakcoCmiTKnsiiH BMXigHOro Matepiany/npomixHOro
NKN HarnoBHEHOMY Bionopxikans, NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
FENATUTIB A | wnpuui Ne 1y PpaHLis; npoteci BupobHuuTea AP (iHWi 3MiHK Y
(IHAKTUBOB | KOMM/IEKTI 3 rO/IKOH0 dopmyBaHHs MeToAax BUNPOoOyBaHHSA (BK/II0HYAKUN 3aMiHY
AHA)IB BaKUMHK, a60 fonoBHeHHs) APl abo
(AACOPBOB HanoBHEHHSA B BVXiZHOro/NpOMKHOro NPOAYKTY) -
AHA) Lwnpui, BnpoBamkeHHs1 HOBOI cepii pechepeHTHOro
npoBefeHHs cTaHfapTy HeafcopboBaHOro MPOMXKHOIO
KOHTPO/O SIKOCTI, npogykty HbsAg 3 SWNO0592A06 (cepis
MapKyBaHHS i AHBVBPA754) Ha SWNO0592A08 (cepis
naxkyBaHHsi rOTOBOIo AHBVBPAS582), 1110 BUKOPUCTOBYETLCA Y
NPOAYKTY: BMPOBGHMYOMY MPOLIECi aKTVBHOT PEYOBUHU A/15
nakcoCmiTKnsiiH BM3HAYEHHS @aHTUTeHHOI aKTUBHOCTI (KOHTPO/Tb
Bionopxikans C.A., SIKOCTi Ta TeCTyBaHHS CTabi/IbHOCTi) Ta
Benbris; ineHTnyHocTi HBSAQ (KOHTPO/b SIKOCTI) METOA0M
PopmMyBaHHSA ELISA Ha Heagcop60BaHOMY NPOMKHOMY
BaKLMHW, npoaykti HBsAg.
HanoBHEHHS B
wnpui,
npoBefeHHs
KOHTPO/O AKOCTI:
CwmiTKnsiH Bivem
Papma 'M6X yHA,
Ko. KI, HimeuunHa;
Bunyck cepii
roTOBOrO NPOAYKTY:
nakcoCmiTKnsiH
Bionogxikans C.A.,
Benebris
249. | TEPA®DJIEKC kancynu; no 60 a6o TOB YkpaiHa Bupo6HMK, CLA BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/4142/01/01
AABAHC® 120 kancyny "Baiep"” BiANOBIga/IbHUIA 32 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
donakoHi; no 1 nakyBaHHs, HalilMeHyBaHHs Ta/abo agpecy Micus
chnakoHy B KOHTPO/b Ta BUMYCK NpoBaf)KEHHN AiS/IbHOCTI BUPO6HUKa/iMnopTepa
KapTOHHIA Kopoo6Li cepii: rOTOBOrO Jlikapcbkoro 3acofby, BK/IYa4mn
KoHTpakT dapmakasn AinbHULI BUNYCKy cepii abo micle npoBefeHHs
KopnopeiiwH, CLUA; KOHTPOSO AKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEpP, HE BK/THOYAKUM BUMYCK
Bnpo6HMK, cepiid). 3MiHa agpecy BUPOGHMYOI AibHUL
BignoBigasibHWI 3a KoHTpakT d®apmakan KopnopeiiwH, CLUA
BMPOGHULITBO in BiANOBIga/IbHOI 3a BUPO6HMLTBO in bulk, a Takox
bulk: HanucaHHs afipecy BUPOOHUKIB Ha TUTY/bHINA
KoHTpakT ®apmakas cTopiHui MKA N3.
KopnopeiiwH, CLUA
250. | TET 36.6® 3 NopoLUOK A8 MpuBartHe YkpaiHa MNpuBaTtHe Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 nidnsieae UA/17419/01/01
APOMATOM OPa/IbHOTO PO3YMHY; akuioHepHe akuioHepHe 3MiHu | TMNY - 3MiHK Woa0 peyenma
AKALLIT no 13,1 r B calle- TOBapUCTBO TOBapuCTBO “J1ekxiM 6e3nekn/edpeKTMBHOCTI Ta thapmakoHaraagy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

nakeTi, no 5 a6o 10
calle-nakeTiB y
nauuj

“NekxiMm —
Xapkis”

— Xapkis”

3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiod, abo sk pesynbTar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "Bsaemogis 3
iHLWIMMK NikapcbkMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBEHOT
iHChopMaLii 3 6e3nekun 4ityoi pevyoBuHN
(napaueTamony) 3rigHO 3 pekoMeHAaaLismu
PRAC.

251.

TET 36.6® 3
APOMATOM
NNMOHY

NMOPOLLIOK AN1si
0OpasibHOr0 PO3UNHY;
no 13,1 ry cawe-
nakeTi; no 5 a6o 10
calle-nakeTis y
nauui

MpuBartHe
aKujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MNpuBartHe
aKuioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKiil XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMM fikapcbkumu 3acobamm Ta
iHWi BMAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHsA", "MNo6ivHi peakuii" BignosigHO 00
OHOB/IEHOT iHd)opMaLiii 3 6e3neku gitoyoi
peyoBuHM (NapaueTamony) 3rigHo 3
pekomeHgauismm PRAC.

6e3
peyenma

nionsiecae

UA/17816/01/01

252,

TET 36.6®
PAMIA 3
APOMATOM
AKALY

MOPOLLIOK A5
OpasIbHOTO PO3UUHY;
no 23 r B catle-
naketi, no 5 a6o 10
calle-nakeTiB y
nauui

MpusatHe
akuioHepHe
TOBapUCTBO

“Nekxim —

Xapkis”

Ykpaina

MpusaTHe
akuioHepHe
TOBapuCTBO “J1ekxiM
— Xapkis”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby B

6e3
peyenma

nionsieae

UA/17387/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpUyHNX JOCiAKeHb
(PIP) (3miHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "Bsaemogis 3
iHLWIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBEHOT
iHChopMaLii 3 6e3nekun f4ityoi pevyoBuHN
(napaueTamony) 3rigHO 3 pekoMeHAaaLismu
PRAC.
253. | TETPAKCUM cycneHsisa gns CaHodi ®paHuin BUPOGHULTBO PpaHuin/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13069/01/01
®ITETRAXIM iH'exuin, no 1 MacTep roToBOro YropumHa 3MiHn | TURY - 3MiHK 3 aKocTi. AL, peyenmom
BAKUMHA nonepegHbLO Hepo3dacoBaHoro Brpo6HMUTBO. 3MiHM B Mpoueci BUpo6HNLTBa
ana 3anoBHeHOMY NPOAYKTY, KOHTPO/1b A®| (He3HayHa 3MiHa y npoLeci BUpobHuLTBa
NMPO®INAKT wnpuyy no 0,5 mn SIKOCTi, BTOPUHHE A®Il) - He3Ha4Ha 3MiHa y Npoueci BUPOBHULTBA
KN (1 po3a) 3 nakyBaHHs, BUMYCK A®I, a came 3amiHa CMPOBWHYW L-Tnpo3uHy
LNOTEPII, NPUKPINIEHO0 cepii: CaHodi TBAPUHHOTO NOXOKEHHS HA CUPOBUHY L-
NMPABLA, ronkoto (abo 2-ma MacTtep, ®paHuis; TWPO3VHY POCAVHHOTO MOXOKEHHS. TepMiH
KALUMOKY OKpEMUMU ronikamu), NOBHUIA LMK BBE/EHHS 3MiH - KBiTeHb 2027. 3MiHu | Tuny -
(ALENONAP | wWo MicTuTb BMPOBGHULTBA, 3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3MiHa y
HUIA cycnexsito gns KOHTPO/Ib SIKOCTI, napameTpax cneuudikauiii Ta/abo fgonycTuMmx
KOMMOHEHT | iH'eKUili, B KAPTOHHIl BTOPUHHE MeX, BU3Ha4YeHNX y crneumdikauisx Ha Adl, abo
)TA Kopobui 3 nakyBaHHs1, BUMYCK BUXIiAHWIA/NPOMDXHUIA NpoAyKT/peareHT, Wwo
noniomMien MapKyBaHHAM cepii: CaHodi BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
TY yKpaiHCbKkoto abo MacTtep, ®paHuis; (3BY)XEHHS AONYCTUMUX MEX, BUSHAYEHMUX Y
AACOPBOBA | aHrnilicbkoto, abo BTOPUHHE cneuuaqikauii) - 3BY)XEHHSI JONYCTUMUX MEX,
HA, IHLUMMKN IHO3EMHVMU nakyBaHHs, BUMYCK BM3HAYEHNX Y cneuudikauii, a came 3miHa SKOCTI
IHAKTUBOBA | moBamu; o 1 cepii: CaHodi- BOAW A1 MPUTOTYBaHHSA 3HEXUPEHOTO MOJIOKA,
HA, PIOKA nonepeaHL0 ABeHTIC 3pT., LLIO BUKOPUCTOBYETLCA A/151 BUPOOHULITBA
3arnoBHeHOMy YropLmHa po6oumnx nocisHux cepiii Clostridium tetani.
wnpuuy no 0,5 mn Takox, BHECEHHS pefaKLiiiHNX 3MiH [0 p.
(1 posa) 3 3.2.S.2.3. TepMiH BBeZleHHS 3MiH - KBiTeHb 2027.

NPUKPINIEHO0
ronkoto (abo 2-ma
OKPEMUMM rofikamu),
LLIO MICTUTb
cycnexsito ans
iH'EKLLI/ B KAPTOHHIl
Kopobu,i, B sikii
MICTUTbCA
CTaHfapTHO-
€KCMopTHa ynakoBka
Ta iHCTpyKUis ons
MeAMYHOro
3acTocyBaHHs 3
MapKyBaHHAM
YKpaiHCbKo abo

