MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

25 rpyansa 2025 poky Ne 1955

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o ctaTTi 9 3akoHy YKpainu «I1po mikapceKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peecTpallii (TepepeecTpaiiii) JikapcbKUx 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocraHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [Tosio>keHHS TIpo
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEeHHsI 3MiH [I0 peecTpal[ifHuX MaTepia/liB Ta peKoMeH/allil JTiKapCbKOro 3aco0y
[0 Jlep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCceHHS 3MiH [0 peeCTparjiiHuX
MarepiaiiB, 1[0 HafilMIuM 40 MiHiCTepcTBa OXOPOHU 3[I0pPOB’S YKpaiHW JIMCTOM
Jlep>KaBHOIO MiJNPUEMCTBA «lep;kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa 0XOPOHU
310poB’a YKpainu» Bif 18 rpyans 2025 poky Ne 3575/5.2-25,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiuHI TIperapaT) Ta
BHECTHU ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rigHO 3 JogaTkoM 1.
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2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni
rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobGiosioriuni mpemnapaTu) Ta Jlep>kaBHOTO peECTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y [ep)KaBHill peecTpaliii/miepepeecTpariii TiKapchbKUX 3aco0iB
(MeguuHUX iMyHOOiONOTiYHMX TIperiapaTtiB) Ta BHECEHHiI 3MiH [0 peecTpaljiiHuX
MaTepiasiB Ta []ep>KaBHOTO pPe€eCTpy JTiKapChbKUX 3aC00iB 3TiIHO 3 10AATKOM 4.

5. ®apmanieBTuHoMy yripaBiiHHiO (OsekcaHgpy ['pirieHKy) 3abe3meunTi
OTIPW/TIO/IHEHHSI I[bOTO0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU

3[10pOB’s YKpaiHU.

6. KOHTpO/1b 3a BUKOHAaHHSAM L[bOT'0 HaKa3y IOK/JIaCTU Ha 3acTyIrHuKa MiHicTpa
Enema ApamaHoga.

MinicTp BikTop JIALIKO



ITEPEJIIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif, 25 rpyaHa 2025 poky Ne 1955

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

BHOCATBHCHA 4O JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
1. | APENIA® Kpem 0,5 mr/r; no 15 TOB Ykpaina MAT YkpaiHa peecTpavuis Ha 5 pokiB 3a He UA/21090/01/01
ry Ty6i, no 1 1y6i B "APTEPIYM "Kuismegnpen peyenmom nionsieae
nauuj; no 30 ry Ty6i, nTta apat" Pestome MYP Bepcisa 0.3 gogaeTbcs.
no 1 1y6i B navui MepioAnYHICTb NOAAHHS pPerynsapHO
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
2. | APENIA® Masb 0,05 mr/r; no TOB YkpaiHa MAT YkpaiHa peecTpavuis Ha 5 poki 3a He UA/21090/02/01
15ry T1y6i, no 1 Ty6i | "APTEPIYM "KuiBmegnpen peyenmom nionsizae
B nayyi; no 30 ry nTa" apar” Pestome MYP Bepcia 0.3 gogaerbes.
Ty6i, no 1 Ty6i B MepioAnYHICTb NOAAHHS PerynsapHO
nauuj OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaaky 34iicCHeHHs hapMakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHn Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4yeHUMN y NepiogMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
3. | KNONIgOrPENKO | nopoLuok AT YkpaiHa CinTimep, labc IHAjisA peecTpaujis Ha 5 pokis - He UA/21091/01/01
rNAPOCYNb®AT | (cybeTaHuist) B "KNIBCbKN Mpisar nionsizae
(BICYNIb®AT) nakeTax n Nimiten
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nonieTMIeHoBUx BITAMIHHN
ans " 3ABOA"
hapMaLeBTUYHOIO
3aCcTOCyBaHHSA
4. | ®NIYTUKA3OHY MiKpOHi30BaHw TOB Ykpaina Kopan [parc IHais peecTpavuis Ha 5 pokiB - He UA/21092/01/01
MNPOMIOHAT NOPOLLIOK "APTEPIYM neT. /iTA. nionsieae

(cy6eTaHuis) y nTta

nakeTax noapiliHMx
nonieTuNeHoOBUX
ans
chapmaLeBTUYHOro
3aCTOCYBaHHs!

B.o. HauanLHUKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO







BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), AKI

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 25 rpyaHsa 2025 poky Ne 1955

Ne
n/n

Hassa
JliKapcbK0o20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
yrnakoskKa)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayiliHozo
nocsBi0YeHHs

BIHPAB

PO34MH ANA iH KL,
He MeHLU Hix 200
MO/mn, no5mny
thnakoHax, no 1

chnakoHy y
KapTOHHIlA KOpooLi

Binc
BionpogakTtc
Nimiteq

IHais

BiHc Bionpogaktc
NimiTen

IHais

nepepeecTpauisi Ha HEOBMEXEHW TEPMIH
OHOB/IEHO IHCTPYKLIitO A58 MeANYHOro
3aCTOCyBaHHS fikapcbKoro 3acoby B po3aini
"MokasaHHs" (pegaryBaHHsl), a TakoX B
po3ginax “lNpoTunokasaHHs", "B3aemogis 3
IHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aemMogijin", "OcobMBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHS Ta A,03U"(4ONOBHEHHS
6e3nekoto), "MobiuHi peakwii" BigNoBIAHO A0
OHOB/IEHOT IHdhopMaLii 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby, a Takox B
po3aini "Mo6iyHi peakuil™ Woa0 BaXIUMBOCTI
3BiTYBaHHS NPO Mif03ptoBaHi NOGIYHI peakwi.

Pestome nnaHy ynpasniHHA pusmkamu Bepcis
3.1 popaetbes.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iicHeHHs dhapmMakoHarnsay,
3aTBepXEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifiHO 3i CTPOKaMu, 3a3HaYeHMmn y
nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

3a
peyernmom

He
nionsieae

UA/18514/01/01

FEHEPOJ/TOH

PO3YMH HaLUKIPHWA,
2 %; no 60 mny
donakoHi, no 1
donakoHy B

Benyno,
nikn Ta
KOCMeTHKa,
Aa.40.

Xopsaris

BTOPWHHE
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BMNYCK cepil:

Xopsarisi/
Icnanis

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHOB/IEHO iHGhopMmaLito y posginax
"Moka3aHHA" (BHECEHHA [,04ATKOBUX
3acTepexeHb), "lMpoTunokasaHHa",

6e3
peuyenma

nionsieae

UA/17808/01/01




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOMM/IEKTI 3 MipHUM Benyno, niku Ta "B3aemogis 3 iHWMMU SlikapcbkMU 3acobamm
Hacocom Ta KocmeTuka, A4.4., Ta iHWi By B3aemogiii*, "OcobmMBocCTi
PO3MU/IOIYO0I0 XopBarisi; 3acTocyBaHHSA", "3acTocyBaHHS y nepiog,
Hacafkow B BMPOGHMLTBO BariTHOCTi abo rofyBaHHs rpyaat” (BHECEHHS
KapTOHHI navwi roToBOro [0aTKOBUX 3acTepexeHb), "30aTHIiCTb
nikapcbKoro 3acoby, BNVBaTW Ha LUBUAKICTb peakuii Npu kepyBaHHi
nepBuHHE aBTOTPAHCNOPTOM abo iHWMMK MexaHi3mamu'",
nakyBaHHs: "Cnoci6 3acTocyBaHHsA Ta 403u1",
IHpacTpian "Mepepo3ysaHHsa", "MobiyvHi peakuii" IHCTPYKLT
dapmacbioTika A719 MeANYHOro 3aCTOCYBaHHSA NiKapCbKoro
KaHTabpia, C.A., 3acoby BiNOBiAHO [0 MaTepiasnis
Icnanis peecTpauiiHoro focbe.
Pestome nnaHy ynpasniHHA pusnkamu Bepcis
1.2 gpofaeTbes.
MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i cTpOKamu, 3a3HaveHmn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

3. | FTEHEPOJIOH | poO34MH HalKipHWUNA, Benyno, XopBartis BTOpPUHHE Xopsarisi/ nepepeecTpawis Ha HeobMeXxeHnii TepMiH 6e3 nionsizae UA/17808/01/02
5 %; no 60 mny nikn Ta nakyBaHHs, IcnaHis OHOB/IEHO iHGhopMmaLito y po3ainax peuenma
thnakoHi, no 1 KOCMeTHKa, KOHTPO/b AKOCTi Ta "Moka3aHHs" (BHECEHHS A0AATKOBUX
chnakoHy B b.4. BWMYCK Cepii: 3acTepexeHb), "MpoTunokasaHHs",

KOMMNEKTI 3 MipHUM Benyno, nikn Ta "B3aemopis 3 iHWMMM NiKapcbknumu 3acobamu
Hacocom Ta KocMeTvKa, A.4., Ta iHWi By B3aemogiii”, "OcobnmBocCTi
pPO3Mun/ItoYOoI0 XopBaTis; 3acTocyBaHHs", "3acTocyBaHHA y nepiog,
HacazKoo B BUPOGHMLTBO BariTHOCTi abo rofyBaHHA rpyaa"” (BHECEHHS
KapTOHHIW nayu,i roToBOro [0[AaTKOBUX 3acTepexeHb), "3aaTHiCTb
nikapcbKoro 3acoby, BM/IMBaTW Ha LWBUAKICTb peakuil Npu kepyBaHHi
nepBuHHE aBTOTPAHCMNOPTOM ab0 iHLWIMMK MexaHi3mamu'",
nakyBaHHs: "Cnoci6 3acTocyBaHHS Ta 4o3u",
IHpacTpian "Mepepno3yBaHHs", "MobiuHi peakyii” iIHCTPYKUT

dapmacboTika
KaHTabpia, C.A.,
Icnanis

AN MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby BiANOBIAHO 4O MaTepianis
peecTpauiiHoro JOCbeE.