3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMUX MeX, BU3HaYeHUX Yy cnevmdikaisax
Ha A®l, abo BMXifHWA/NPOMDKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HULUTBa AP (iHLWi 3MiHK) - 3MiHA
BHYTPILLHBOI cneuudikauii CMpoBuHM 2,6-
[AMKap6OoKCUIBLHOT NipUANHOBOI KMCNOTU. TepMiH
BBEJEHHS 3MiH - KBiTEeHb 2027.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
aHrniicekoto, abo
HLUMMKN IHO3EMHUMMU
MOBaMm
254. | TUTOPACT- TabneTku, BKpUTI AHaHTa Benwvka ApTtypa IHAjis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/2730/01/01
120 nNiBKOBOIO Megikeap BpuTaHis dapmacbioTikans 3MiHu | TURNYy - 3MiHK 3 siKoCTi. FoTOBWMIA peuyenma
06010HKOt0, N0 120 nra. Met. NIT4., IHAis; nikapcbkuii 3aci6. KOHTponb roToBoro
mr, no 10 TabneTok dnamiHro nikapcbKoro 3acoby. 3MiHa napameTpis
y 6nictepi; no 1 abo dapmacbloTukanc cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
3 6nicTepu y nayui nra., IHaia nikapcbKoro 3acoby (iHLWi 3mMiHK). Y po3gini
"OAHOPIAHICTb MacK" 3MiHEHO NOCKIAHHSA Ha
metog EP 2.9.5.
3MmiHu | TUny - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOBYBAHHS) - BHECEHHS 3MiH Y pPO34in
«KinbKiCHEe BM3HaAYEHHs», a came KOHUeHTpauii
BMNPOBYBaAHOro Ta CTaHAAPTHOIO PO3YUNHY
npuBeAeHo y BiANOBIAHICTb Ta 6ifbll AeTaslbHO
pO3nucaHo ix NPUroTyBaHHS; BiANOBIAHO A0
LibOro y chopMysli po3paxyHky AeTasibHO
po3nMcaHo po3BefeHHs.
255. | TUIFTO®PACT- TabneTkun, BKpUTI AHaHTa Benvka ApTtypa IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/2730/01/02
180 NNiBKOBOIO Megikeap BpuTaHis dPapmacbioTikans 3MmiHu | TMny - 3MiHK 3 SKOCTi. FoTOBUIA peyenma
060/10HKO10, 180 Mr; nra. MBT. N14., IHAIN; nikapcbkuii 3aci6. KOHTpob roToBOro
no 10 TabneTok y dnamiHro nikapcbKoro 3acoby. 3MiHa napameTpis
6nicTepi; no 1 a6o 3 dPapmacbloTukanc cneuudikaLin Ta/abo foNyCTUMNX MEX FOTOBOrO
6nictepn y nauyui nta., IHais nNiKkapcbKoro 3acoby (iHwi 3miHW). Y po3gini
"O[HOPIAHICTL MacK" 3MiHEHO NOCK/IaHHS Ha
meTopg EP 2.9.5.
3MiHu | TNy - 3MiHKW 3 IKOCTi. ToTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPO6YBaHHS rOTOBOrO NiKapCcbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTogax
BMNPOOYBaHHS) - BHECEHHS 3MiH Y po3gin
«KinbKicHe BU3HAYEHHs», a caMe KOHLleHTpaw,i
BMNPOBYBaHOro Ta CTaHAAPTHOrO PO3YNHY
NpuUBELEHO Y BiANOBIAHICTb Ta 6inbl feTanbHO
po3nMcaHo X NPUroTyBaHHS; BiAMOBIAHO A0
LbOoro y dhopmysii po3paxyHky AeTaslbHO
po3nncaHo po3BefeHHs. BeceHHsA 3MiH y po3gin
«lpeHTudikauis. XXosTuii 3axig FCF (E 110)», a
came KOHLIeHTpaLiito KOMNeHcaLiiiHOro po3ynHy
npuBeaeHo Y BiANOBIAHICTb 3 KOHLEHTpauie
BMMPOBYBAHOr0 PO34KHY.
256. | TIAPA Ayo TabneTkn, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/16280/01/01
nNiBKOBOO "®apmaueBT "GapmMaueBTNYHa 3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikar peuyenmom
060/10HKO0, N0 160 n4yHa hipma dipma "fapHuua” signosigHocTi/l E-cepTudikar BignosigHoCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Mr/25 mr; no 7 "OapHuusa” €Bponelicbkiin dhapmakonei/moHorpadii.
TabneTok y MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
KOHTYPHIl Bi4NOBIAHOCTI ab0 BUYyYeHHs cepTudiikaTa
YapyHKOBIl BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
ynakosLi; no 2 abo A®I; onsa BuXigHoro
N0 4 KOHTYpHI marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
YapyHKOBI yNakoBKu BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
B nauui no 14 [LOMOMDKHOT peyoBUHM (CepTudikaT
Tabnetok y BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
KOHTYPHIi OHoBEeHWI cepTUdiKaT Bif yXe 3aTBEPIKEHOro
YapyHKOBIl BMPOBHUKA, NOAAHHSA OHOB/IEHOTO cepTudikaTa
ynakosLi, no 1 a6o BifNoBigHOCTI €Bponelickkili hapmakonei Ne
M0 2 KOHTYpHI CEP 2010-065 - Rev 08 (3atBepmxeHo: CEP
YapyHKOBI YNaKoBKU 2010-065 - Rev 07) ans A®| BancapTaHy Big,
B nauLi 3aTBEpPAXEHOro BUpo6HuKa Alembic
Pharmaceuticals Limited, India
257. | TIAPA AyO TabneTtku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16280/01/02
nNiBKOBOIO "PapmaueBT "PapmaueBTnyHa 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyernmom
060n0HkKot0, No 160 n4yHa chipma thipma "AapHuusa” BignosigHocTi/l E-cepTudikat BignosigHOCTI
mr/12,5 mrno 7 "OapHnus" €Bponelicbkiin hapmakonei/MmoHorpadii.
Tabnetok y MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
KOHTYPHIi BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
YapyHKOBIl BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
ynakosLi; no 2 Ta no A®I; onsa BuxigHoro
4 KOHTYpHI marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
YapyHKOBI yNaKkoBKu BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; aons
B nauuj; no 14 [0NOMDKHOT peyvoBuHN (cepTudikat
Tabnetoky BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
KOHTYPHIl OHOoB/EHMI cepTUdikaT Bif yXe 3aTBEPAXEHOro
YapyHKOBIl BMPOGHMKA, NOJaHHS OHOBEHOrO cepTudikaTa
ynakosui; no 1, no 2 BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
a60 Mo 6 KOHTYPHUX CEP 2010-065 - Rev 08 (3aTBepaxeHo: CEP
YapyHKOBMX 2010-065 - Rev 07) ana A®| BancapTaHy Big,
yMakoBKM B MmayLli 3aTBepxeHoro BupobHuka Alembic
Pharmaceuticals Limited, India
258. | TIAPA YO TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/16280/01/03
NNiBKOBOO "®apmaueBT "®GapmMaueBTNYHa 3MiHu | TUNYy - 3MiHKn 3 AkocTi. CepTudikaT peyenmom
060/10HKO10, M0 80 nyHa chipma ipma "OapHuus" BignosigHocTI/TE-cepTudpikat BignosigHoCTi
mr/12,5 wmr, no 7 "AapHnus” €sponelicbkin dhapmakonei/moHorpadii.

Tabnetok y
KOHTYPHIl
YapyHKOBIN
ynakosLi; no 2 Ta no
4 KOHTYPHI
YapyHKOBI YNaKOBKU
B mauui; no 14
Tabnetoky
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1, no 2

MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BigNoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; ana BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[L0MOMDKHOT peYoBUHM (CepTudikaT
BiANoBiAHOCTI EBponeiickbkilt hapmakoner) -
OHoBeHW cepTUdiKaT Bif YXe 3aTBEPAXEHOro
BMPOGHMKa, NOAaHHA OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei No
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
ab0 no 6 KOHTYPHUX CEP 2010-065 - Rev 08 (3atBepmxeHo: CEP
YapyHKOBUX 2010-065 - Rev 07) ans A®| BancapTaHy Big,
yNakoBKM B navi 3aTBEpPAXEHOro BUpo6HuKa Alembic
Pharmaceuticals Limited, India
259. | TIAPA TPIO® | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15069/01/01
nNiBKOBOIO "®apmaueBT "PapmaueBTnyHa 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyernmom
obonoHkoto, no 10 n4yHa chipma thipma "AapHuua” BignosigHocTi/l E-cepTudikat BignosigHOCTI
Mr/12,5 mr/160 wmr; "OapHnus" €Bponelicbkiin hapmakonei/MoHorpadii.
no 7 Tabnetok y MogaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
KOHTYPHIi BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
YapyHKOBIl BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
ynakosLi; no 2 Ta no A®I; ansa BuxigHoro
4 KOHTYpHI marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
YapyHKOBI yNaKkoBKu BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
B nauuj; no 14 [0NOMDKHOT peyvoBuHN (cepTudikat
Tabnetoky BiANOBIAHOCTI EBponeiickbki hapmakonei) -
KOHTYPHIl OHOoB/EHMIA cepTUdikaT Bif, yXe 3aTBEPAXEHOro
YapyHKOBIl BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
ynakosui; no 1, no 2 BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne
a60 Mo 6 KOHTYPHUX CEP 2010-065 - Rev 08 (3aTBepaxeHo: CEP
YapyHKOBMX 2010-065 - Rev 07) ana A®| BancapTaHy Big,
yMakoBOK B MayLli 3aTBepxeHoro BupobHuka Alembic
Pharmaceuticals Limited, India
260. | TIAPA TPIO® | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15070/01/01
NNiBKOBOIO "®apmaueBT "®apmMaueBTNYHa 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
060/10HKOI0, M0 5 nyHa chipma ipma "OapHuus" BignosigHocTI/IE-cepTudpikat BignosigHoCTi
mr/12,5 mr/160 mr no "AapHnus” €sponelicbkin dhapmakonei/moHorpadii.
7 TabneTok y MopaHHA HoBOro abo OHOBJ/IEHOTO cepTudikaTa
KOHTYPHIl BigNoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
YapyHKOBIl BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
ynakosLi; no 2 Ta no A®I; ana BuxigHoro
4 KOHTYPHI martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
YapyHKOBI YNakoBKM BMKOPVCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
B nauuj; no 14 [0MOMDKHOT peYoBUHM (CepTudikaT
Tabnetok y BiANoBiAHOCTI EBponeiickbkilt hapmakoner) -
KOHTYPHili OHoBeHWiT cepTudpikat Big, y)Ke 3aTBEPLKEHOIO
YapyHKOBIl BUPOGHMKa. [MogaHHA OHOB/IEHOTO cepTudikaTa
ynakosLi; no 1, no 2 BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
a60 6 KOHTYPHMX CEP 2010-065 - Rev 08 (3atBepaxeHo: CEP
YapyHKOBUX 2010-065 - Rev 07) ans A®| BancapTaHy Big,
ynakoBOK B naui 3aTBepXeHOro Bupo6Hvka Alembic
Pharmaceuticals Limited, India
261. | TIAPA® TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/18327/01/01
nNiBKOBOIO "®apmaueBT "®apmaLeBTuyHa 3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikaT peyernmom
060/10HKOH0, MO 80 nyHa chipma ipma "JapHuus” BignoBigHocTi/lE-cepTudpikart BignosigHocTi
Mr; no 14 tabnetok "OapHnus” €Bponelicbkiin hapmakonei/MmoHorpadii.

Y KOHTYpHili
YapyHKOBIW
ynakosLi; no 2
KOHTYPHi YapyHKOBI

MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BigMNOBIAHOCTI ab0 BUTyUYEeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; nna BuxigHoro




208

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
yMakoBKM B mayLi marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMDKHOT pevoBuHN (cepTudikaT
BiANOBIAHOCTI EBponeiickbki hapmakonei) -
OHOoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHUKA. MogaHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne
CEP 2010-065 - Rev 08 (3aTBepaxeHo: CEP
2010-065 - Rev 07) ana A®| BancapTaHy Big,
3aTBepxeHoro BupobHuka Alembic
Pharmaceuticals Limited, India
262. | TIAPA® TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/18327/01/02
N1iBKOBOIO "®apmaveBT "®apmaueBTUYHa 3MiHn | TUny - 3MiHn 3 axkocTi. CepTudikaT peyenmom
060/10HKO10, N0 160 n4yHa chipma ipma "OapHuus" BignosigHocTI/TE-cepTudpikat BignosigHoCTi
Mr no 14 TabneTtok y "AapHnus" €sponelicbkin dhapmakonei/moHorpadii.
KOHTYPHIi MogaHHsA HOBOro abo OHOBMIEHOTO cepTudikaTa
YapyHKOBIl Bi4NOBIAHOCTI a60 BUYyYeHHs cepTudikaTa
ynakosLi; no 2 abo BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
Nno 6 KOHTYPHUX A®I; onsa BuxigHoro
YapyHKOBUX matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
ynakoBOK y nayui BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0NOMIXHOT peqoBuHN (cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWI cepTUdIKaT Bif YXe 3aTBEPAKEHOr0
BMPOGHMKa. MNogaHHs OHOBMEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 2010-065 - Rev 08 (3atBepaxeHo: CEP
2010-065 - Rev 07) onsa A®| BancapTaHy Big,
3aTBepXeHoro Bupo6Hvka Alembic
Pharmaceuticals Limited, India
263. | TIOKTOBA po3unH ans iHgysiii, | TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/20870/01/01
KUCNOTA 12 mr/mn; no 50 mn BO 3 06MeXeHo 3wmiHa 3anBHuka /13 (MIBI) (BnacHuka peuenmom
y dhnakoHax; no 5 OBMEXEH BiANOBIAANbHICTIO peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy
hnakoHiB y (0],0) «®APMEKC I'PYT» MO3 Big 23.07.2015 Ne 460). TepMiH BBEAEHHS
KOHTYPHIl BIANOBIOA 3MiH - NPOTArom 6 MicsLiB NicNs 3aTBEPKEHHS.
YapyHKOBIl NbHICTHIO 3MiHu | TURY - 3MiHN WoAao
ynakosLi; no 2 «KOPINOPA 6e3nekv/edeKkTMBHOCTI Ta hapMakoHarnaay.
KOHTYPHI YapyHKOBI LA BBeneHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnUX
ynakoBKM B KOpoOLi «300POB'A npo cuctemy capmakoHarnsgy (BBefeHHs

3 KapPTOHY

»

y3arasibHeHNX JaHnx Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0co6H,
BiANOBIAA/LHOI 3a 34iiCHEHH:A (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
po3MilLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsay). 3MmiHa ynoBHOBaXeHoi 0cobu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[litoua pepakuin: CasiHa FOnis BonogumupisHa.
MponoHoBaHa pefakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
MicLs 34iICHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmMakoHarnagy. 3mMiHa MicLe3Haxo4KeHHs
mMacTep-chaiina cuctemun chapmakoHarnsgy ta
oro Homepa.
264. | TIOUETAM® TabneTku, BKPUTI MNAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6941/01/01
POPTE NiBKOBOO "Kuismegnp "Kuismegnpenapart" 3MiHn | TUNY - 3MiHn 3 axkocTi. CepTudikat peyenmom
060/10HKOI0 Mo 10 enapat” BignosigHocTi/l E-cepTudikat BignosigHOCTI
Tabnetok y 6nictepi; €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
no 3 a6o no 6 NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
6nicTepiB y navui BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHanbHOT hapmakonei gepxasun €C (3miHa
y cneuudikauisix, NnoB'A3aHa 3i 3MiHamu B 4dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHasbHIli thapmakonei gepxasu €C)
npuBefeHHs cneundikauii Ta aHaniTUYHNX
MeTOAVK Ha AOMOMiXHY peqoBuHy Llykop-nyapa
y BifnoBigHICTb [0 BUMOT MoHorpadii €& 0204
«SUCROSE», gjto4oro BugaHHs.
265. | TPABOMPOC | kpanni ouHi, 40 dapmaTeH peuis BTOPUHHE Mpeuisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/18838/01/01
T- MKr/M; no 2,5 mn C.A. nakyBaHHs, Bonrapis 3MiHu | TMNY - 3MiHK WoA0 peyernmom
DPAPMATEH PO34uMHy Kpanenb KOHTPO/b AKOCTi Ta 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
OYHUX Y (Pr1aKoHi- BMNYCK cepil: 3MiHa YacToTh Ta/abo TepMmiHiB NofaHHsA
KpanesnbHuUL, PapmateH C.A,, perynspHO OHOB/IOBaHUX 3BITIB 3 6e3neku
3aKpuTOMy Ipeuis; nikapcbkyx 3aco6iB - 3MiHa 4acToTK Ta TEPMIHIB
KOBMaYKOM 3 BUMPOGHMLTBO in noJaHHA perynsipHo OHOB/IHOBAHOTO 3BITY 3
KOHTPO/1EM NEepLUOro bulk, nepBuHHe Ta 6e3neku:
PO3KpMBaHHA Ta BTOPVIHHE [itova pepakuis: Yactota nogaHHA perynspHo
BMiLLlEeHOMY Y nakyBaHHs, OHOBJIIOBAHOrO 3BiTY 3 6e3nekn 1 pik. KiHuesa
6aratoLuapoBy KOHTPO/b AKOCTi Ta fara ans BkioveHH:A aaHunx go PO3b6 -
06ropTky; no 1 BMNYCK cepil: 28.02.2024 p. Aarta nogaHHs - 08.05.2024 p.
dhnakoHy- BankaHdapma- MponoHoBaHa peaakuis: YactoTa nogaHHs
KpanenbHuui y Pasrpag AL, perynsipHO OHOB/IIOBAHOrO 3BIiTY 3 6e3nekn 5
6arartoLuaposiii Bonrapis pokiB. KiHLueBa fata A1 BKIYEeHHA AaHuX [0
o6ropTui y PO3B - 28.02.2027 p. laTa nofaHHA —
KapTOHHI KopoobLi 29.05.2027 p. PekomeHgoBaHo [0
3aTBepPKEHHA BiAMNOBIAHO A0 NEPiOANYHOCTI
nofAaHHA PerynsipHo OHOB/IOBAHUX 3BITIB 3
6e3nekun nikapcbkux 3acobis y EC.
266. | TPIA®IH- NopoLUoK AN XAOMA IHais CeHc Jlabopatopic IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a He UA/20103/01/01
1000 po3unHy AN iH'ekuili | XENC KEAP Mer. N14. 3MiHu | TURY - 3MiHK LWoAo peyenmom | niosisg2ae
no 1000 mr; no 1 MPANBET 6e3nekn/edeKkTMBHOCTI Ta thapmakoHariagy.
dhnakoHy 3 NIMITEL 3MiHM Y KOpOTKili XapakTepucTyL, NlikapCbKoro

MOPOLLKOM Y

3ac06y, TEKCTi MapKyBaHHs Ta iHCTPYKLUii An1s
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI ynakoBsL,i

MeMYHOro 3acTOCyBaHHS
reHepuYHNX/riopuaHNX/6ioNoAiGHMX NiKapCbKUX
3aco06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Mpenapar (3mMiHa He NnoTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHN BHECEHO [0 IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
"®apmakonoriyHi Bnactusocti”, "Cnocio
3acTocyBaHHsA Ta [031" BignoBigHO A0
iHchopMmaw,ii LWoA0 MeANYHOr0 3aCTOCYBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (Rocephin,
powder for injection 1g). BBegeHHsA 3MiH
NpOTSArom 6-Ty MiCSILiB MicAsi 3aTBEPAKEHHS

267.

TPOMBOHET
®-OAPMAK

TabneTku, BKPUTI
NNiBKOBOK
0060/10HKOH, MO 75
Mmr; no 10 TabneTok
y 6nictepi; no 1 abo
3, a60 6, abo 8
6nictepiB y nauui

AT
"®apmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3minu | TUny - 3miHm 3 sKocTi. APl. KoHTposb
A®l. 3miHa y meTogax BunpobyBaHHs Ad|l abo
BUXIAHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea Ad! (iHWi 3MiHK Y
MeToAax BUNpPobyBaHHA (BK/IOYAKOUN 3aMiHy
a60 fonoBHeHHs) APl abo
BVIXiZLHOro/MpPOMIKHOr0 NPOAYKTY) - BHECEHHS
3MiH go Cneuudpikauii Ta MeTozis
BMNpo6yBaHHsg APl Knonigorpento 6icynbdat
3a nokasHukom «Knonigorpesnto gomiwka C» -
Bifl BUpoGHUKa 13 AT «Papmak». MeToguka
BM3HAYEHHS NpuMBeAeHa 40 METOAVKN
BMPOGHMKA, & CaMe BHECEHO HACTYMHi 3MiHU: -
3MIHEHO NPUroTyBaHHSA KOHTPO/IbHOTO PO3YUHY; -
3MiHEHO Npo6onigHOTOBKY PO3UYMHY MOPIBHAHHS;
- 3MiHEHO pPO3Mip YacToK HepyxoMoi dhasn 3 «5
MKM» Ha «10 MKM»; - 3MiHEHO BiZHOCHI Yacu
YTPYMYBaHHS [OMILLOK A0 MiKy KNonigorpento
ons gomiwkn C 3 6nmsbko 0,7 Ha 0,6; gnis
OoMilwkn B — 3 61m3bko 0,6 Ha 0,7; - goaaHo
chopmyny po3dpaxyHky. 3MiHu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPO6yBaHHS
(BKtOYarouM 3aMiHy abo onoBHeHHS) APl abo
BVIXiZLHOro/MpPOMIKHOr0 NPOAYKTY) - BHECEHHS
3MiH go Cneuudpikauii Ta MeTozis
BunNpobyBaHHsa APl Knonigorpento 6icynbgaT 3a
nokasHWKOM «laeHTundikauis» - Big BUpOOHUKa
N3 AT «®apmak». Buknag meToaunkn Ana Tecty
iaeHTudikauis npyBefeHo 40 METOANKM
BMPOGHMKa. 3MiHK | TUNy - 3MiHW 3 AKocTi. API.
KoHTposib A®I. 3miHa y MeToAax BUNPOobyBaHHS

3a
peyenmom

UA/17513/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
A®| abo BMXxigHOro MaTepiasy/MpoMiXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOoOyBaHHSA (BK/II0HYAKUN 3aMiHy

ab6o gonoBHeHHs) A®| abo
BVIXiZHOro/MpOMKHOro NPOAYKTY) - BHECEHHSA
3miH go Cneumdikauii Ta MeTogis
BunNpobyBaHHa A®| Knonigorpento bicynbgar 3a
nokasHnkoM «KinbkiCHe BU3HAYEHHS» Bif,
BMpOGHUKa M3 AT «dapmak». B meToguky
BU3HauveHHs MeTog, 1 foaaHo goaaTkoBuii
KpUTepIli NPUAHATHOCTI — hakTop CUMETPIl.
3miHu | TUny - 3miHu 3 skocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOro Matepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoteci BUpo6HMuTBa AP (iHWi 3MiHK Y
MeToAax BUNpPobyBaHHA (BK/IOUAKUN 3aMiHy
abo gonoBHeHHs) Ad®| abo
BUXIAHOrO/NPOMIXXHOTO NPOAYKTY) BHECEHHS 3MiH
0o Cneuucpikauii Ta Metogis BunpobysaHHA Ad|
Knonigorpento 6icynbgat 3a NoKa3HUKOM
«CynpoBigHi AoMiLLKM» Big BUpobHuKka N3 AT
«®apmak». Po3gin «CynpoBigHi OMILLKN.
MeTog 1». MeToguka BU3Ha4YeHHs npusejeHa
[0 BYMOT BYPOGHMKa, @ came: - 3MiHEHO cKnag,
PO3YMHHMKA 15 MPUTOTYBaHHSA PO3YMHIB,
[AeTai3oBaHO NPUroTyBaHHSA PO3UVHIB
NOPIBHAHHA Ta 6YhepHOro po3UynHy; - 3MiHEHO
cknag Ta rpagieHT pyxomoi thasu; - LogaHo
PO34MH A8 BU3HAYEHHS CNiBBIgHOWEHHS
CUrHan-wwymM; - AoAaHO [0LATKOBI KpuTepii

MiKy K10MiAOrPENto 3 XpoMaTorpaMy Po3UmHY

02AP/CLO2USP/0323/12. OCHOBHi 3MiHU: -
3MiHM 0 aHaIITUYHUX METOANK; - 3MiHa
NepPBUHHOTO Ta BTOPUHHOIO NakKyBaHHS; -
OHOBJ/IEHHS iHLWNX po3giniB DMF, nos’a3aHe
3MiHaMU B aHauTiTUYHMX MeToAmMKax Ta

(iHwi 3miHwn) (B.1. (x) II)

NPWAHATHOCTI CNiBBIAHOLIEHHS cUrHan/lWym ons

NOPIBHAHHA (C). 3MiHW Il TUNY - 3MiHK 3 AKOCTI.
A®I. (iHWi 3MiHW) - OHOB/EHHS Bepcii AM® ana
A®| Knonigorpento 6icynbdar Big BUpobHUKa
IND-SWIFT LABORATORIES LIMITED, IHgis
Big Bepcii 02AP/CLO2USP/1118/08 fo Bepcii

3i

nakyBaHHi. 3MiHu Il Tuny - 3miHn 3 akocTi. API.