Pestome nnaHy ynpasniHHA pusnkamu Bepcis
1.2 popaetbes.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0

Mopsaky 34iicHeHHs hapMakoHarasay,




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBepKeHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
4. | OEKCAMETA | ta6netku no 0,5 mr; TOBAPUCT Ykpaina BCi cTagii YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/5274/01/01
30H no 10 TabneTtok y BO 3 BMPOGHMLTBA, OHoB/EHO iHchopmauito B po3aini “MobiyHi peyernmom nidnsieae
6nictepax; no 1 a6o OBMEXXEH KOHTPO/b AKOCTI, peakuii" iIHCTpyKLUii AN MegnyHoro
5 6nictepiB y oK BUNYCK cepil: 3acToCyBaHHA NikapcbKoro 3acoby Lono
KOpo6L,i 3 KapTOHY BIAMOBIOA ToBapucTso 3 BaXX/IMBOCTI 3BiTYyBaHHS NPO MOGIYHI peakuii.
JNIBHICTIO 0bMexeHoto
«KOPIMOPA BiANOBIAA/ILHICTIO Pestome nnaHy ynpasniHHA pusmkamu Bepcis
Ui "[ocnigHnii 3aBog 4.0 popaetbcs.
«300POB'A "THLUCY, MepioAnyHICTb MOAAHHS perynsipHo
» YKkpaiHa; OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
BCi cTagii Mopsaky 3aiicHeHHs dapmMakoHarisay,
BMPOGHMLITBA, 3aTBepXEHOro Hakasom MiHicTepcTea
KOHTPO/b SKOCTI, OXOPOHW 30POB’A YKpaiHu Bif 27 rpyHA
BMNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHOro B
ToBapucTBO 3 MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
06MeXeHo poky 3a Ne 73/13340 (y pefaxuii Hakasy
BiANOBIAA/LHICTIO MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
"®apmMaueBTNYHa 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
KOMnNaHis 3riHO 3i CTPOKaMu, 3a3HaYeHnMn y
"3p0pos'a”, nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
YkpaiHa 6e3neku.
5. | EHKOPAT TabneTtkn, BKPUTI CaH IHais CaH IHais nepepeecTtpadis Ha 5 pokis 3a He UA/9200/01/01
XPOHO 0060/10HKOHO, dapmacboT dapmacbioTuKas OHOB/IEHO iHGhopMmaLito y posginax peuyenmom nionsieae
NPOJIOHTOBaHOT Aji nkan IHpacTpis NTg,., "®apmakonoriynHi BnactnsocTi”, "lNMokasaHHs"
no 200 wmr, no 10 IHaacTpi3 IHAis; (BUNYy4YeHHA "eninencis i3 BTOPUHHO
TabneTok y cTpuni; Nimiteq CaH dapma reHepanisauieto"), "MpoTunokasaHHs",

no 3 cTpunuy
KapTOHHIl KopooLi

Na6opaTopi3
Nimiten, IHAisA

"B3aemogis 3 iHWMMU SlikapcbkMMU 3acobamm
Ta iHWi By B3aemogiii*, "Oco6mMBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,

BariTHOCTi abo rofyBaHHs rpyaat” (BHECEHHS
[0[aTKOBUX 3acTepexeHb), "3aaTHICTb

BNMBaTV Ha LWBUAKICTb peakuil npu kepyBaHHi

aBTOTPaHCNOPTOM abo iHWMMK MexaHi3mamu'",
"Cnoci6 3acTocyBaHHA Ta gosun”, "ditn"

(BHECEHHSA AOAATKOBMX 3aCTEPEXeHb),
"Mepepno3yBaHHs", "MobiuHi peakyii” IHCTPYKUIT
ON19 MejYHOro 3aCTOCyBaHHS NiKapCbKOro
3aco6y BignoBigHO A0 iHdopmaLii




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pedhepeHTHOro nikapcbkoro 3acoby AEMAKIH
XPOHO®, TabneTtku, BKpUTi 060/10HKOH,
MPOJIOHroBaHoI Aji.

Pestome nnaHy ynpasniHHA pusnkamu Bepcis
2.0 popaetbeA.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBepKeHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifiHO 3i CTPOKaMu, 3a3HaYeHMn y
nepiognMyHOCTI NofaHHsA perynsipHux 3BiTiB 3
6e3neku.

EHKOPAT
XPOHO

TabneTtku, BKPUTI
060/10HKOIO,
NPOJIOHroBaHoI fji
no 300 wmr, no 10
TabneTok y cTpuni;
no 1 a6o no 3
CTPUNW Y KAPTOHHIM
Kopobu,i

CaH
dPapmacboT
vKan
IHaacTpi3
Nimiteq

IHais

CaH
dapmacbioTUKas
IHpacTpis N14.,
IHAis;

CaH ®apma
Na6opaTopi3
Nimiten, 1HAisA

IHais

nepepeectpauis Ha 5 pokis
OHOB/IEHO iHGhopMmaLito y po3ginax
"®apmakonoriyHi BractmsocTi”, "lMokazaHHSA"
(BUNYy4YeHHA "eninencis i3 BTOPUHHO
reHepanisauieto"), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU SlikapcbkMMU 3acobamm
Ta iHWi BUAy B3aemogiii*, "Oco6amMBoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rofyBaHHs rpyaat” (BHECEHHS
[0[aTKOBUX 3acTepexeHb), "3aaTHICTb
BN/VBaTV Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHLWUMY MexaHismamm”,
"Cnoci6 3acTocyBaHHA Ta gosun”, "Oitn"
(BHECEHHSA AOAATKOBUX 3aCTEPEXEHD),
"Mepepno3yBaHHs", "MobiuHi peakwyii” iIHCTPYKLT
AN MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby BignoBigHO A0 iHhopmaLii
pedhepeHTHOro snikapcbkoro 3acoby AEMAKIH
XPOHO®, TabneTtkun, BKPUTI 060/10HKOIO,
MPOJIOHrOBaHOI Aji.

Pestome nnaHy ynpasniHHA pusmkamu Bepcis
2.0 popaetbeA.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3aiicHeHHs dapmMakoHarisay,
3aTBepXeHOro Haka3om MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B

3a
peyenmom

He
nidnsieae

UA/9200/01/02
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:!
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepioguMyHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

He

UA/9200/01/03

EHKOPAT
XPOHO

TabneTku, BKPUTI
060/10HKOIO,
NPOJIOHroBaHoOI fji
no 500 wmr, no 10
TabneTok y cTpuni;
no 1 a6o no 3
CTPUNW Y KAPTOHHIM
Kopobui

CaH
dPapmacboT
vKan
IHaacTpi3
Nimiteq

IHais

CaH
PapmacboTnKaul
IHpacTpis N14.,
IHAis;

CaH ®apma
Na6opaTopi3
Nimiten, HAisA

IHais

nepepeecTtpauist Ha 5 pokis
OHOB/IEHO iHGhopMmaLito y po3ginax
"®apmakonoriyHi BractmsocTi”, "lMokazaHHSA"
(BUNYy4YeHHA "eninencis i3 BTOPUHHO
reHepanisauieto"), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU SlikapcbkMU 3acobamm
Ta iHWi By B3aemogiii*, "Oco6mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rofyBaHHs rpyaat” (BHECEHHS
[0[aTKOBUX 3acTepexeHb), "3aaTHICTb
BN/MBaTV Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHLWUMY MexaHismamm”,
"Cnoci6 3acTocyBaHHA Ta go3sun”, "Oitn"
(BHECEHHSA AOAATKOBUX 3aCTEPEXEHbD),
"Mepepno3yBaHHs", "MobiuHi peakwyii” IHCTPYKUT
AN MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby BignoBigHO A0 iHhopmaLii
pedhepeHTHOro sikapcbkoro 3acoby AEMAKIH
XPOHO®, TabneTtku, BKPUTI 060/10HKOIO,
MPOJIOHrOBaHOI Aji.

Pestome nnaHy ynpasniHHA pusmkamu Bepcis
2.0 popaetbeA.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iicHeHHs dhapmMakoHarnsay,
3aTBepXeHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HaYeHMmN y
nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

nionsieae

EBPO®JIOKC

PO34UH AN1s iHQY3il,
500 mr/100 mn, no
100 mny
KOHTEliHepi 3

nonisiHinxiopuay,

TOB
«KoHapk
IHTenImen»

YKpaiHa

[JouipHe
nigNpPMEMCTBO
«®bapmaTtpeiig»

YKpaiHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH

OHOB/EHO iH(hopmaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby

B po3ginax "®apmMakosiorivyHi B1actmeBocTi",

3a
peyenmom

He
nionsieae

UA/18746/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 1 KoHTeliHepy B
nonimepHiii nnisui B
KapTOHHIiA ynakoBL,i

"Oco6nmBoCTi 3acTocyBaHHA", "IMo6iYHI
peakuii" BignosigHO A0 iHdopMaLit
pedyepeHTHOro /likapcbkoro 3acoby (TaBaHIk®,
po3unH A4ns iHdysiii, 500 mr/100 mn), a Takox
OHOBJIEHO iH(hopmaLito B po3ini "Mo6iuHi
peakuii" IHCTPyKLUii 4158 MefuuHoro
3aCTOCYBaHHS /iKapcbKoro 3acoby o0
Ba&X/IMBOCTI 3BiTYyBaHHS NPO No6iYHi peakuil.
Pestlome nnaHy ynpasniHHA pusmkamu Bepcis
2.0 popaetbcA.

MepiognyHICTb NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, Bif4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3EHO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 90
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI/ ynakosL,i

HOBE/
INAY CAHAT
BE
TIOIKAPET
AL

TypeyuunH
a

Hoben Inau Canai
Be TigxapeT A.LL.

TypeuunHa

nepepeecTpauisi Ha HEOBMEXEHW TEPMIH
OHoBneHo iHdhopmadiio y po3ginax "Cknag”,
"B3aemopis 3 iHWMMKM NiKapcbknumu 3acobamu
Ta iHWi By B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogysaHHA rpyaar”, "Cnocié
3acTOCyBaHHSA Ta A03n" Wwoao pediepeHTHOro
nikapcbkoro 3acoby EXJADE® 90, 180, 360
mg film-coated tablets, Ta o po3giny "Mo6iyHi
peakui" LLoA0 BaX/IMBOCTI 3BITyBaHHSA Npo
noGiyHi peakuil IHCTPYKLUIii A1 MeAUYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
Peslome nnaHy ynpasniHHA pusmkamy Bepcis
2.0 popaetbCA.