OHoBNeHHSA Bepcil AM® ana A®Il Knonigorpento
6icynbdat Big Bepcii 02AP/CLO2USP/0323/12

0o Bepcii 02AP/CLO2USP/0824/01 Big

BMPOGHMKA, L0 3MiHMB Ha3By 3 IND-SWIFT
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

LABORATORIES LIMITED Ha SYNTHIMED
LABS PRIVATE LIMITED, IHAisi. OCHOBHi 3MiHu:
- 3MiHEHO Ha3By Ta agpecy BnacHuka DMF; -
3MiHEHO Ha3BY BUPOOHWNYOT AiNsHKM (6e3 3MiHu
Micusa posTallyBaHHs) (3 IND-SWIFT
LABORATORIES LIMITED Ha SYNTHIMED
LABS PRIVATE LIMITED, IHgjsi); - OHOBNEHO
CXeMy BMPOGHMYOro npoLiecy; - 40AaHO
NPOTOKO/IN aHani3y Ta pe3ynbTaTu AOCNIMKEHHS
cTabinibHOCTi AD|, BUrOTOB/IEHOTO 38 OHOBJIEHUM
BMPOBHMYMM NpoLLEecoM

268.

YHI®/TOKC

Kpani OYHi/BYLLHI,
po3uvH 0,3 % no 5
M1 a6o 10 mny
nnacTykoBoMy
KOHTeliHepi-
KpanenbHuyj; no 1
KOHTeliHepy-
KpanesnbHuULi B
KapTOHHIlA KOpooLi

TOB
"YHIME[
DAPMA"

Cnosaubka
Pecny6nika

TOB "YHIME/L
OAPMA"

CnoBaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobu,
BigNoBiga/IbHOI 3a 34iACHEHHSI
chapmakoHarnsay; KOHTaKTHoi ocobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy
(BK/IKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YKpaiHi.

[itova pegakuis: MNypcbka fapis AMuTpiBHA.
MponoHoBaHa pepakuis: BonowwrHa AHacTtacis
AHaTOniiBHA. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
hapMakoHarnisg B YKpaiHi

3a
peyerimom

UA/12837/01/01

269.

YPCO®AJNbK

TabneTtku, BKPUTI
nNiBKOBOO
o060n0Hkoto, no 500
Mr; no 25 TabneTok
y 6nictepi, no 1, 2
abo 4 6nictepu B
KapTOHHIlA KopooLi

Op. danbk
dapma
m6X

HimeuunHa

BignosiganbHuii 3a
BUMYCK Cepiit
KIHLLeBOro NpoAyKTy:
Op. ®anbk Papma
'M6X, HimeuunHa;
Brpo6HMK
[,030BaHoOl hopmu,
nepBuHHE, BTOPUHHE
nakyBaHHSA Ta
KOHTPO/b SKOCTI:
NozaH ®apma M'vbX,
HimeuuunHa;
Bupo6HuK,
BiANoBigaIbHUIA 3a
nepBuHHE, BTOPWNHHE
nakyBaHHS Ta

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicuA
NpoBaPKEHHSA AiSNbHOCTI BUpoOHUKa/imnopTepa
roTOBOro MikapCcbKoro 3acoby, BKIUaumn
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/O SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnoBifae
BMPOGHMK/IMNOPTEpP, HE BK/THOYAKOUN BUMYCK
cepiii) - 3MiHa Ha3BU BUPOGHMKa,
Bi4NOBIAa/IbHOIO 3a KOHTPO/Ib SIKOCTI, Y 3B’A3KY
3i 3MiHOKO hOpMU B/IACHOCTI, 6€3 3MiHN Micus
BMPO6HULTBA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. BunyyeHHs BUPOBHUYOT AiNbHUL
(Brntovaroun ginbHuL ans A®|, IpPOMiXXHOTo
npoAaykTy abo roToBOro /ikapcbKoro 3acoby,
AOiNbHML AN NPOBeeHHSA nakyBaHHS,

3a
peyenmom

UA/3746/03/01
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KapTOHHI ynakosL,i

KOHTPO/b SKOCTI,
BMNycK cepii abo
BVMPOGHMLTBO
npoaykuii in bulk:
Kycym Xentxkep
Met N174, IHAjs;
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUMNYCK cepii 3
npogykuii in bulk:
TOB «[NIEA®APM
NTA», YKpaiHa

MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku

3aCcTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MiaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVIM OpraHoM)
3MiHU BHECEHO A0 IHCTPYKLiT 415 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"MpoTrnoka3aHHA" Ta "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaar” Wwoao
6e3nekn 3acToCyBaHHA [il0401 peYOBUHN

AvknodeHak BignoBiAHO [0 pekoMeHaaLii

PRAC. BBeeHHs! 3MiH NpOTArom 6-Tu Micauis
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHs Ha nigcTasi

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiaTpuyHNX JOCiAKEHb
(PIP) (3MiHy y3roi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoM). 3MiH1 BHECEHO A0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"MpoTunokasaHHs", "B3aemopis 3 iHLWMMKN
nikapcbkrMmn 3acobamu Ta iHLWi BUam
B3aemogiit, "OcobamBOoCTi 3acTOCyBaHHS",

"3acTocyBaHHs y nepiof BariTHocTi abo

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
KOHTPO/Ib SIKOCTI: BMPOGHMKA, BiANOBiJaNIbHOTO 3a BUMYCK Cepil,
NosaH ®apma M'vbX, MicLie NPOBELEHHSI KOHTPOSKO cepii) abo
HimeuuunHa; noctavajsibHMKa BMXi4HOrO MaTtepiasy, peareHty
Brpo6HMK, ab0 [ONOMIXXHOI PeyoBUHU (SKLLO 3a3HAYeHo y
BiANoBigabHUii 3a [ocke). BunyyeHHst BUpo6Huka "Dipharma
KOHTPO/Ib SIKOCTI: Francis", BianoBigabHOro 3a BUPO6GHULTBO
MpviBaTHWIA L0401 PEYOBVHN YPCOAE30KCMXO/EBOI KUCIOTH,
HayKoBO-Z0CNiAHWIA skmin mae CEP (R1-CEP 2004-108)
iHCTUTYT Xennenep
rm6X, HimeyunHa
270. | PAHUTAH® renb, no 30 r abo no TOB Ykpaina BMPOBHULTBO, IHais/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 niosnsieae UA/7665/01/01
DACT 100 r y asltoMiHieBin «TNEODAP nepBuUHHE YKpaina 3MiHu | TMNy - 3MiHK Woa0 peyenma
abo namiHoBaHii M NTO» nakyBaHHs1, 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
Ty6i; no 1 1y6i y BTOPUHHE 3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
nakyBaHHs, 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
no3un", "Mo6ivHi peakui™ woao 6esneku
3aCTOCYBaHHA Ait040T PEYOBUHN [UKNOGEHAK.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHK). 3MiHW BHeceHO 0 IHCTpyKuii gns
MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby
00 po3giny "Mo6GiyHi peakuii” Woa0 BaXIMBOCTI
3BiTyBaHHA NPO MOGIYHI peakw;i.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta YMOB
BuAauvi peecTpauiliHoro nocBig4eHHs,
BK/IIOYaK0uM MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHS TEKCTY, SIKWIA NOrOKEHWI 3
KOMMETEHTHUM opraHom). 3asBHUKOM HafaHo
OHOB/IEHUI MnaH ynpaBniHHA pu3nkaMu Bepcis
3.2. 3MiHV BHeCeHOo [0 4acTuH: | «3arasibHa
incpopmauis» - Il «Cneuudpikania 3 6e3neku» - I
«[MnaH 3 hapmakoHarnsagy»

V «3axoau 3 MiHimMi3aLii pusmkis» - VI «Pe3tome
nnaHy ynpasniHHA pusnkamm» € - VII «logatkm»
(mnopaTku 1-8) y 3B'A3KY 3 BUAASIEHHAM
BaX/IMBUX iA€HTU(IKOBAHWUX PU3KMKIB, BEXK/TUBUX
NOTEHLIHNX PU3NKIB, & TAKOX BUAANEHHS
BiACYTHbOI iHchopmawii BignosigHo go HaRP
Assessment Report for diclofenac diethylamine,
a TakoxX Y 3B'A3KY i3 3MiHOI chopmaTy
BiAnoBiaHO Ao Bumor Evaluation Guidance on
the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome nnaHy ynpaBniHHA pu3ukamu Bepcis 3.2
[0Ja€eTbes.

271.

DAPMANINO
H® TYPBO

PO34UH ANs iHQY3il,
12 mr/mn; no 50 mn
y donakoHi; no 10
hnakoHiB y navui 3
KapToHyY

ToBapucTeo
3
obMexeHo
Bignosigaib
HiCTIO
«CICTEM
DAPM>»

YKpaiHa

ToBapucTBo 3
06MexeHo
BiANOBIAA/IbHICTIO
hipma "Hosochapm-
BiocuHTes"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3miHa 3asBHuKka /13 (MIBI) (BnacHuka
peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) - 3MiHM BHECEHO B
IHCTPYKL,i10 ANS MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby, a came: fo4aHo po34iu
«3asiBHUK» Ta «MicLie3HaxoKeHHs 3asBHMKa»
Ta fK HacnifokK - y Bi4NOBIAHI PO34inu TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicas
3aTBep/KeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX faHnx

3a
peyenmom

He
nionsieae

UA/18156/01/01




n/n

Hassa

Popma sBUMYCKY

3asaBHUK

KpaiHa
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JliKapcbKO20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

272.

DAPMATEKC

cynosuTopii

Na6opatopi

®paHuin

Brpo6HuK

npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BigNoBiga/IbHOI 3a 34iACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BijMiHHa Bif, yNOBHOBaXXeHOT 0cobu,
BiZiNOBIAANbHOI 3a 34jiCHEHHS thapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3miHa ynosHoBaXeHoi
0Cco6u 3asiBHMKA, BignoBiga/IbHOT 3a
hapmakoHarnsag. [itoya pegaxuis: IrHaTiok Bita
MwukonaiBHa. MponoHoBaHa pegakuis: Hosuubka
IpnHa BikTopiBHA. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
MiCL,e3HaxXoMKeHHST MacTep-daiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI fis/IbHOCTI 3
thapmakoHarnagy. 3MiHu | Tuny - 3MiHu Woao
6e3nekun/ethekTUBHOCTI Ta dhapMakoHarnsgy
(IHLWi 3MiHW) - 3MiHV BHECEHI Y TEKCT
MapKyBaHHS! NEPBUHHOI (M. 6) Ta BTOPUHHOT (1.
11, 17) ynakoBKK NikapcbKoro 3acoby. TepMiH
BBEEHHSA 3MiH NPOTAroM 6 Micauis nicns
3aTBEPKEHHS.

nocsi0OYeHHs

BariHasibHi no 18,9
Mr: o 5
cynosuTopiiB y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHIlA KOpooLi

A IHHOTEK
IHTepHacbiio
Hab

BiANoBiga/IbHUI 3a
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii:
IHHOTepa LLysi,
PpaHuis;

Brpo6HuK
BiANoBigasIbHUIA 3a
BMPOGHULITBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
tOHiTep Niksig,
MaHydhekuypiHr,
PpaHuis

PpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHM) - 3MiHV BHECEHO [0 TeKCTYy
MapKyBaHHS yNakoBKM NikapcbKoro 3acoby, a
came pefaryBaHHs Ta JONOBHEHHSA [0 TEKCTY
BTOPMHHOI ynakosku n.5, n.8, n.15 ta nepBuUHHOI
YyNaKoBKu .2, M.6; BUAAIAETLCA TEKCT
3a3Ha4YeHuii pocilicbkolo MOBOI. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO [0 iHCTPYKUIT ANns
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 posgainis "lMokasaHHSA" (pegaryBaHHSA
nepeknagy) ta "OcobanBoCTi 3aCTOCyBaHHA"
BIAMOBIAHO 4O OHOBMEHOI iHGhopMaLi Woa0

6e3nekn 3acTocyBaHHS NiKapCcbKoro 3acoby.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTtBepmKeHHs. 3miu Il Tuny - 3MiHn Wwopao

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

3MiHM Y KOPOTKIll XapakTepuCTuLi NikapCcbKoro

6e3
peyenma

nionsiecae

UA/1340/03/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20

3acoby yrnakoska) nocsioyeHHs1
3ac00y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHnUMK 3 SKOCTI, AOKAIHIYHUMU, KIHIYHUMKN
JaHnuMu Ta AaHumu 3 chapmakoHarnagy - 3miiu
BHECEHO [0 iHCTPYKLIi 413 MefnMyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby Ao po3ainis
"MpoTunnokasaHHsa", "B3aemogis 3 iHLWMMK
nikapcbkMK 3acobamMu Ta iHWi B1uam
B3aemogiii»", "Cnoci6 3acTocyBaHHsi Ta go3un",
"Mo6iuHi peakuji”. BBeAEHHSA 3MiH NPOTArom 6-Tu
MicALiB Nicnsa 3aTBepAXEHHS.

273. | PAPMATEKC | kpem BariHaslbHWiA Na6opaTopi ®paHuis Brpo6HMK ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 6e3 nionsi2ae UA/1340/04/01
1,2 %;no 72 ry Tybi 1 [HHOTEK BignoBigasibHWi 3a 3MiHu | TURY - 3MiHK WoAao peyenma
Yy KOMMNAEKTi 3 IHTepHacbiio BTOPUHHE 6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
annikaTopom- Hanb nakyBaHHs, (iHWi 3MiHW) - 3MiHM BHECEHO A0 TEKCTY
fosartopom; no 1 KOHTPO/b Ta BUMYCK MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby, a
Ty6i y KApPTOHHiIl cepit: came pefiaryBaHHs Ta AOMOBHEHHS [0 TEKCTY
Kopoobui IHHOTepa LLysi, BTOPVHHOI ynakosku n.5, n.8, n.15 1a nepBuHHOT

dpaHuis; yNakoBkM N.6; BUAANSAETLCA TEKCT 3a3HaYeHWi
pOCiliCbKO0 MOBOIO. BBEIEHHA 3MiH NPOTArOM 6-
Brpo6HMK TU MIiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHM | Tuny -
BignoBigasibHW 3a 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
BMPOBHULTBO in hapmakoHarnagy (iHwi 3MiHun) - 3MiHW BHECEHO
bulk, nepeuHHe Ta 00 IHCTPYKLii 415 MeANyYHOro 3acTocyBaHHSA
BTOPUHHE nikapcbKoro 3acoby Ao po3zinis "MokasaHHS"
nakyBaHHs, (peparyBaHHs nepeknagy) Ta "Oco6/MBOCTI
KOHTpPONb cepii: 3acTocyBaHHs" BigMnoBigHO A0 OHOBNEHOT
NabopaTtopis iHhopmauii Lwoao 6e3nekn 3acTocyBaHHA
LLlemiHo, dpaHLis niKapcbKoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-T MicALIB MicNA 3aTBEPMXEHHS. 3MiHu || TURY
- 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN JaHUMN Ta
AaHuMu 3 hapMakoHarnagy - 3mMiHuM BHeCeHo A0
HCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby o po3gainis
"MpoTunokasaHHsa", "B3aemogis 3 iHLWMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aeMOgjii»", "Cnocib 3acTocyBaHHs Ta 4o3n",
"Mo6iuHi peakuji”. BBeAEHHSA 3MiH NPOTArom 6-Tu
MicALiB Nic/a 3aTBepAKEHHS.

274. | ®PAPMATEKC | kpem BariHaslbHWiA Na6opaTopi ®paHuis Brpo6HMK ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/1340/04/01
1,2 %;no 72 ry Ty6i A [HHOTEK BignoBigasnbHWIA 3a 3MiHu | TUNY - 3MiHK Woa0 peyenma
Yy KOMMNAEeKTi 3 IHTepHacbiio BTOpPUHHE 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
annikaTopom- Haslb nakyBaHHs, BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
fosartopom; no 1 KOHTPO/b Ta BUMYCK BuAauvi peectpauiliHoro NocBigueHHs,

Ty6i Y KAPTOHHiIl cepil: BK/IlOYaoun MNnaH ynpasniHHA pusnkamu (iHWwi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
Kopobui IHHOTepa LLys3i, 3MiHM). 3assBHUKOM HaZaHO OHOB/IEHY BEPCit0
PpaHuis; MnaHy ynpasniHHA pusnkamu Bepcii 2.0. 3MiHu
BHECEHO A0 YacTuH: Il «Cneyudikadis 3
Brpo6HMK 6e3nekn», V «3axoau 3 MiHimizauii pusukie», VI
BiANoBigabHUii 3a «Pe3lomMe nnaHy ynpasniHHA pusnkamus, VII
BMPOGHULITBO in «[logaTkv» BiANOBIAHO [0 BUMOTM €BPONENCHKOI
bulk, nepeuHHe Ta HacTaHoBY A0 IHTerposaHoro copmaty MNyP
BTOPUHHE (Rev.2.0.1 accompanying GVP Module V Rev.2,
nakyBaHHs, Human Medicines Evaluation Guidance on the
KOHTpO/b cepii: format of the risk management plan (RMP) in the
NabopaTtopis EU —in integrated format. Pe3tome MNnaHy
LLemiHo, ®paHuis ynpasniHHA pu3nkamu Bepcisa 2.0 gojaeTbes.
275. | PAPMATEKC | Tabnetkv BariHaneHi | Jlabopatopi ®paHuin Bnpo6HuK, PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 nionsieae UA/1340/05/01
no 20 mr; no 12 A [HHOTeK BignoBigasibHWI 3a 3MiHu | TMNy - 3MiHK Woa0 peyenma
Tabnertok y Ty6i; no IHTepHacbiio BMPOGHULITBO in 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
1 Ty6i B KAPTOHHiIlA Hanb bulk, nakyBaHHs, (iHWi 3MiHW) - 3MiHW BHECEHO [0 TEKCTY

Kopobui

KOHTPO/b Ta BUMYCK
cepii:
IHHOTepa LUys3i

MapKyBaHHS yMakoBKM NikapcbKoro 3acoby, a
came pefaryBaHHs Ta AJONOBHEHHSA [0 TEKCTY
BTOPMHHOI ynakoBku n.5, n.8, n.15 ta nepBuUHHOI
yMakoBKM M.6; BUAAIAETLCA TEKCT 3a3HAYEHWI
pocilicbKolo MOBO. BBefeHHs 3MiH NpoTArom 6-
TN MiCALIB Nic/a 3aTBEPLKEHHSA. 3MiHM | Tvny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO
[0 IHCTPYKUiT 415 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby o po3ginis "MokasaHHs"
(peparyBaHHs nepeknagy) Ta "OcobnmnBoCTi
3acTocyBaHHA" BifnoBigHO A0 OHOB/IEHOT
iHhopMaUii woa0 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6-T1 MicALiB Nicnsa 3aTBEPLKEHHA. 3MiHM | Tvny -
3MiHN Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(1) o
3060B'A3aHb Ta YMOB BUavi peecTpadiiHoro
noceiAYeHHs, BKNoYaroun Mnax ynpasniHHA
pv3vkamMm (iHWi 3MiHK) - 3asBHWKOM HaAaHo
OHOB/IEHyY BepCito MnaHy ynpasBniHHSA pu3nkamu
Bepcii 2.0. 3mMiHM BHeceHo A0 yacTuH: |l
«Cneundpikauis 3 6esnekn», V «3axoam 3
MiHimi3aLii pusmnki», VI «Pe3tome nnaHy
ynpaB/iHHA pusnkammn», VIl «ogatkun»
BiANOBIAHO [0 BUMOr EBpPONECbKOI HaCTaHOBY
0o IHTerposaHoro cpopmaty NyP (Rev.2.0.1
accompanying GVP Module V Rev.2, Human
Medicines Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —in
integrated format. Pe3stome MnaHy ynpasniHHsA
pu3nkamm Bepcia 2.0 gogaeTtbes. 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMW iaHUMK 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKLUT 4719 MEANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis
"MpoTunokasaHHsa", "B3aeMogis 3 iHLIMMU
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiin»", "Cnoci6 3acTocyBaHHs Ta fo3un",
"Mo6iuHi peakuii”. BBeAeHHSA 3MiH NPOTArom 6-Tu
MiCALIB Nic/1a 3aTBepAKEHHS
276. | PEAVNH-20® Kancynu no 20 mr; OPIAHOCU OAE EBepTomKeH flaiich IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1239/01/01
no 10 kancyny H CaeHcus JlimiTeq 3MiHu | TMNy - 3MiHK Woa0 peyernmom
6nicTepi; no 3 NIANOCAEH 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
6nictepy B nauui 3 CnN3 (E® (iHWi 3MiHW). 3MiHVM BHECEHO B TEKCT
KapTOHY 3ET ) MapKyBaHHS BTOPVHHOI YNaKoBKW /TikapCbKOro
3aco0y y NyHKT 17 Ta B TEKCT MapKyBaHHs
NepBUHHOT YNakoBKK Y NYHKT 6. BBeAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS
277. | ®NNYOKCETWU | Tabnetku, BKpUTI TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/8591/01/01
H 060/10HKO10, M0 20 BO 3 BMPOBGHULTBA, 3MiHu | TMRY - 3MiHK Woa0 peuyenmom | nidssizae
mr; no 10 TabneTok OBMEXEH KOHTPO/Ib SIKOCTI, 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
B 6nicTepi; no 1 abo oK BMNYCK cepil: 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
no 2 6nictepa B BIANOBIOA ToBapucTBO 3 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
nauuj 3 KapToHy NbHICTHIO 06MexeHo MeJMYHOro 3acTOCyBaHHA Ha MigcTasi
«KOPINOPA BiAMNOBIAA/IbHICTIO perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
LA "[ocnigHnii 3aBof nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
«300POB’'A "THUC", YkpaiHa,;

»

BCi cTagji
BMPOBGHULTBA,
KOHTPO/Ib SIKOCTI,
BMNYCK cepil:
ToBapucTBo 3
0bMexXeHoto
BifNOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a”, YkpaiHa,;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoto
BiANOBIA&/IbHICTIO
"®APMEKC Irpyn",
YKpaiHa

3acTOoCyBaHHS NikapCcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLliHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NMiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (iHWi 3MiHK). 3MiHN BHeCeHi [0 IHCTpyKU;ii
ONS MeAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "MpoTunokasaHHs",
"B3aemogis 3 iHWMMWM flikapcbkumu 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHoCTi abo rogyBaHHs rpyaar”, "ditn",
"Mo6iyHi peakuii” Woa0 6e3nekn 3acTocyBaHHSA
Ai040T PEYOBVHM Ta BHECEHI pefakLiliHi npaBku
o po3ginis "Cknag'", "B3aemogis 3 iHWNMU
nikapcbknmy 3acobamu Ta iHLWi BUAn
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHS",
"Mo6iuHi peakuii”. BBeAEHHSA 3MiH NPOTArom 6-Tu
MicaLiB nicnsa 3aTBepmKeHHA.CynyTHS 3MmiHa-
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(1) ao
3060B'A3aHb Ta YMOB BUJadi peecTpadliiHoro
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n/n

JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

278.