MepiognyHICTb NoAaHHA PerynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBepXeHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLii Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMu, 3a3HaYeHMU y

3a
peyernmom

He
nionsieae

UA/18417/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
10. | 3EHO TabneTkn, BKPUTI HOBEN TypeuunH Ho6en Inay CaHai TypeuunHa nepepeecTpauisi Ha HeOBMEXEeHW TEPMIH 3a He UA/18417/01/02
N1iBKOBOO INIAY CAHAI a Be TigxapeT A.LL. OHoBneHo iHdhopmadito y po3ginax "Cknag”, peyenmom nionsizae
060/10HKO10, N0 180 BE "B3aemopis 3 iHWMMM NiKapcbknumu 3acobamu
mr, no 10 TabneTok TIOIKAPET Ta iHWi By B3aemogiii”, "OcobnmBocCTi
y 6nicTepi, no 3 A.LL. 3acTocyBaHHs", "3acTocyBaHHA y nepiog,
6nictepu B BariTHOCTi abo rogysaHHA rpyaar”, "Cnocié
KapTOHHIi ynakosLi 3acTOCyBaHHSA Ta 031" WoA0 pedhepeHTHOro
nikapcbkoro 3acoby EXJADE® 90, 180, 360
mg film-coated tablets, Ta o po3giny “MNo6iyHi
peakui" LLoA0 BaX/IMBOCTI 3BITyBaHHSA Npo
noGiyHi peakuii IHCTPYKLUIii AN MeAUYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
Pestlome nnaHy ynpasniHHA pusmkamy Bepcis
2.0 popaetbCA.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IHOBAHOrIO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarasay,
3aTBepXeHOro Hakaszom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuULil Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i cTpoKamu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
11. | 3EHO TabneTkn, BKPUTI HOBEN TypeuunH Ho6en Inay CaHai TypeuunHa nepepeecTpaisi Ha HEOBMEXEeHW TEPMIH 3a He UA/18417/01/03
NNiBKOBOO INIAY CAHAI a Be Timkapet A.LL. OHoB/eHo iHhopmadito y posainax "Cknag”, peyenmom niosnsieae
060/10HKO10, N0 360 BE "B3aemopis 3 iHWMMKM NiKapcbkumu 3acobamu
mr, no 10 TabneTok TIOIKAPET Ta iHWi By B3aemogiii", "OcobnmBocTi
y 6nicTepi, no 3 A.LL. 3acTocyBaHHA", "3acToCyBaHHA Yy nepiog,

6nictepu B
KapTOHHI ynakosL,i

BariTHOCTi abo rogysaHHA rpyaar”, "Cnocio
3acToCyBaHHSA Ta A03n" Wwoao pedepeHTHOro
nikapcbkoro 3acoby EXJADE® 90, 180, 360
mg film-coated tablets, Ta o po3giny "Mo6iyHi
peakui" LLoA0 BaX/IMBOCTI 3BITyBaHHSA Npo
noGiyHi peakuii IHCTPYKLUii AN MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby.
Pestlome nnaHy ynpasniHHA pusmkamu Bepcis
2.0 popaeTbCA.

MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnagy,
3aTBeppKeHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3riiHO 3i CTpOKamK, 3a3HaYeHUMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

12.

NEBO®IOKC
ALVH EBPO

pO3unH Ns iHQysil,
500 mr/100 mn; no
100 mny
KOHTelHepi 3
nonisiHinxopuay,
no 1 KoHTeliHepy B
nonimepHii nnisui B
KapTOHHIA ynakoBL,i

TOB
«KoHapkK
IHTENMen»

Ykpaina

[JouipHe
niANpMEMCTBO
«®apmatpeiig»

YkpaiHa

nepepeecTtpauisi Ha HEOOMEXEHNI TePMiH.
OHOoB/EeHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
B po3ginax "®apmakosioriyHi BnacTmBocTi",
"Oco6nmBoCTi 3acTocyBaHHA", "IMo6iYHi
peakuii" BignosigHO A0 iHdopMaLii
pedepeHTHOro slikapcbkoro 3acoby (TAVANIC
5 mg/ml, solution pour perfusion), a Takox
OHOBJIEHO iH(hopmaLito B po3ini "Mo6iuHi
peakuii" IHCTpyKLUii AN MeguuHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby o0
Ba&X/IMBOCTI 3BITYyBaHHSA NPO NOGiYHI peakuil.
Pestlome nnaHy ynpasniHHA pusmkamy Bepcis
2.0 popaetbCA.

MepiognyHICTb NoAaHHA PerynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 3A4iicHeHHs hapMakoHarisay,
3aTBepXeHOro Hakaszom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLil Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rigHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

3a
peuyenmom

He
nionsieae

UA/18763/01/01

13.

MANIMNIH®

cupon, 97 mr/5 mn,
no 125 r y chnakoi;
no 1 chnakony 3
[103y1040t0
CK/IIHOYKOIO B mauLi

TOB "OKN
"®GapmauesT
N4yHa
habpuka"

Ykpaina

TOB "OKM
"®apmaueBTnyHa
habpuka"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHoOB/IEHO iHhopmaLito y po3aini
"apmMakonoriyHi BnactTneocTi" Woao 6e3neku
3aCTOCYBaHHS Ajl040l pevoBMHY, Ta 'y po3gini
"Mo6iyHi peakuii” LLOA0 BAXKINBOCTI
3BiTyBaHHA NPO NOGIYHI peakuii iIHCTPYKUIT ANns
MeAMNYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby.

Pestome nnaHy ynpasniHHA pusmkamu Bepcis
1.1 fofaeTbea.
MepioAnYHICTL NOAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarasay,

6e3
peyenma

nionsieae

UA/18615/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3aTBepKeHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HaYeHMN y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.

14.

OHTASEH-
2000

NOPOLLOK AnA
PO3UnNHYy A5 iH'EKUIA
no 2000 wmr; no 1

donakoHy y
KapTOHHI/ ynakosL,i

CeHc
Nab6opaTtopi
c MNert. Jita.

IHais

CeHc JlabopaTtopic
Met. N14.

IHais

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHOoB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
y po3gaini "Mo6iyHi peakuii” LOA0 BaXINBOCTI
3BiTYBaHHS Npo NobiyHi peakw;i.
Pestome nnaHy ynpasniHHA pusnkamu Bepcis
2.1 popaetbeA.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/17128/01/02

B.o. HauanLHUKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO




IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKX BYJ/IK BHECEHI
3MIHU IO PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCATECSA 10 JEP)KABHOI'O PEECTPY JIIKAPCHKHUX
3ACObIB

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 25 rpyans 2025 poky Ne 1955