DNYCTUH

Tabnetkun no 20 mr;

BIB TAN®

nocBig4YeHHs, BKIoYatoun MnaH ynpaeniHHA
pu3nkamm (3acTocyBaHHA TEKCTY, AKWi
NOroXEHN 3 KOMNETEHTHM OpraHoMm).
3asBHVKOM HaiaHO OHOBEHWI MnaH
ynpas/iHHA pu3nkamu Bepcis 2.0.
3MiHN BHECEHO [0 YacTuH: | «3aranibHa
iHchopmauis» V «3axoam 3 MiHimi3aLii pu3mnkiB»
VI «Pe3tome nnaHy ynpasniHHA pusnkamm»
VIl «Qopatkun» (goaatku 1-8) 3rigHo 3rigHo 3
iHchopmaLieto W00 MeANYHOTO 3aCTOCYBaHHS
BiANOBIAHO 10 OHOB/EHOT iHGOpMaLii 3 6e3neku
o Aitoviil peyoBuHi.
Pestome MnaHy ynpaeniHHA pu3vikamn Bepcist
2.0. pogaeTbes.

nocsi0OYeHHs

279.

®NYLUMHAP®

no 10 Tabnetok y
6nictepi; no 1
6nictepy y
KapTOHHIA Kopoo6Li

rens, 0,25 mr/r; no

ann

TOB "BayL

IHais

Bisimepg Jlabc N1g

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
HCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
nikapcbKkoro 3acoby go posginis "OcobamBocCTi
3acTocyBaHHs" Ta "Mo6iyHi peakwji" BignoBigHO
[0 pekomeHaauin PRAC.

3a
peyerimom

He
nionsieae

UA/19908/01/01

15 ry Ty6i; no 1 Ty6i
B KapTOHHIi Kopo6Lyi

Xenc
YkpaiHa"

Ykpaina

dapmzasog Enba
AT.

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3acoby. 3miHa y meTogax

BMNPOBGYBaHHS roTOBOTrO NiKapCbKOro 3acoby

(He3HayHa 3MmiHa y 3aTBEPAKEHNX MeTofax

BMMNPO6YBaHHS) - He3HauHi 3MiHM 3a NOKa3HUKOM
"KiflbkicHe BU3Ha4yeHHs p/1yoLNHONOHY

aueToHigy" metogom BEPX. 3MiHM cTOCYHOTbCA

LL{0A0 ONTMMI3aLi NpUroTyBaHHsA BUNPOBYBaHOro

pO34KHY, yMOB XpomarorpadyBaHHs,
npuaaTHOCTI XpoMaTorpadiyHoi cuctemmn Ta
po3paxyHkiB. He3HauHi pegakuiiHi 3MiHU. 3MiHK
| Tuny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3miHa y MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y

3aTBEPPKEHNX METoaxX BUNPOGYBaHHS) -

3a
peyerimom

He
nionsieae

UA/2878/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

He3HauHi 3mMiHM 3a noka3HuKom "KisibkicHe
BU3HaAYeHHSA MeTunaparigpokcnbeHsoarty Ta
nponinnaparigpokcnbeHsoary" metogom BEPX.
3MiHU CTOCYIOTbCS LLOA0 ONTUMI3aLi
NpUroTyBaHHA BUNPOGYBAHOIO PO34MHY, YMOB
XpomatorpacdysaHHs, NpuaaTHOCTI
XpomaTorpadiyHoi cucTemmn Ta po3paxyHkis.
Hes3HauHi pefakuiiiHi 3MiHW

280.

®OPIrEHMIM-
1000

NOPOLLIOK AN1A
pO34nHy Ans

iH ekuilA, no 1000 wr;
no 1 dpnakony y
KapTOHHIA ynakoBL,i

CeHc
Na6opatopi
c Mert. Jita.

IHais

CeHc labopaTopic

Met. 14,

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHs MePBUHHOI (MyHKTYK 2, 3, 4, 6) Ta
BTOPWHHOI (MYHKTK 2, 8, 12, 13, 17) ynakoBOK
nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH
npoTsArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS.

3a
peyerimom

UA/19178/01/01

281.

DOPTYM®

NOPOLLIOK A”A
PO34nHy A5 iH'eKUI
no 500 mr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHI KopoobLi

TOB"CaHpo
3 YkpaiHa"

YKpaiHa

Eii Ci Ec flo6dhap

C.n.A.

ITanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHY y3rofi)KeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHoM) - 3MiHU BHECEHO B
IHCTPYKL,iI0 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby ao posainis "OcobnmBocTi
3acTocyBaHHs" Ta "Mo6iuHi peakwji" BignoBigHO
[10 OHOBNEHOT iHdhopMaLii Wwoao 6e3nekn
3aCTOCyBaHHS Ajit040i peyoBVHM 3rigHO 3
pekomeHgauieto PRAC. TepMmiH BBEAEHHS 3MiH -
npoTarom 6 MicauiB Nicns 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/1636/01/01

282,

DOPTYM®

NOPOLLIOK AnA
PO34MHY A8 iH'EKLR
no 1r; 1 cpnakoH 3
NOPOLLKOM Y
KapTOHHI KOpoOLyi

TOB"CaHpo
3 YKpaiHa"

Ykpaina

Eii Ci Ec flo6dhap

C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapaKTepuUCTuL NiKkapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iHCTPYKUiT A1s
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynspHoO OHOB/IOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpaviiinii nepiog, abo sk pesynbtar
OL}iHKM 3BIiTY 3 AOCNIAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiatpuyHUX JOCNiLKeHb
(PIP) (3MiHY y3rof)keHO 3 KOMMETEHTHUM

3a
peyenmom

He
nidnsieae

UA/1636/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

YMOBHOB&XEHVM OpraHoM) - 3MiHU BHECEHO B
IHCTPYKLil0 ANS MeAnYHOro 3acToCyBaHHS
nikapcbKoro 3acoby go posgainis "OcobamBocTi
3acTocyBaHHs" Ta "MobiuHi peakwji” BignoBigHO
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCyBaHHA Ait040T PeYOBUHM 3rigHO 3
pekomeHpauieto PRAC. TepMiH BBeAEHHS 3MiH -
NpOTArom 6 MicsLiB MiCNs 3aTBEPYKEHHS.

283.

DOPTYM®

NOPOLLIOK AN1A
pO34nHYy A5 iH'EKUINA
no 2r; 1 pnakoH 3
NOPOLLKOM Y
KapTOHHIA Kopoo6Li

TOB"CaHpo
3 YkpaiHa"

Ykpaina

En Ci Ec Job6dap
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rofi)xeHo 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHoMm) - 3MiHVN BHECEHO B
IHCTPYKLiI0 4151 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby go posginis "OcobamBocTi
3acTocyBaHHs" Ta "Mo6iuHi peakwji" BignoBigHO
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCyBaHHA Ait040T PEYOBUHM 3rigHO 3
pekomeHpauieto PRAC. TepMiH BBeAEHHS 3MiH -
NpoTSArom 6 MicsLiB MiCNs 3aTBEPAXKEHHS.

3a
peyerimom

He
niossieae

UA/1636/01/03

284,

DPID/10
KNISMA

PO34NH pPeKTasIbHUIA,
21,41/9,41B118
mMa; no 133 mny
oNakoHi 3
iHOYKUiAHOO
MembpaHolo,
HaKOHeYHVKOM Ta
KoBna4kom, no 1

donakoHy y
KapTOHHI ynakosL,i

TOB
"TNEQ®AP
MnaTa"

Ykpaina

KYCYM XENTXKEP
NBT ATA

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MmiHu | TNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax NpuAaTHOCTI abo yMoOBax 36epiraHHs
roTOBOrO NiKapcbKoro 3acoby (36i/bLIeHHS
TEepMiHy nNpuaaTHOCTI FOTOBOro NiKapcbKoro
3acoby) - /19 TOprosoi ynakoBkn
(niaTBEPOXKYETLCA AAHUMW peasibHOro Yacy).
36iNblLUEHHA TEPMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHNUX
pesynbTaTiB [OBrOCTPOKOBUX AOCIKEHb

CcTabinbHOCTI y peasibHOMY Yaci, fitoya pefakuis:

2 poku;

NnpornoHoBaHa pefakuisi: 3 poku. 3MiHNM BHECEHO
B iHCTPYKL,it0 415 MEAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin «TepMiH
nNpuaaTHOCTI». BBeAeHHS 3MiH NpoTsArom 6-tu
MiCALB Nicaa 3aTBepAKEHHSA

6e3
peyenma

nionsieae

UA/17753/01/01

285.

®YLUC® AT

TabneTkn
avcneprosaHi no 50
Mr in bulk: no 4

TOB
«MNEAPAP
M NTO»

YkpaiHa

KYCYM XENTXKEP
NBT NTA, IHais;
KYCYM XENTXKEP

IHais

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa

UA/19806/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tabnetkn y 6nictepi;
no 100 6nicTepiB y
KapTOHHIlA KOpO6L

MBT NTA, IHais

ab0 BBeEHHS 40A4ATKOBOI AiNbHUL
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOGHNYOro NPOLLECY FOTOBOTO JliKaPCbKOro
3ac00y (AiNbHWLA 415 BTOPUHHOTO NakKyBaHHS) -
BBE[EHHS aNibTepHaTUBHOIO BUpobHUKa TOB
"TNEAPAPM NTA", YkpaiHa BignosifasbHOro 3a
BTOPWHHE NaKyBaHHS 3 npoaykuii in bulk,
BUrOTOB/IEHOT BUPOGHKOM KYCYM XE/TTXKEP
MBT NTA, IHais. 3a3HaveHHs hyHKUil BXe
3aTBEpMAXEHUX BUPOBHNKIB. BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPIAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY cepii
Ta KOHTPOJI0 SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AoaaBaHHsA BUPOOHNMKA, LLIO
BiANOBiAae 3a BBE3EHHA Ta/abo BUNycK cepil) -
Bkntoyaroun KoHTposib/BUNpobyBaHHA cepii -
BBE[IeHHA a/lbTepHaTMBHOTO BUPo6Huka TOB
"TNEA®PAPM NTA", YkpaiHa BiANOBiAa/IbHOTO 3a
KOHTPO/b AKOCTi Ta BUMYCK cepii 3 NpoayKui in
bulk, BurotoBneHoi BupobHukom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayeHHs
OYHKLI/ BXXe 3aTBEPAKEHUX BUPOOHNKIB.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

286.