Ne

Hassa

Popma sUnycKy

3asBHUK

o KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy yBaHHs | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
1. | L-MAN Kpanni opasibHi, 5 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/17438/01/01
mr/mn, no 20 mn B YKpaiHCbKO- YKpaiHCbKO- 3MiHu | TUNYy - 3MiHK 3 AKoCTi. CepTudikaT peyenma
KOHTEliHepi 3 icnaHcbke icnaHcbke BignosigHocTi/l E-cepTudikar BignosigHoOCTI
npo6koto- nignpveMCcTBO niANpPMEMCTBO €Bponelicbkiin hapmakonei/moHorpadii.
KpanensHuuelto, "Cnepko YkpaiHa" "Cnepko YkpaiHa" 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
3aKPUTOMY KPMLLIKOHO i3 (noBHWIA UUKN y BiANOBigHICTb A0 MoHorpacii 4dY abo
3ax1CTOM Bif AiTei; BMPOGHMLTBA, €Bponelicbkoi hapmakonei, abo iHwoTi
no 1 KoHTeliHepy y BUNYCK cepil; HaLlioHanbHOI hapmakonel aepxasun €C
nauuj KOHTPO/Ib SIKOCTI) (3miHa y cneumdikauisx, nos'asaHa 3i 3amiHaMu
B JdY, abo EBponelicbkiil thapmakonei, abo
iHLLIN HaLioHaNbHIW thapmakonel fAepxasu
€C) - MpuBeaeHHa cneumdikaii 4ONOMiIXHOT
peyoBumHYM MponineHrIikonb y BiANOBIAHICTL A0
OHOBJ1EHOI MOHorpadii €® "Propylene glycol”
2. | ATEPN Kpem 5% no2rB CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 6e3 UA/12909/01/01
Ty6i; no 1 Ty6i B YKpaiHCbKO- YKpaiHCbKO- 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT peyenma
neHani; no 1 neHany B icnaHcbke icnaHcbke BignosigHocTI/IE-cepTudpikat BignosigHoCTi
nauui 3 kKapToHy; no 10 nignpMeEMCTBO nigNpMEMCTBO €sponelicbkin dhapmakonei/moHorpadii.
r B Ty6i; no 1 Ty6i B "Cnepko YkpaiHa" "Cnepko YkpaiHa“, 3MiHK, NOB'sA3aHi 3 HEOOXiAHICTIO MPYBEAEHHS
nadi 3 KapToHy YkpaiHa (NnoBHUiA y BignoBigHicTb A0 MoHorpacii 4PY abo
LK €sponelicbkoi dhapmakonei, abo iHwoTi
BMPOGHMLTBA, HauioHa/1bHOT hapmakonel gepxasun €C
BUNyCK cepii); (3miHa y cneuudpikauisix, nos's3aHa 3i 3MiHaMun
CninbHe B l®Y, abo €Bponeiickkiin hapmakonei, abo
YKpaiHCbKO- iHLWLIN HauioHanbHI thapmakonel gepxasu
icnaHcbke €C). MpuBeaeHHs crneungikaLii 4ONOMDKHOI
nigNpMEMCTBO peyoBunHYM MponineHrnikonb y BiANOBIAHICTL A0
"Cnepko YkpaiHa“, OHOBEHOI MoHorpadii € "Propylene glycol”.
YkpaiHa (KOHTPO/b
AKOCTI)
3. | ArPENIA kancynu no 0,5 mr; no dapmacaiHc IHK. KaHaga dapmMacainHc IHK. KaHaga BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3a He UA/5189/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
50 kancyn y dpriakoHax 3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom nionsiea
a6o no 100 kancyn y nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y €
thnakoHax TepMiHax NpuAaTHOCTi abo yMoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3aco6y (3MEHLLEHHS
TepMiHy NpuaaTHOCTI rOTOBOro NiKapcbKoro
3aco6y) - 415 ToproBoi yNnakoBKu. 3MEHLLEHHSA
TepMiHy NPMAATHOCTI A4/19 TOProBoi ynakoBku
N3y dnakoHax no 100 kancyn, y 3B'A3ky 3
MapKeTUHroBOK NONITUKOIO 3asBHMKA. TepMiH
npuaaTHOCTI AN TOProBoi ynakosku /13 'y
dhnakoHax no 50 kancyn samwaeTbca 6e3
3MiH.
[itoua pepakuis: TepmiH npugaTHocTi. 5 pokiB.
MponoHoBaHa pefakuis: TepmiH npuaaTHOCTI.
Mo 50 kancyn y chnakoHax — 5 pokis. Mo 100
Kancyn y pnakoHax — 2 poku. 3MiHW BHECEHO
B po3in "TepMmiH npuaaTHOCTI" B IHCTPYKLitO
015 MeANYHOT0 3aCTOCYBaHHS /liKapCbKOro
3acoby.
4. | AQELMKNON nopotuok, 400 mr/5 mn | KYN®EP BIOTEX, | /luToBCbka BIOMEZIKA ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15300/01/01
Ta PO3YMHHUK AN YAB Pecny6nik ®OCKAMA BMNPAaBNIEHO TEXHIYHY MOMUIIKY B TEKCTI peyenmom
PO34nHY A5 iH'EKUIN; a IHOYCTPIA MapKyBaHHS BTOPVMHHOI YNaKOBKW JlikapCbKOro
5 ¢hnakoHis 3 KIMIKO 3acoby y NyHKTi 4, fonyLeHy npu npoueaypi
nopoLUKoMm i 5 amnyn 3 PAPMACBIOTIKA 3MiH (Hakas Big 03.06.2025 p. Ne 918), a came:
PO34YUHHMKOM (L-Ni3vH CMNA 3a3HayeHo OAMHWL| BUMIpIOBaHHS 3a
(50 % BOAHWMIA cuctemoro Sl.
po34nH), y 3ATBEP)KEHO:
nepepaxyBaHHi Ha L- 4. NIKAPCbKA ®OPMA TA KINTbKICTb
Ni3vH, HaTpito OANHNUb B YMAKOBLII
rigpokcua, sogy ans [MOpOLLOK Ta PO3UYMHHUK A1 PO3UMHY A71A
iH’exUii) no 5 mny iH'EKLLINA.
KOHTYPHIli YapyHKOBIi 5 thnakoHiB 3 nopoLukom i 5 amnyn 3
ynakosui; no 1 PO3UYMHHWKOM MO 5 Mn
KOHTYPHIli YapyHKOBIi 3AMPOMNOHOBAHO:
ynakoBLi y naywi 4. NIKAPCbKA ®OPMA TA KINIbKICTb
OAVHNUb B YTMAKOBLII
MOpOLLOK Ta PO3UYMHHWK 4151 PO3YUHY 415
iH'EKLLINA.
5 thnakoHiB 3 nopoLkom i 5 amnyn 3
PO34MHHMKOM 1o 5 mn (ml)
3a3HaveHe BMMpaB/IeHHs BiAMoBiAae
MaTepiasiaMm peecTpaLiiHoro AockLe.
5. | ASATI/IIH® Tabnetku, no 1 mr; no TOB "ACIHO Ykpaina BMPOGHMLTBO, peuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/19767/01/01
ACIHO 10 TabneTok y YKPAIHA" nepBuUHHE Ta 3MiHu | TUnNy - 3MiHK Woao peyernmom
6nicTepi; no 3 abo no BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
10 6nicTepiB y nakyBaHHs, BBefieHHs1 ab0 3MiHK [0 y3araslbHEHUX AaHuX
KapTOHHI/ nayui; no 15 KOHTpO/b Ta npo cucTemy hapmakoHarnsgy (BBefeHHs
Tabnetok y 6aictepi, BMNYCK cepil: y3arasibHeHVX aHux npo cuctemy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 2 6nictepu y
KapTOHHI navwi

xeHecapm CA

dhapmakoHarnsgy, 3miHa yrnosHOBaxeHoT
ocobwu, BignoBifanbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
hapmakoHarnsgy (Bk/irovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn chapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHKX YNOBHOBaXeHOT 0cobm
3a8BHMKa, BiANOBIAaNbHOI 3a (hapMakoHarnsg

A30MT®

Kpanni oyHi, 10 mr/mn;
no 5 mn y cnakoHi-
KpanenbHuui; no 1
chakoHy-kpanenbHuLj
Y KOPO6Lji 3 KapTOHY

HoBapTic ®apma

LLiBefiuapi
l

HoBaprTic
MaHydakTypiHr
HB

Benbrist

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOro/MpoOMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A®I|, abo 3miHa BUpobHMKa (BKIKOYaKOuK, e
HeobXxiAHO, MicLe NPoBeAEHHS KOHTPO/TIO
aKocTi) A®| (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
3aTBEPIAXEHOMY [OCHE)(3MiHN 0 3aX0p4iB,
noB'A3aHuX 3 KOHTposiem A®l, abo fonaBaHHSA
AiNbHULI, fe NPOBOANTLCSA
KOHTpONb/BMNpOoGYyBaHHSA cepii) JoaaHHs
Novartis Manufacturing NV, Puurs-Sint-
Amands, Belgium sk BupobHuka
BiANOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTi ADI|
6puH3onamif. 3MiHu Il Tuny - 3MiHKM 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLLECi
A®I, abo 3miHa BUpobHMKa (BKIKOYaKOUK, e
HeobXxiAHO, MicLe NpoBeAEHHS KOHTPOTIO
AKocTi) A®| (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
3aTBEpAXEHOMY [0ChE)(BBEAEHHS HOBOTO
BMPOGHMKa A®| 3 HaaHHAM MacTep-ghaiina
Ha Adl)

JlofaHHa anbTepHaTMBHOMO BUPOGHNMKa
cybcTaHuii 6puHsonamigy - SCI Pharmtech,
Inc., No. 61, Ln. 309, Haihu N. Rd., Luzhu
Dist. Taoyuan City 33856, Taiwan 3 HagaHHAM
macTep-gaiina ASMF082190 Ha AdI
(EMEA/ASMF/01518), Bepcis 1, fata
ocTaHboro nepernsagy 05.08.2024

3a
peyenmom

UA/2300/01/01

ANNECTA®

TabneTtku, BKPUTI
n1iBKOBOO

ANKANOIL AL
Ckon'e

Pecny6nik
a NisHi4yHa

ANKANOIQ AL
Ckon'e

Pecny6nika

MiBHIYHA

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woa0

3a
peyenmom

UA/4290/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

060/10HKO0, MO 10 wr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B KAPTOHHIi
KopoobLi

MakefoHis

MakefoHist

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy apmakoHarnsgy (BBefieHHs
y3ara/ibHeHNX JaHnx npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocobu, BignoBigasibHOI 3a 3AiACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
cuctemu chapmakoHarnagy). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
Litoyva pepakuisn: Aue KyamaHoBcki / Ace
Kuzmanovski. MponoHoBaHa pegakuisi: IsBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX gaHuX
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
dhapmakoHarnsg.

ANNECTA®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 20 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B KAPTOHHii
Kopobui; no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIlA KOpooLi

ANKANOIL AL
Ckon'e

Pecny6nik
a MisHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiuHA
MakefoHist

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3aras/ibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiACHEHHS
hapMmakoHarnsay (BKIrouYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapMakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
Litova pepakuisn: Aue KyamaHoBcki / Ace
Kuzmanovski. MponoHosaHa pegakuisi: IsBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX gaHuX
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOT 3a
hapmakoHarnsg.

3a
peyenmom

UA/4290/01/02

ANNECTA®

TabneTtku, BKPUTI
n1iBKOBOO

ANKANOIL AL
Ckon'e

Pecny6nik
a NisHi4yHa

ANKANOIQ AL
Ckon'e

Pecny6nika

MiBHIYHA

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woa0

3a
peyenmom

UA/4290/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
060/10HKOI0, MO 40 Mr; MakenoHis MakepoHis 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 15 Tabnetok y BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
6nictepi; no 2 npo cuctemy papmakoHarnsgy (BBefeHHs
6nicTepy B KAPTOHHIi y3araslbHeHVX aHux Npo cucremy
Kopo6ui, no 14 hapmMakoHarnsagy, 3mMiHa yrnoBHOBaXeHOT
Tabnetok y 6nictepi; ocobu, BiANOBifaNbHOI 3a 3AiAiCHEHHS
no 2 6nictepu B hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
KapTOHHilA KopooLi hapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
cuctemu chapmakoHarnagy). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
Litoyva pepakuisn: Aue KyamaHoBcki / Ace
Kuzmanovski. MponoHoBaHa pegakuisi: IsBoHa
TpneHocka AnekcoBscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX gaHuX
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
dhapmakoHarnsg.
10. | AZIMATE/Ib®A | cycneHsist opasibHa; No TOB «TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 nionsea UA/0879/01/01
170 mn y chnakoHi; no Ykpaina» TposiH AT 3MiHn | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenma €

1 donakoHy y
KapTOHHI nauui
pa3om 3 [J03yBasibHO
NOXKOI0; no 10 My
nakeTuky; no 10 a6o
20 nakeTvkiB y
KapTOHHI navu,i