®YLUC® AT

TabneTku
avcneprosaHi no 50
Mr; o 4 Tabnetkn y
cTpuni abo 6nictepi,
no 1 ctpuny a6o
6nictepy B
KapTOHHI ynakosL,i

TOB
«MNEAPAP
M NTO»

Ykpaina

BMPOGHMLITBO,
nepBuHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BUMYCK cepil
abo
BUPOGHULTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHAis
abo
KYCYM XENTXKEP
NBT NTA, IHais;
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BUMNYCK Cepii 3
npoaykuii in bulk:
TOB «MEAPAPM
NTO», YkpaiHa

IHpis/
Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
ab0 BBefeHHA A04ATKOBOT AifIbHUL
BMPOBHMLTBA A151 YaCTWUHM ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (4ibHMUA 419 BTOPUHHOTO NakyBaHHS) -
BBE[IeHHA a/lbTepHaTMBHOTO BUPo6Huka TOB
"TNEAPAPM NTA", YkpaiHa BiANOBiAa/IbHOMO 3a
BTOPWHHE NakyBaHHS 3 npoaykuii in bulk,
BMrOTOB/IEHOI BUpo6HKoM KYCYM XENTTXKEP
MBT NTA, IHAjA. 3a3HayveHHs OyHKUIl Bxe
3aTBEPMAKEHNX BUPOOHVKIB. BBEAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TURNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBGHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYIOTLCSA BUMYCKY cepii
Ta KOHTPOJIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa ab0 foAaBaHHS BUPOOHMKA, L0
BiANOBIAaE 3a BBE3€HHSA Ta/abo BMNycK cepil) -
Bk/1tovaloumn KOHTpOsb/BUNPOBYBaHHSA cepii -
BBE/IEHHS a/IbTEPHATNBHOIO BMPO6HUKa TOB
"TNEAPAPM NTA", YkpaiHa BignoBigasbHoOro 3a
KOHTPOJb SIKOCTi Ta BUMYCK cepii 3 NpoAyKuii in

3a
peyerimom

He
niossieae

UA/7617/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
bulk, BurotoBneHoi BupobHukom KYCYM
XENTXKEP MNBT NTA, IHAiA. 3a3HayeHHs
ChYHKLi/ BXe 3aTBEPAKEHUX BUPOBHWKIB. Y
3B'A3KY 3 BBEJEHHAM [04aTKOBOrO BUPOOHUKA —
3aTBEPMAKEHHS IHCTPYKLT 418 MeAUYHOro
3aCTOCYyBaHHS Ta TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans 40AaTKoBOro
BMpo6HUKa (TOB «MMELPAPM NTA», YkpaiHa).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHW Woa0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHS! NEPBUHHOI (M. 6) Ta BTOPUHHOT (1.
4, 8, 16, 17) ynakoBKv NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS.
287. | XAANIMA PO34UH O151 iH'EKLLNA, CAMCYHI Pecny6nika BMpO6GHULUTBO /13y Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/20533/01/01
40 mr/0,8 mn; no 0,8 BIOEMIC Kopes nonepegHL0 Cnony4eHi 3MiHu | TMNy - 3MiHK WoAa0 peyernmom nionsieae
M1y nonepegHbo KO., NTA. HarnoBHEHOMY LWTaTtn 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
HanoBHEHOMY 04HOPa30BOMY Amepukn (iHWi 3MiHW).
0fiHOpa3oBOMY Lnpuui 3i ckna Tuny (CwA)/ 3MiHN BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
Wwinpuui 3i ckia Tuny | 3 ronkoto 3 IpnaHgis/ 3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
| 3 ronkoto 3 HepXasito4ol cTani, ITania/ "Nikapcbka dhopma.” Ta "Cnocié 3acTocyBaHHs
Hepxasitouoi cTasi, KOBMa4KoM rosiku 3 HigepnaHgm Ta fo3n." nigpo3gain "[HeTpykuis ans

KOBMaYKOM FOJIKN 3
)KOPCTKOI0
060/10HKOI0 Ta
ryMOBVM
yulifibHIOBa4eM; no
2 nonepefHbLO
HarnoBHEHWX
0[IHOPa30BUX
Lnpmum 3
3aXMCHUMU
Kopnycamm,
yrnopamu gns
nanbLd Ta WwWrokamm
NOpLUHA B
cTaHgapTHO-
€KCMOPTHI ynakoBLi
B KapTOHHI Kopo6Lyi
abo

no 2 nonepesHbLo
HarnoBHeHi
0/JHOPAa30Bi PyuKM,
L0 MiCTATb
nonepegHLo
HarnoBHeHi
OfIHOPA30Bi LUNPULK,
B CTaHAApPTHO-

XXOPCTKOI0
060/10HKOI0 Ta
ryMOBUM
YLifIbHIOBAYEM;
KOHTPO/b SIKOCTi Npy
BUMYCKY cepii 3a
nokasH1Kkamm
«CTepusbHICTb» Ta
«EHO,0TOKCUMHU»:
KataseHT
Benbmxiym, benbris;
KOHTPO/b AKOCTi Npu
BUMYCKy cepii 3a
BCiMa NnokasHukamu,
OKpiM MOKa3HMKa
«CTepuIbHICTb;
KOHTPO/b SIKOCTi Npy
BVBYEHHI
CTabiNbHOCTI 3a
BCiMa NoKasHUKamMu:
€BpochiHC
NaHkacTep
Nab6opaTtopis, IHK,
CnonyueHi LWWtatn
Amepuku (CLUA);
KOHTPO/b SIKOCTi Npy

CaMOCTIiHOro BBeAEHHS MiKapCbKoro 3acoby
XAONIMA". 3MiHu | TUnNY - 3MiHW 3 AKOCTI.
[oToBWiA nikapcbkmii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roToBOro NikapcbKoro 3acoby (36iNbLIeHHs
TEePMiHy NMPUAATHOCTI FOTOBOTO NiKapCbKOro
3aco6y) - 36inbLUeHHs TepMiHY NpuAaTHOCTI
niKapcbkoro 3acoby
6i0/10r4YHOr0/iIMyHOMOTYHOTO MOXOAYKEHHS Ha
OCHOBI pe3ynbTaTiB AOCMiMKEHb CTabIIbHOCTI,
npoBeeHUX BiANOBIAHO A0 3aTBEPMAXKEHOIO
NpOTOKONY.
36inbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby Ha nigcrasi pesynbTaTis
OOCnifKeHb CcTabinbHOCTI, NPOBEAEHNX
BiZJNOBIAHO [0 3aTBEPLKEHOr0 NPOTOKOAY, 3 3
pokiB A0 42 micsiLiB 3a yMOBM 36epiraHHs npu
Temnepartypi Big 2 go 80 C Ha nigcTasi
pe3ynbTaTiB AOC/igpKeHb cTabinbHOCTI 3 cepiit
PVR (SB5PV01, SB5PV02 Ta SB5PV03),
npoBefeHnX BifNOBIAHO [0 3aTBEPAKEHOrO
npotokony (po3gimm 2.3.P, 3.2.P.8.1 Ta
3.2.P.8.3). TakoX 3MiHN BHECEHO [0 IHCTPYKL,i
ONS MeAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3acoby Ao po3ainy "TepmiH npuaaTHocTi."
(3aTBEpPAKEHO 3 POKM, 3aMPONOHOBAHO 42
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

€KCMOPTHI ynakosLi
B KapTOHHIi Kopo6uyi

BUMYCKy cepii 3a
BCiMa NnokasHukamu,
OKpIM MOKa3HUKIB
«CTepubHICTb» Ta
«EHA0TOKCUHU;
KOHTPO/b AKOCTi Npu
BUBYEHHI
cTabiNbHOCTI 3a
BCiMa NoKasHuKamu,
OKpiM MOKa3HWKIB
«CTepusnbHICTb» Ta
«EHO,0TOKCUMHU»:
Mna QesenonmeHt
ARieneHg Nimitea,
IpnaHgis; KoHTposb
AKOCTI NPV BUBYEHHI
cTabiNbHOCTI 3a
nokasHukamm
«CTepubHICTb» Ta
«EHA0TOKCUMHU»:
Yapnb3 Pisep
JNabopaTopis
ARieneHg Nimitea,
IpnaHgis; BTOpUHHE
nakyBaHHS:
dapmayeyTidi
dopmeHTi C.N.A,,
ITanis; Bunyck cepii:
CamcyHr Bioenic H/
B.B., HigepnaHngu

Micsaui). 3miHu | Tvny - 3miHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y MeTogax BUNPOGyBaHHs
A®| abo BuxigHOro Matepiany/npoMixxHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BUpo6HMLTBa AP (iHWi 3MiHK Y
MeToAax BUNpobyBaHHA (BK/IOUAKUN 3aMiHy
abo gonoBHeHHs) A®| abo
BVXiZAHOr0/NPOMIXHOro NPoAyKTy). 36iNbLUEHHA
TEePMiHy NPUAATHOCTI NePBUHHOTO CTaHAapTHOro
3paska cepii RS-SB5-01, skuii
BUKOPVCTOBYETLCA 159 KOHTPOO SAKOCTi Npnt
BMNYCKY Cepii, 4151 KOHTPOIO SAKOCTi Npur
BVMBYEHHI CTabiNbHOCTI Ta 419 Aoka3y CTPYKTypu
Ta iHWKX XapakTepuctuk A®l aganimymas, 3 72
MicsauiB Ao 108 micAuiB Ha NigcTasi pesynbTartis
[ocnigpkeHb cTabinbHocTi (po3ginm 2.3.S Ta
3.2.S.5). 3MiHu | TNy - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BMXxigHOro MaTepiasy/MpoMiXHOro
NPOAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHSA (BK/II0HYAKUN 3aMiHy
a60 fonoBHeHHs) APl abo
BVXiAHOrO/NPOMIXXHOr0 NPOAYKTY). 3MiHa
KOHTPO/IbHOTO 3pa3ky B METOAMKaX 3a
nokasHukamu "AHasi3 3B’si3yBaHHs
KOHKYPEHTHOrO iHribyBaHHsA 3 )akTOpOM HEKpo3y
nyxnvHu anbga (PHM-anbha)metogom
dh/TyopecLeHTHOro pe3oHaHCHOro nepeHocy
eHeprii (FRET)" Ta «AHani3 HeliTpanizauii ®HM-
anba 3a [onoMoror penopTepHoro reHa NF-
KB» 3 «Xymipa®» Ha «aganiMmymab» (po3ain
3.2.5.4.2), Ak HacnifoK 3miHa y MeTogax
BUMPOOYBaHHA B rOTOBO/IMY NiKapPCbKOMY
3acoby.

288.

XENNEKC®
AHTUKONA

Tabnetku: in bulk: no
5000 TabneTok y
noagiliHomy
nonieTuieHoBomMy
nakeTi B KOHTelHepi

TOB "Mosi
Xenc"

YkpaiHa

CaBa Xenckea Jta,
IHais; MegiTon
dapmacbloTikas
Nta., YropwmHa

IHpis/
YropwmHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat BignosigHocCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikata
BiANoBIAHOCTI ab60 BUyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: ans
A®l; apns BUXigHOTO
matepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT peqoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
HoBwuii cepTuddikat Bif BXe 3aTBEPAXEHOr0
BMPOGHMKa
MogaHHA HOBOrO cepTudikaTa BifgnoBigHOCTI

UA/9664/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
€Bponevicbkinn hapmakonei Ne R1-CEP 2000-
144 - Rev 06 (3aTBepxeHo: MacTep-chaiin) ans
A®| napaveTamorny Bif 3aTBEPAKEHOIO
BMpo6bHuka Sri Krishna Pharmaceuticals Limited,
India.
289. | XENMNEKC® Tabnetku: no 4 TOB "MoBi Ykpaina CaBa Xenckea Jitg, IHgis/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/9824/01/01
AHTUKONA, Tabnetkn y 6nictepi; Xenc" IHAgia; MegiTon YropwuHa 3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT peyenma
no 1 6nictepy B dapmacbloTikas BignosigHocTI/TE-cepTudpikat BignosigHoCTi
KapTOHHI/ nayvj; no Nta., YropwmHa €sponelicbkin dhapmakonei/moHorpadii.
4 TabneTkn y MogaHHsA HOBOro abo OHOBMIEHOrO cepTudikaTa
6nictepi; no 1 BiANOBIAHOCTI a60 BUyYeHHs cepTudikaTa
6nictepy B BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
KapTOHHI/ nayuj; no A®l; ans BUXigHOTO
10 nayokK y rpynosii matepiany/peareHTy/NPoOMbKHOIO NPOAYKTY, L0
KapTOHHI/ ynakosLi; BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
no 4 TabneTtkm y [L0NOMIXHOT peqoBuHN (cepTudikaT
6nictepi; no 1 BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
6nictepy B HoBwuii cepTudikat Bif BXe 3aTBEPAXEHOr0
KapTOHHI/ nayuj; no BMPOGHMKa
20 nayok y rpynosii MopaHHA HOBOrO cepTudikaTa BifgnoBigHOCTI
KapTOHHI/ ynakosLi; €sponevicbkin hapmakonei Ne R1-CEP 2000-
no 10 Tabnetok y 144 - Rev 06 (3aTBepmxeHo: MacTep-daiin) ans
6nictepi; no 1 Ad| napaueTamony Bif, 3aTBEPIKEHOr0
6nictepy B BMpobHuka Sri Krishna Pharmaceuticals Limited,
KapTOHHI/ nayuj; no India.
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI/ naywj; no
10 nayokK y rpymnosii
KapPTOHHI ynakoBUi
290. | XE/MNEKC® Tabnetku: in bulk: no | TOB «MoBi Ykpaina CaBa Xenckea J1ta, IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/9722/01/01
AHTUKONA, 5000 TabneTok y Xenc» IHais; Megiton YropLwmHa 3MiHu | TUny - 3MiHK 3 AKkocTi. CepTudiikaT
DX noagiiHomy PapmacboTikau BignosigHocTI/lE-cepTudpikar BignosigHoCTi