HalilmeHyBaHHs Ta/abo agpecy Micud
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3ac00y, BK/0YaKUY AifbHNLi BUNYCKY cepil
a60 Micue NnpoBefieHHA KOHTPOSIKO AKOCTI.
(@isnbHiCcTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEpP, BK/OYAKOUM BUMYCK
cepiii) 3miHa agpecu BUPO6GHUKA
BankaHdapma-TposiH AT, Bonrapis, 6e3 3miHu
micusa BUpobHuuTBa: MprBeAeHHA HanucaHHA
afpecy BUPOGHMKA Ha YKPATHCbKI MOBI B
peecTpaviiiHoOMy NOCBIAYEHHS Ta IHCTPYKLT
AN MeAuyHoro 3actocysaHHa /13 fo
BricHOBKyY 040 NiATBEPAKEHHS BIANOBIAHOCTI
YMOB BMPOOHULITBA JTiKAPCbKMX 3ac06iB
BVMOram Has1eXHOi BUPOGHMYOT NpaKTuKn
BuAaHoMy [lepxnikcnyx6ot0. Agpeca
BMPOGHUKa 3MiHIOETLCA 3 Bonrapis, 5600
TposH, Byn. KpaiipeuHa, 1 Ha Byn. KpaiipeuHa
1, TposiH, 5600, Bonrapis. BupobHuua
AiNbHWLSA, HaliMeHyBaHHS, agpeca Ta BCi
BMPOGHMUYI onepadii € He3MiHHUMK. 3MiHa
N1Le B NTIOKa/TbHWX PeECTpaLiHNX JOKYMeHTaX,
a came B peecTpaujiiHoOMy MOCBigYEHHI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

IHCTPYKL|i 415 MeauyHoro 3actocyBaHHs /13
Ta CTOCYETLCA NiLLIe HaNCcaHHA afpecu Ha
YKpaiHCbKiiA MOBi. BBeAEHHS 3MiH NpOTSArom 6-
TV MicALIB Nic/1a 3aTBEPKEHHS.

11.

ANb®OPT
JEKCA

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, MO 25 Mr;
no 10 TabneTtok y
6nictepi; no 1, 2 aéo 3
6nicTepy B KAPTOHHii
Kopobui

[enbta Megiken
MpomoyLH3 Al

LLiBeiiuapi
f

AB[| IBPAXIM
lnay CaHai Be
Timpkapet A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOXKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHV BHeCeHOo A0 [HCTpyKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCbkoro 3acoby A0 po3ainis
"Oco6nmBOoCTi 3acTocyBaHHS" Ta "To6iYHi
peaxui™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii
040 6e3nekn 3acTocyBaHHS Airo4Ooi
PEYOoBUHM.

3a
peyenmom

He
niosnsea
€

UA/13805/01/01

12.

ANb®OPT
AEKCA L.B.

PO34UH AN5 iH KL,
50 mr/2 mn; no 2 mn B
amnyni; no 3 abo no 6
amnyn y kaceTi Ta'y
KapTOHHI KopoobLi

[enbta Megiken
MpomoyLH3 Al

LLiBeiiuapi
a

lgon 1nay Jonym
CaH. Be Tigx.
A.LL.

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3neky 3acToCyBaHHSA ikapCbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BiTy 3 AOC/IIKEHb,
npoBeAeHVX Bi4noBigHO 40 niaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
00 po3gainis "OcobnBOCTi 3aCTOCYBaHHA" Ta
"Mo6iyHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHbopmauii woa0 6e3nekn 3acTocyBaHHs
L0401 pevyoBMHU

3a
peuyenmom

He
niosnsea
€

UA/17527/01/01

13.

AMAHTWH

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, M0 100

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHN LWoAao
6e3nekn/edeKTVBHOCTI Ta hapmakoHariagy.

3a
peuyenmom

UA/6991/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
mr; no 10 TabneTok y BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
6nicTepi; no 3 abo no npo cuctemy papmakoHarnsgy (BBefeHHs
6 6nicTepis B y3araslbHeHVX gaHnx npo cuctemy
KapTOHHIW navu,i thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOI
ocobwu, BignoBifanbHOI 3a 34iCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
hapmakoHarnsgy (Bk/rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn hapmakoHarnisgy) 3miHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CO6Y 3asiBHYMKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg,.
14. | AMBPIA pO34MH A1 iH'eKuUi 50 TOB "®OPC- YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/18431/01/01
Mr/mn, no 2 M B PAPMA KOMIMAHI C.P.J1. BUNPAB/IEHHS TEXHIYHOI NOMW/IKK, 3rigHO N.2.4. peyernmom
amnyni, no 5 amnyny ANCTPUNBHOLLH" VI Hakazy MO3 Ykpainu Ne 426 Big 26.08.05 i3
KOHTYPHIli YapyHKOBIi 3MiHaMU, sika BUHWKNA NPY BHECEHHI 3MiHN
ynakoBLi, No 2 LLLOZ0 BBEAEHHS 40AATKOBOr0 06’eMy BMICTY
YNaKoOBKN B KAPTOHHIN amnynu (5 Mn) 4o 3aTBEPLXKEHOTO 06'eMy
nauuj; mo 5 mn B BMiCTy aMnynv 2 M1, Lo NoTpebye 3miHn B
amnyni, no 5 amnyny po3gain «Cknaf», a came 3a3HayeHHs BMICTY
KOHTYPHIli YapyHKOBIi Lir040T PEYOBUHM Ha «1 M1 PO34MHY>» 3aMiCTb
YNakoBLi Ta KapTOHHIi Ha «1 amnyny». 3a3HayeHe BUNPaBeHHS
nauui BiANOBiAae maTepianam peecTpauiiHoro
Jocbe, a came posginy 3.2.P.1. Onuc i cknag
nikapcbKoro 3acoby, skuii nogaBascs B cknagi
NepBUHHUX MaTepianis 4151 BHECEHHS 3MiH.
15. | AMBPOKCO/ Tabnetku no 30 wmr, in TOB "TMEAPAPM YkpaiHa KYCYM IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/21084/01/01
bulk Ne 12600 nTar XENTXKEP NBT 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
(10x1260): no 10 nTa nikapcbkuii 3aci6. Cuctema
Tabnetok y 6nictepi; KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
no 1260 6nicTepis B PO3Mipy ynakoBKv roToBOrO flikapCbKoro
KapTOHHIlA KopooLi 3aco6y (iHLWi 3MiHN) - BBEAEHHS A,04ATKOBOI
ynakoBku y doopmi in bulk y 38'A3ky 3
BMPOGHNYOK HEOOXiZHICTIO. 3MiHu | TNy -
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb rotoBoro nikapcbkoro 3acoby (iHLi
3MiHW) - nepeknag MK$A 3 pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY 4151 NPUBELEHHSA Y
BiANOBIAHICTb i3 BUMOraMun Y/HHOI pefakuii
Hakazy MO3 YkpaiHn Ne 426 Big 26.08.2005
16. | AMBPOKCO/N Tabnetkn no 30 mr, no | TOB "TMEA®APM Ykpaina KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7939/01/01
10 TabneTok y nTar XENTXKEP NBT 3MiHM | TMNY - 3MiHK 3 AKOCTI. [oTOBMIA peyenma
6nicTepi; no 2 nTa nikapcbkuii 3aci6. Cuctema
6nicTepy B KAPTOHHIiA KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
YNaKoBL PO3Mipy YnakoBK¥ roTOBOIO J1iKapCbKOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aco6y (iHWi 3MiHK) - BBEAEHHSA J0AATKOBOI
ynakoBku y cpopmi in bulk y 38'A3ky 3
BMPOGHNYOK HEOOXiAHICTIO. 3MiHu | TNy -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby (iHwi
3MiHK) - nepeknag MKSA 3 pocilicbkoi MOBM Ha
YKpaiHCbKy MOBY A/151 NPUBEAEHHA Y
Bi4NOBIAHICTb i3 BUMOramy YMHHOI peaakuii
Haka3zy MO3 Ykpainn Ne 426 Big 26.08.2005

17.

AMIOJAPOHY
rAPOX/TIOPUA,

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuisn) y
NoABINHMX
nonieTnIeHoBUxX
MiLLKax A
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA

MpuBartHe
akuioHepHe
TOBapUCTBO

"[lekxim-XapkiB"

YkpaiHa

ANIBYC NAVI®
CAMEHCI3
NIMITEL,

IHais

BHECEHHS 3MiH A0 peecTpaviiiHmx
mMartepianis:3miHu | Tuny - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat

BiANOBIAHOCTI EBpONechkil
thapmakonei/MmoHorpadii. MogaHHsA HOBOro
abo oHoBneHoro cepTudikata BifgNOBIAHOCTI
ab0o BUNyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCSA Y
BUPOGHMUTBI A®I; An1a AONOMDKHOT PeYOoBUHU
(cepTuchikaT BigNoBigHOCTI EBpONENCHKIN
chapmakonei) - OHOBMeHUIA cepTuddikaT Big
y)XXe 3aTBepKeHOro BUpoGHUKaA - NoJaHHsA
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne CEP 2003-216-
Rev 10 (3atBepmxeHo: R1-CEP 2003-216-Rev
08) ansa Aiyoi peyoBMHY amMiogapoHy
rigpoxnopuay Bif BXe 3aTBepaKeHoro
BMPOGHUKA, sIKUiA 3MiHMB Ha3By 3 [NTIEHMAPK
JNIAVI® CAMEHCI3 NIMITEL, IHajs/
GLENMARK LIFE SCIENCES LIMITED, India
Ha AJTIBYC NNAV® CAVMEHCI3 IMITES, IHais/
ALIVUS LIFE SCIENCES LIMITED, India. fk
Hacnifok 3MiHM y cneyudikauii Ta MeTogax
KoHTposito A®I BignosigHo CEP 1a €

UA/17347/01/01

18.

AHANBTIH
ANS MITER

Cyno3nTopii peKkTasbHi
no0,1r,no5
cynosuTopiiB y
6nictepi, no 2
6nicTepy B navi 3
KapToHy

MpusatHe
akuioHepHe
TOBapUCTBO

"lekxim-Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHY | TYNY - 3MiHK WoA0
6e3nekun/edekTUBHOCTI Ta hapMmakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/THOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpKeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
negiatpnyHux gocnigpkenb (PIP) (3MiHy

3a
peyerimom

He
nionsiea
€

UA/4014/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeauyHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"MpoTunokasaHHs", "OcobnnBOCTI
3acTocyBaHHs" BigMnoBigHO A0 OHOBNEHOT
iHchopmawii Wwopo 6e3nekn 3acTocyBaHHSA
Lito4oi peqyoBuHU. CynyTHS 3MiHa - 3MiHK
Loao 6esnekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB Buavi peecTpadiiHoro
noceifgyeHHs, Bknoyaouy MNMnax ynpasniHHA
pu3nkamMu (3aCTOCyBaHHSA TEKCTY, AKWi
NOroKEHW 3 KOMNETEHTHAM OpraHom) -
3asBHVMKOM HaiaHO OHOBEHWIA MnaH
ynpaBniHHA pu3vkamu Bepcis 1.3 3miHn
BHeCeHOo A0 YacTuH: Il «Cneyudikauis 3
6e3nekn» , Il «MnaH 3 hapmakonarnagy», V"
3axoam 3 MiHimizauii pusmkis”, VII «JogaTtkms»
Ha OCHOBI OHOBJIEHOT iH(bopMaLii 3 6e3neku
Aitoyoi pevoBuHN. Pe3tome MNnaHy ynpasniHHA
pv3nkamu Bepcia 1.3 gogaerbes

19.

AHANBIH
NS BITEN

CYNno3uTopIi peKTasbHi
no0,25r;no5
Cyno3unTopiiB y
6nictepi, no 2
6nicTepy B nauyuj 3
KapTOHY

MNpusatHe
aKuioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

MNpvBaTHe
akKujioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/TIOBAHOTO 3BITY 3 6e3Mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOXKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHV BHeCeHOo A0 [HCTpyKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCbkoro 3acoby A0 po3ainis
"MpoTunokasaHHs", "OcobmBoCTi
3acTocyBaHHA" BifNoBiAHO A0 OHOBJ/IEHOT
iHhopmauii o0 6e3nekn 3acTocyBaHHsA
Aitoyoi peqoBuHN. CynyTHS 3MiHa - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3060B'A3aHb Ta YMOB Buavi peecTtpauiiHoro
nocBiAgYeHHs, BKoYatoun MnaH ynpasiHHA
pv3vikaMu (3acTOCyBaHHS TEKCTY, KWl

3a
peyenmom

He
niosnsea
€

UA/4014/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NOrOKEHWI 3 KOMMETEHTHVM OpPraHom) -
3asiBHUKOM HaJlaHO OHOBJIEHMIA MnaH
ynpasiHHA pusnkamu Bepcis 1.3 3miHn
BHECEHO A0 YacTuH: |l «Cneuudikauis 3
6e3nekun» , lll «MnaH 3 hapmakoHarnagy», V"
3axoau 3 MiHimizauii pusukis”, VII «ogaTtkm»
Ha OCHOBI OHOBJIEHOT iHGhopMaLii 3 6e3nekn
nito4oi peqyoBuHW. PestomMe MnaHy ynpasniHHA
pv3vkamun Bepcia 1.3 gofaeTbcs
20. | AHTUMITPEH- TabneTku, BKpUTI TOBAPUCTBO 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/3947/01/01
3400POB'A nNiBKOBOIO OBME>XXEHOIO BUPOGHMLTBA, 3MiHu | TUNYy - 3MiHK Woao peuenmom niosnsiz2a
06010HKOt0, N0 100 BIANOBIAANBHI KOHTPO/b AKOCTI, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. €
mr; no 1 Tabnetuyiy CTHO BVNYCK Cepil: 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
6nictepi; no 1 a6o 3 «KOPIMOPALIA ToBapucTBO 3 3ac06y, TeKCTI MapKyBaHHs Ta iHCTPYKLiT Ans
6nicTepy B KAPTOHHIi «300POB'A» 06MexeHot MeZMYHOro 3aCTOCyBaHHS Ha MigcTasi
Kopo6ui; no 3 BiANOBIAA/LHICTIO perynspHO OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neku
Tabnetkn y 6nicrepi; "papMaueBTUYHA nikapcbKkoro 3acoby, abo focnigpkeHs 3
no 1 6nictepy B KOMNaHis 6e3nekn 3aCToCyBaHHS Nikapcbkoro 3acoby B
KapTOHHIA Kopoo6Li "3popos's”, nicnspeecTpauiiHnii nepiog, abo sk
YKkpaiHa; pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
BCi cTagil npoBefeHnX Bi4NOBIAHO 40 NnaHy
BMPOGHMLTBA, nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
KOHTPO/b SIKOCTI, Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
BMNYCK Cepil: opraHom)
ToBapucTBO 3 3MiHM BHECEHO [0 IHCTPYKLIT 415 MEeSUYHOro
06MeXeHo 3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
BiANOBIAA/ILHICTIO "3acTocyBaHHSA y nepio BariTHOCTi abo
"®APMEKC rogyBaHHs rpyaar” Ta "rMobivHi peaxuii”
FPYIM", YkpaiHa BiANOBIAHO 4O OHOBEHOI iHChopMaLi 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby.
21. | AHTUMITPEH- TabneTku, BKpUTI TOBAPUCTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/3947/01/02
3400POB'A nAiBKOBOIO OBMEXXEHOIO BUPOOHMLTBA, 3MiHu | TUnNy - 3MiHK Woao peuenmom niosnsza
06010HKot0, No 50 mr; BIANOBIAANBHI KOHTPO/b AKOCTI, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. €
no 1 Tabnetuiy CTIO BUNYCK cepil: 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
6nictepi; no 1 a6o 3 «KOPIMOPALIA ToBapucTBO 3 3ac06y, TEKCTI MapKyBaHHs Ta iHCTPYKLii Ans
6nicTepy B KAPTOHHIi «300POB'A» 06MexeHot MeJMYHOro 3acTOCyBaHHSA Ha MigcTasi
Kopo6ui; no 3 BiANOBIAA/ILHICTIO perynspHO OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neku
Tabnetkn y 6nictepi; "papmMaueBTUYHA nikapcbKkoro 3acoby, abo gocnigpkeHs 3
no 1 6nictepy B KOMNaHis 6e3nekn 3aCToCyBaHHS NiKapcbKoro 3acoby B
KapTOHHIA KopoobLi "3popos's”, nicnspeecTpauiiinii nepiog, abo sk
YKkpaiHa; pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
BCi cTagil npoBefeHnX Bi4NOBIAHO [0 NnaHy
BMPOGHMLTBA, negiatpuyHux gocnimxkers (PIP) (3MiHy
KOHTPO/b SIKOCTI, Y3rO[XEHO 3 KOMMNETEHTHUM YNOBHOBAXEHNM
BWNYCK Cepil: opraHom)
ToBapucTBO 3 3MiHV BHECeHO A0 IHCTPYKUIT 415 MeaUYHOro
06MeXeHo 3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis

BiANOBIAA/ILHICTIO

"3acTocyBaHHs y nepiod BaritTHocTi abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"®APMEKC rogyBaHHs rpyaar” Ta "Mobivni peaxuii”
FPYIM", YkpaiHa BiANOBIAHO 4O OHOBMEHOI iHChopMaLi 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby.
22. | APBIBIP- kancysvm no 100 mr; no | TOBAPWUCTBO 3 YkpaiHa Bci cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/10506/02/01
340POB'A 10 kancyn y 6nicTepi; OBME>XXEHOIO BUPOGHMLTBA, 3MiHu | TUNYy - 3MiHK Woao peyenma
no 1 6nictepy B BIANOBIAANBHI KOHTPO/b AKOCTI, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
KOpOO6Lii 3 KapTOHY CTHO BWNYCK Cepil: (iHLWi 3miHK)
«KOPIMOPAUJIA ToBapucTso 3 OHOB/1EHO TEKCT MapKyBaHHA NepBUHHOI Ta
«3[10POB’'A» 06MexeHoto BTOPUHHOI YNakoBKM NikapCbKoro 3acoby, a
BiANOBIAA/TLHICTIO came BW/y4eHo iHhopmaLiilo, 3a3HaveHy
"®apmaueBTnyHa POCIACbKOK MOBOI, BHECEHO 3MiHW Y M. 2, 4,
KOMMaHis 5, 6 TeKCTy MapKyBaHHs NePBUHHOT yNakoBKu
"3p0pos'a”, Tan. 1, 2,11, 17 BTOPUHHOI YNaKOBKW, & TaKoX
YKpaiHa; 3p0o61EHO He3HAYHI pefakLiliHi NpaBky B
Bci cTagii IHLUMX NyHKTax TEKCTY MapKyBaHHs. BBegeHHs
BMPOGHMLTBA, 3MiH NpOTArom 6-Tu MicauiB nicns
KOHTPO/b SKOCTI: 3aTBEPAKEHHS.
ToBapucTeo 3
06MeXeHoI0
BiANOBIAANILHICTIO
"®APMEKC
reyn-,
YKpaiHa
23. | APBIBIP- kancynu no 100 wmr; in TOBAPUCTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/15471/01/01
3400POBA bulk Ne 4000: no 4000 OBMEXXEHOIO 06MeXeHo 3MiHW | TYNY - 3MiHK Woa0
Kancyn y naketi BIANOBIAANBHI BiANOBIAANBLHICTIO 6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
noslieTueHoBoMy y CTHO "®apmaueBTnyHa (iHWi 3MiHW) - 3MiHK Yy 3aTBEPAKEHOMY TEKCTI
KOHTEliHepi «KOPIMOPALIA KOMnaHis MapKyBaHHS YNakoBOK /ikapCbkoro 3acoby
naacTMacoBomy «300POB'A» "3popos'a" Ansa ynakosok in bulk. BeegeHHs 3MiH
NpPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
24. | APTEAVH Kpem 1% no40ry BocHanek g.4. BocHist i BocHanek g.4. BocHis i BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4768/01/01
BOCHAJEK® Ty6i; no 1 Ty6i B lepuerosu lepLierosuH 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA peyenmom
KapTOHHI KOpoOLyi Ha a nikapcbkuii 3aci6. Cnuctema
KOHTeliHep/3aKkynoptoBabHuiA 3aci6. 3MiHa
nocTavasnibHvKa nakysasibHVUX matepianis abo
KOMMNIEKTYHOUMX (SKLLO 3a3Ha4YeHO B [JOCLE)
(3amiHa abo gofaBaHHS NocTavasbHuKa). Ha
[0[aToK [0 3aTBEpPKEHOT BUPOBHNYOT
OinbHUUI atomiHieBnx Ty6 Perfektup
Gumussuyu 1, 34020 Istanbul, Turkey ,
NPOMOHYETLCA 3aTBEPANTN AOAATKOBY
BMpO6HMYY ainbHuuto Perfektup Packaging
BG, RA Kolyo Ganchev, Stara Zagora 6000
Bulgaria. Hosa Bupo6H1Ya finbHuLA Mae
cepTndiKoBaHy cuctemy siKocTi, L0
nigTBEepMAXYETHCA CTaHAapTaMmu 1ISO
15378:2017 (pn151 BUPOOHULITBA NEPBUHHOMO
nakyBaslbHOro matepiany) Ta ISO 9001:2015.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BnpoBamkeHHs [0AaTKOBOI BUPO6HMYOT
OiNbHUL He BNMBaE Ha AKICTb, cneumdikauito
Ta MeTog, BUNpobyBaHb aslloMiHIEBUX Ty6.
YMOBYV BMPOGHULITBA Ta NPOLEC, a Takox
CMPOBUHA 3a/IULIAIOTLCA HE3MIHHUMU.