nonieTnaeHoBoMy
nakeTi B KOHTelHepi

nra., YropwuHa

€Bponelicbkiin hapmakonei/MoHorpadii.
MogaHHSA HOBOrO abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0NOMIXHOT peyoBuHN (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBuii cepTudpikat Bif BXXe 3aTBEPAXEHOr0
BMPOGHMKa
MopaHHA HoBOrO cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2000-
144 - Rev 06 (3aTBEpOKEHO: MacTep-daiin) ans
A®| napaueTtamorny Bif, 3aTBEPIKEHOr0
BMpo6HukKa Sri Krishna Pharmaceuticals Limited,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
India.
291. | XE/MNEKC® Tabnetku; no 4 TOB «MoBi Ykpaina CaBa Xenckea J1ta, IHais/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/9825/01/01
AHTUKONA Tabnetkn y 6nictepi; Xenc» IHAaia; Megiton YropwmHa 3MiHn | TURY - 3MiHn 3 aKkocTi. CepTudikat peyenma
DX no 1 6nictepy B dapmacbloTikan BignosigHocTi/l E-cepTudikat BignosigHOCTI
KapTOHHIA nayuj; no NTa., YropwmHa €Bponelicbkiin hapmakonei/MmoHorpadii.
4 TabneTkn y MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
6nicTepi; no 1 BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
6nictepy B BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KapTOHHI/ nayvj; no A®I; onsa BuxigHoro
10 nayokK y rpymnosii marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
KapTOHHIA ynakoBL,i; BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
no 4 Tabnetkm y [0NOMDKHOT peyoBuHN (cepTudikaT
6nicTepi; no 1 BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
6nictepy B HoBuii cepTuchikat Bif BXXe 3aTBEPAXEHOr0
KapTOHHI/ nayvj; no BMPOGHMKA
20 nayok y rpynosiii MoaaHHA HOBOroO cepTuduikaTa BifNOBIAHOCTI
KapTOHHIA ynakoBLi; €Bponelicbkiit hapmakonei Ne R1-CEP 2000-
no 10 TabneTtok y 144 - Rev 06 (3aTBEpOKEHO: MacTep-daiin) gns
6nicTepi; no 1 A®| napauetamory Bif 3aTBEpPAKEHOrO
6nictepy B BMpo6Huka Sri Krishna Pharmaceuticals Limited,
KapTOHHI/ nayvj; no India.
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI/ nayuj; no
10 nayokK y rpynosii
KapTOHHI ynakosL,i
292. | XE/MNEKC® cnpeii ons poToBoi Mosi Xernc LLiBefiuapis NOBHUIA LMK TypeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/18887/01/01
NAP NMOPOXHUHWU, PO3YMH; X BUPOGHMLTBA: 3MiHu | TMNY - 3MiHKW 3 sIKOCTi. ToTOBUIA peuenma
30 M1 po3UnHY Y [esa XonguHr A.C., nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
CKNAHOMY (priakoHi 3 TypeyunHa; ab0 BBeeHHS 104aTKOBOI AiNbHUL
posnunBayem y BTOPVHHE BMPOBHMLTBA 4151 HACTUHM ab0 BCbOro
KapTOHHI KOpooLyi nakyBaHHs: BMPOBHMYOrO NPOLECY FOTOBOTO JliKAPCbKOro
[esa XonguHr A.C., 3aco6y (AibHULA ANS BTOPUHHOTO NakKyBaHHS).
TypeyunHa [ofaBaHHA anbTepHaTUBHOI BUPOGHMYOT
AiNbHULI BigNOBifasIbHOT 38 BTOPUHHE
nakyBaHHS, [0 BXe 3aTBEepPpKEHOro BUPOOHMKa
BiANOBIAA/ILHOTO 3a NOBHUIA LMK/ BUPOGHMLTBA
[esa XonguHr A.C., TypeyunHa.
293. | XENIAEPM- Kpem ans TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/11691/02/01
340POB'A 30BHILLHBOrO BO 3 06MexeHo 3MiHu | TURY - 3MiHN LWoAo peyenma
3acTocyBaHHA 5 % OBMEXEH BiANOBIAA/TbHICTIO 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsay
no 15r, no 30 r abo oK "GapmMaueBTNYHa (iHWi 3MiHW).
no 100 ry Ty6i; no 1 BIANOBIOA KomnaHis "3gopos'a” OHOB/1EHHA TEKCTY MapKyBaHHS NEPBUHHOT Ta
Ty6i y kopob6uji 3 JIbHICTHO BTOPVHHOI YNaKoBOK JlikapCbKOro 3acoby, a
KapToHY «KOPINOPA came:
uiA - BUJTyY€HO iHhopMalLlito, 3a3HaYeHy POCiiCbKO
«30POB’A MOBOI;

»

- NepeHeceHO0 MiXXHapPOAHI NO3HAYEeHHA OAVHULb
BUMIpIOBaHHS;




227

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
- YTOUYHEHO iHhopMaLiiio LoA0 /ToroTuny
3asBHVKa Ta TeXHIYHOT iHdhopMaLiT;
- YTOYHEHO iHchopmalLlito, fka BiAnosifae
IHCTPYKLUIT 4719 MeANYHOro 3acTOCYBaHHS
nikapcbKkoro 3acoby;
- BHECEHO HEe3HauHi pefakLiiiHi NpaBkn B TEKCT
MapKyBaHHS YNakoBOK NiKapCbKOro 3acooy.
TepMiH BBEEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepikeHHs.
294. | X/ZIOPO®ININ | po3unH oniiHuiA, 20 MAT YkpaiHa MAT "Fanuudcpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/4551/01/01
T®APTEPIYM | mr/mn, no 25 mn a6o "Tanuudap 3MiHu | TURNY - 3MiHK 3 siKoCTi. FoTOBWMIA peuyenma
30 mn 'y donakoHi; no m" nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
1 donakoHy y nauui peyoBuMH. 3MiHa NapameTpiB cneuudikauii
Ta/abo fonycTUMUX MEX A1 AONOMDKHOT
peyoBuHM (iHWi 3MiHK). MpuBeaeHHA
cneuudikayii JONOMKHOI peyoBuHM Onist
CoHsILLHMKOBA 10 BUMOT MoHorpadii EP
SUNFLOWER OIL, REFINED (1371).
295. | UMKNOKC® TabneTku, BKpUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/19243/01/01
nNiBKOBOIO «TNEQDAP NBT NTA 3MiHu | TMRY - 3MiHK Woa0 peyenmom
o6onoHkoto, no 10 M NTA» 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mr; no 14 tabnetok (iHWi 3MiHW) - 3MiHN BHECEHO Y TeKCT
y 6nictepi, no 2 abo MapKyBaHHS NepBUHHOI (M. 2, 6) Ta BTOPUHHOI
no 4 6nictepa y (n. 2, 8,12, 13, 16, 17) ynakoBOK NikapCbKOro
KapTOHHIA ynakoBL,i 3aco6y. TepmiH BBELEHHSI 3MiH NPOTArom 6
MiCALB Nicaa 3aTBepAKEHHSA
296. | LMKNOKC® TabneTkn, BKPUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/19243/01/02
NNiBKOBOO «TNEJ®AP NBT NTA 3MiHu | TUNY - 3MiHK Woa0 peyenmom
060/10HKO0, N0 20 M NTO» 6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
Mr; no 14 TabneTok (iHWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
y 6nicTepi, no 2 abo MapKyBaHHs NepBUHHOI (M. 2, 6) Ta BTOPUHHOIT
no 4 6nictepa y (n. 2,8, 12, 13, 16, 17) ynakoBOK NiKapCbKOro
KapTOHHIi ynakoBui 3acoby. TepmiH BBEEHHS 3MiH NPOTArom 6
MicsLIB NicNsa 3aTBEpPAKEHHS
297. | UNTPIK® MOPOLLIOK AN AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/15885/01/01
OpasibHOTO PO3UUHY, "®apmak” 3miHu | TYny - 3MiHK 3 SKOCTi. FoTOBUIA peyenma

no 13,60 r B cawle;
no 10 cawe B nauyui
3 KapTOHY

nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByvH. 3MiHa NnapameTpiB cneuudikawii
Ta/abo foMyCTUMUX MeX AN JOMOMiIKHOT
peyoBUHM (iHLWi 3MiHWM) BHECEHHS 3MiH [0
Cneuudpikanii/MeToais BUNPOGyBaHHSA
[OMOMDKHOT peyoBmHY Llykop nogpiGHeHwi
(nygpa) - 3mMiHa nepiognYHOCTI MixonepaviiHoro
KOHTposto A®I: - 3a nokasHukamu "Mpo3opicTb
po3unHy", " KonbopoBsicTb po3unHy”, "HacunHa
rycTuHa BifibHa", "P0o3Mip YacTok",
"Mikpob6ionoriyHa yncToTa" - KOHTPO/b
NPOBOANTLCS NPY 3MiHi NapTii CMPOBUHN
0[IHOPa30Bo; - 3a NnokasHukom "Onuc" -
KOHTPO/1b NPOBOAMTLCS A/151 KOXHOI cepii Ta npu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
36epiraHHi npoaykTy 6inblwe 72 rog (nicns
NOBTOPHOro noApioHeHHs). CynyTHSA 3MiHa -
3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6.
KOHTPO/b fONOMIDKHIX PeYOBUH. 3MiHa Y
mMeToAax BUNpo6yBaHHSA [OMNOMDKHOI PEHOBUHM
(iHWi 3mMiHM y MeTOoAax BUNPOBYyBaHHSA
(BK/KOYAKOYM 3aMiHy ab0 foAaBaHHs))
298. | UATPIK® NopoLUoK AN AT Ykpaina AT "dapmax” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 niosnsieae UA/15885/01/01
OpasibHOro PO34nHY; "®apmak” 3MiHu | TMNy - 3MiHK WoA0 peyenma

no 13,60 r B cawe;
no 10 cawe B nauui
3 KapTOHY

6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX
BIANOBIAHO [0 MaHy nejiaTpUyHNX JOCAiAKEHb
(PIP) (3MiHY Y3roi)XeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKLUT 4719 MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao posainis "Bsaemogis 3
HLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUam
B3aemogiit, "OcobamBOoCTi 3acTOCyBaHHS",
"Mo6iuHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iH(bopMaLii 3 6e3nekmn 4ityoi pevyoBuHN
(napaueTtamory) 3rigHO 3 pekoMeHaaLlissMm
PRAC. TepMmiH BBeZileHHS 3MiH - NPOTArom 6
MiCALIB NiCNSA 3aTBEPAYKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) - 3MiHM BHECEHO A0 iHCTPYKLi 415
MeAMYHOro 3acTOCyBaHHA /likapCbKoro 3acoby
00 po3giny "Mo6iyHi peakuii” (LWoano
NOBIAOMMEHHA NPO MifO3PIoBaHi NOGIYHI
peakuiji).
TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepAKeHHs.

*y pa3i BHeceHHs1 3MiH 00 iHCMpYyKYii Ipo MeduYyHe 3acmocyBaHHs

B.o. Haua/bLHUKAa
dapmareBTUYHOr0 YNpaB/IiHHSA

Onexkcanap I'PINEHKO
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