25.

APUMPA30/I®

Tabnetkn, no 10 wr;
no 10 Tabnetok y
6nictepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIN
nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy apmakoHarnsgy (BBefeHHs
y3ara/isHeHUX faHux Npo cucTemy
hapMakoHarnsay, amiHa yrnoBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnsgy (BK4vakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y pO3MiLLEeHHI MacTep-haiina
cucTemu chapMakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38 hapmakoHarnsg

3a
peyerimom

UA/15765/01/01

26.

APUMPA30/I®

Tabnetkn, no 15 wr;
no 10 Tabnetok y
6nictepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIN
nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHW | TYNY - 3MiHK Woa0
6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTtemy thapmakoHarnsagy (ssefeHHs
y3araslbHeHVX faHunx npo cucremy
hapMakoHarnsay, amMiHa yrnoBHOBaXeHOT
0ocobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSN
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNOBHOBaXKEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsagy (Bk/rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemu chapMakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobm
3asBHVKa, BiANOBIAAIbHOI 32 dhapmakoHarnsa

3a
peyerimom

UA/15765/01/02

27.

APUTMIN

PO34MH NS iH EKLi,
50 mr/mn no 3 mn B
amnyni; no 5 amnyn y
kacerTi; no 1 kaceTi y
naJi 3 KapToHy

My6nivHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA

LeHTp
"BopLuariBcbknii

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"BopLuariBcbknii

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/moHorpadii.
3MiHU, NOB'sI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS
Y BignoBigHIiCTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoi

3a
peyenmom

UA/1438/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ximiko-
hapmaLeBTUYHNI
3aBofg"

Ximiko-
hapmaLeBTUYHNI
3asofa”

HaujioHasIbHOI thapmakonei Aepxasu €C
(3miHa y cneuudikauisx, nos'sasaHa 3i 3MiHaMun
B [1®Y, abo €Bponelickkiit hapmakonei, abo
iHLWIM HauioHaNbHIV thapmakonel gepxasu
€C) - 3MiHM B cneumdikauii gns koHTposito Ad|
amiofilapoHy rigpoxnopug y po3gini
«laeHTudikayis. B». 3miHun | Tuny - 3miHun 3
AKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHuK, NOB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii AdPY a6o €sponelicbkol
thapmakornei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu €C (3miHa y
cneumdikauisx, nos'asaHa 3i 3miHamu B 4dY,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHili chapmakonei gepxasu €C)
(B.111.2. (6) IA) 3miHn B cneuudikauii Ans
KOHTpoNo ADP| amiofgapoHy rigpoxnopug y
po3aini «CynpoBifHi AOMILLKU».
3minu | TUny - 3miHu 3 aKocTi. APl. KoHTposb
A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npomixKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| (He3HauHi 3MiHW y
3aTBEPMXEHNX MeToAaxX BUNPOGYBaHHS)
3MiHM B MeTOAMKax KOHTponto AP| amiogapoHy
rigpoxnopua y po3aini «Mognan». 3minu |
MYy - 3MiHKU 3 AKOCTi. A®I. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BMXigHOro Matepiany/npomiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl (He3HauHi 3MiHW y
3aTBEPKEHUX MeToAax BUNPoOyBaHHS) 3MiHU
B MeToAMKax KOHTposto APl amiogapoHy
rigpoxnopug y posaini «Btpata B maci nig, yac
BUCYLLYBaHHA»

28.

APUTMIN

Tabnetkn no 200 wr,

no 10 TabneTtok y
6nicTepi; no 2 abo 5
6nictepiB y nauui

My6nivuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHNYNIA

LeHTp
"BopLyariBcbkuii
Ximiko-
hapmaueBTUUHNI
3asofg"

YkpaiHa

My6niyHe
aKujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNI

LieHTp
"BopLuariBcbKuii
XimiKo-
hapmaLeBTUYHWIA
3asof”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIHICTIO MPYBEAEHHS
Y BignoBigHICTb A0 MoHorpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHasIbHOI thapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3aMiHaMu
B ®Y, abo EBponeiicbkiit thapmakonei, abo
iHLWIN HauioHaNbHIV dhapmakonei gepxasn

3a
peyenmom

UA/20616/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€C) 3miHu B cneymdpikauii ana koHTposo Ad|
amiofapoHy rigpoxsopug y po3gini
«lgeHTucpikauis. B». 3miHun | Tuny - 3MiHu 3
akocTi. CepTtudikar BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NPpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo €sponeiicbkoi
thapmakonei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumagikauisx, nos'a3aHa 3i 3amiHamy B 1dY,
abo €ponelicbkiin thapmakonei, abo iHLUii
HaujioHasbHI chapmakonei gepxasu €C)
3MiHM B cneumaikauii ans KoHTposno Adl
amiofilapoHy rigpoxnopug y po3gini
«CynpoBigHi AOMILLKM». 3MiHK | TURY - 3MiHK 3
AKOCTi. A®I. KoHTponb AdL. 3MiHa y MeToAax
BunpobyeaHHA APl abo BMXigHOro
Marepiany/npoMiXHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPobHMLTBA
A®| (He3HaUHI 3MiHW Yy 3aTBEPAXKEHNX
MeToAax BUNpoByBaHHS) 3MiHN B METOAMKaX
KOHTponto A®| amiogapoHy rigpoxnopug y
posgini «Moanauns». 3minu | Tuny - 3Miku 3
akocTi. A®l. KoHTponb AdL. 3miHa y meTopax
BMNpobyBaHHA A®l abo BMXigHOTO
marepiany/npoMiXHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPOOHMLTBA
A®| (He3HaYHi 3MiHW Y 3aTBEPKEHMUX
MeToAax BUNpobyBaHHSA) 3MiHN B METOAMKAX
KOHTpoNo AD| amiofgapoHy rigpoxnopug y
po3gini «BTpaTta B Maci nig yac
BUCYLLYBaHHA».

29.

ACKOPIN
EKCNEKTOPAH

T

cupon; no 100 mn abo
no 200 mny
NAacTyKoBUX
thnakoHax; no 1
hnakoHy pasom 3
MipHUM KOBMAaYKoOM Y
KapTOHHIA ynakoBsL,i

rneHmapk
dapmacboTrKan3
nTa.

IHgis

rneHmapk
PapmacboTrKan3
nrg.

IHais

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKoCTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BignoBigHicTb A0 moHorpacii APY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HaLioHanbHOT hapmakonel aepxasun €C
(3miHa y cneyudpikauisix, nos's3aHa 3i 3MiHaMmn
B J®Y, abo EBponelicbkiin thapmakonei, abo
iHLLIN HauioHaNbHIK thapmakonel fepxasu
€C) - NnpuBefeHHs cneundikauii Ta MeToais
KOHTPOJIIO Aj040T PeyoBrHM canbbyTamony
cynbaTy 4o BUMor MmoHorpadii BputaHcbKoi
apmakonei Big 01 ciyHa 2025 poky. 3MiHu |

3a
peyenmom

UA/8670/01/01




29

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Tnny - 3MiHK 3 akocTi. A®Il. KoHTposnb AdL.
3miHa y napameTpax cneuudikayii Ta/abo
[OMYCTUMUX MEX, BUHAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLECi BUPOOHMLTBA
A®| (gonoBHEHHS crneumndikalii HOBUM
NOKa3HMKOM SIKOCTi Ta BiNOBIAHUM METOA0M
BMNPoBYBaHHS) - AONOBHEHHS creumndikalii Ta
MeTOoZiB KOHTPOSO 3a nokasHukom Residual
Solvents Bupo6Huka /13 aito4oi pevoBUHN
canbbyTamony cynbat BUPOGHMKa Supriya
lifesciences gogaTkoOBUMY PO3YMHHMKAMN Ta
MEeTOMKOIO X BU3HAYEHHS.
30. | ACKOUVH® TabneTku XxyBasibHi; in | TOB «TNELPAPM YkpaiHa KYCYM IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: - UA/21085/01/01
bulk Ne 2000 NTo» XENTXKEP NBT 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
(10x200): no 10 nTa nikapcbkuii 3aci6. Cuctema
TabneTok y cTpuni, no KOHTeliHep/3aKkynoptoBasibHWii 3aci6. 3miHa
200 cTpunis y PO3Mipy YNakoBKu roTOBOrO /liKapCbKoro
KapTOHHIiA KopobLi; in 3aco6y (iHLi 3MiHN) - BBEAEHHS A,04ATKOBOI
bulk Ne 1500 ynakoBku y doopmi in bulk y 38'A3ky 3
(10x150): no 10 BMPOGHMYOK HEObXiAHICTI0. 3anponoHOBaHO:
TabneTok y cTpumi, no ana «KKYCYM XENTXKEP MBT NTA» (CM-289
150 ctpunis y (A), PIIKO InpacTpian apea, YonaHki, bxisagj,
KapTOHHIA KopoobLi [ict. AnBap (PagxacTtaH), IHgis): in bulk Ne
2000 (10x200): no 10 TabneTok y cTpuni, No
200 cTpuniB Y KApTOHHIl KOpo6L; Ans
«KYCYM XENTXKEP NBT NTA» (Mnot Ne M-
3, IHaop Cnewen IkoHoMik 3oyH, Deiis-ll,
Mitamnyp, Aict. Axap, Magxba MpageLw, MiH
454774, IHgis): in bulk Ne 1500 (10x150): no
10 Ttabnetok y cTpuni, no 150 cTpunis y
KapTOHHI/ Kopoobui
31. | ACKOUUH® TabneTku XyBasbHi; TOB «MMEA®PAPM Ykpaina KYCYM IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/10673/01/01
no 10 TabneTtok y NT0» XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA peyenma
cTpuni; no 3 aéo 10 nTa nikapcbkuii 3aci6. Cuctema
CTPUNIB y KAPTOHHIM KOHTeliHep/3aKkynoptoBasbHuiA 3aci6. 3MiHa
ynakoBLi pO3Mipy ynakoBK¥ roTOBOrO /iKapCbkoro
3aco6y (iHWi 3MiHK) - BBEAEHHSA [0AAaTKOBOI
ynakoBku y ¢popmi in bulk y 38'A3ky 3
BUPOGHMYOI HEObXIAHICTIO
32. | ACTEP Tabnetkn no 500 AT "dapmak” YKpaina CaHeka CnoBaubka BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 nidsnsiea UA/16604/01/01
Mr/65 mr no 10 PapmacbloTikan3 Pecny6nika 3MiHY | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenma €
Tabnetok y 6nictepi; AT Ha3BW flikapcbKoro 3acoby. 3miHa Ha3su

no 1 a6o no 2, abo no
3 6nicTepu B KAPTOHHY
nauky; abo no 12
TabneTok y brictepi,

nikapceKoro 3acoby. 3arsepgkeHo: LTPIK®
500 (CITRIC). 3anponoHoBaHo: ACTEP
(ASTER). BBefeHHs 3MiH NpoTsArom 6-tv
MicsILiB Micns 3aTBepPAKEHHs. 3MiHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 1 a6o no 2
6nictepy B KAPTOHHY
nauky

3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA Ha MigcTaBi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6esnekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHVX BignoBigHO 40 niaHy
negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom). 3MiHU BHeCeHi 0 IHCTpyKuii ans
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainis "B3aemogia 3 iHWNMK
nikapcbk1MKM 3acobamMu Ta iHWi B1uam
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"Mo6iyHi peakuii Wwoa0 6e3nekmn
3acToCyBaHHSA Aito4oi pevoBUHU —
napaueTtamosn. BeefeHHs 3MiH NPOTArom 6-Tu
MicAUIB MicnsA 3aTBEpKEHHS. 3MiHu | TNy -
3MiHU Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). OHOBNEHHSA
TEKCTY MapKyBaHHS1 BTOPUHHOT yNakoBKu
nikapcbkoro 3aco6y (y n. 16). BeegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.

33.

ALVKNOBIP

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuis) y
NoABINHMX
nonieTnIeHoBUxX
MiLLKax A
BMPOGHMLITBA
HecTepuIbHMUX
nikapcbknx hopm

BE3 ®apmaxem
4.0.0.

XopBartis

TiaHiw
Na6opatopi3
Mpisat NimiTeq,

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKocCTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ona A®l; ans BUXigHOro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMNOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHOBREeHWi cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI
€Bponeiicbkit hapmakonei Ne CEP 1998-029
- Rev 10 (3atBepaxeHo: R1-CEP 1998-029 -
Rev 07). 3miHn y cneuudikadii Ta meTogax
KOHTPO/II0 CYNPOBIAHMX AOMILLOK. K HAC/if0K
3MiHa Ha3BW BMPOGHMWKA; YTOUHEHHS agpecu
BVMPOGHWYOI fiNMbHULL.

UA/7707/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
34. | AUMKNOBIP- Tabnetkn no 200 wmr; AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/1325/02/01
DPAPMAK no 10 TabneTtok y 3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT peuyenmom
6nicTepi; no 2 signosigHocTi/l E-cepTudikar BignosigHoCTI
6nicTepn y navuj 3 €Bponelicbkin dhapmakonei/moHorpadii.
KapTOHY MogaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: ona A®l; ans BUXigHoro
marepiany/peareHTy/NpoOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHM (cepTuddikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBneHni cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPO6HMKa. MogaHHA
OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€Bponevicbkint hapmakonei Ne CEP 1998-029
- Rev 10 (3atBepaxeHo: R1-CEP 1998-029 -
Rev 09) ansa aito4oi peyoBrHY aumKIoBIp Bif,
BXE 3aTBEPAKEHOro BUPOOHYKA, AKUIA 3MIHUB
Ha3By 3 Mylan Laboratories Limited, IHais Ha
Tianish Laboratories Private Limited.
35. | BAHEOUVH MOPOLLIOK HaLLKipHWIA CaHpo3 CnoBeHis Brpo6HMK AscTpisi/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/3951/02/01
no 10 r nopoLuky B dapmacbioTikans npogykuii in bulk, CnoseHis/ 3MiHu | TUNYy - 3MiHK Woao peyenma
KOHTeliHepi; no 1 a.a. nakyBaHHs, HimeuunHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KOHTEliHepy B KOHTpO/b cepii: 3MiHa yacToTv Ta/abo TepMiHiB NogaHHS
KapTOHHIlA KOpooLi dapmavoiiTie perynisipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
®abpik MoHTaBIT Nikapcbkunx 3acobis - 3MiHa YacToTn Ta
mM6X, ABCTpis; TEepPMiHiB NOAAHHSA PerynsipHO OHOBJTHOBAHOIO
BignosiganbHuii 3BiTy 3 6e3neku:
3a BUMYCK cepii: [itova pepakuin: Yactota nogaHHsA perynsipHo
Nex OHOB/IHOBAHOrO 3BITYy 3 6e3nekn 13 pokiB.
PapmaueBTUyYHa KiHueBa aata ans BkNOYeHHs faHunx o PO3b
KomnaHia 4.4., - 01.01.2025 p. fata nogaHHA - 01.04.2025 p.
CnoseHis; MponoHoBaHa pegakuis: Yactota nogaHHs
KoHTponb cepii: perynsipHoO OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3nekn 9
Na6op /IC CE & pokis. KiHueBa garta 4515 BKIIOYEHHS JaHuX A0
Ko. KI, HimeyunHa PO3B - 03.05.2029 p. faTa nogaHHA —
01.08.2029 p. PekomeHaoBaHoO [0
3aTBEPAKEHHS BIANOBIAHO A0 NEPIOANYHOCTI
nofAaHHA PerynsipHO OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.
36. | BENTAPA® TabneTkn, BKPUTI BAT "leneoH YropmHa BAT "leneoH YropwmHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/2059/01/01
NNiBKOBOIO PixTep" PixTep" 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT peyenmom

060n0HkKot0, 2 Mr/0,03
Mr; no 21 TabneTui 'y
6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHIl
ynakoBLi

BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTudiikarta BiANOBIAHOCTI ab0 BUNYYEHHS
cepTtucpikaTa BiANOBIAHOCTI EBpONenchbkili
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

hapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudikar
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHUKA - NOAAHHSA
oHoBneHoro CEP Big BXxe 3aTBepaXeHoro
BUpo6HMKa AP eTnHinecTpagiony Gedeon
Richter Plc., YropwuHa.

[Jitoua pepakuin - R1-CEP 2001-400-Rev 01;
fAara octaHHboro nepernsagy 02.07.2010.
MponoHoBaHa pepgakuis - R1-CEP2001-400-
Rev02; gata ocTaHHLOro nepernagy
18.01.2019.

37.

BEM®O/A

PO34MH AN4 iH EKLiA B
nonepegHLo
HarnoBHeHiI pyyli no
75 MO (5,5 mkr)/0,125
mA; no 0,125 mn
pO3unHy A5 iH'EKUIV B
CK/IAHOMY KapTpuaxi,
3 r'YMOBOIO NMPOGKOL0-
MOPLUHEM | TYyMOBUM
[ANCKOM 3
NIOMIHIEBUM
KOBMaYKoM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0iHOPa30BMMY
ronkamu (BignosigHo 1
a6o 5 a6o 10) i
cepseTkamu,
NPOCOYEeHNMMN
cnupTtom (BignosigHo 1
a6o 5 a6o 10) B
KapTOHHIA Kopoo6Li

BAT "TeneoH
PixTep"

YropwmHa

360pKa pyukn gns
iH'EKLi1, BTOPUHHA
ynakoBka, [103BiN
Ha BUMYCK cepii:
BAT "TeneoH
PixTep",
YropumHa;
BMPOBHULITBO
Hepo3dacoBaHOl
NpPOAYKUIT;
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI
3a HaCTYMHUMK
NOKa3HUKaMMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmacbioTikanc
NimiTen, Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHA
ynakoska
(kapTpuaxi);
KOHTPO/Ib SKOCTI

YropwwHa/
Benuka
BputaHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyHuX/ribpuaHnx/6ionogibHNx
niKapcbKknx 3acobiB Nic/s BHECEHHA TiET camol
3MiHV Ha pedhepeHTHWI npenapar (3MiHa He
noTpebye HaflaHHA XOAHNX HOBUX A0AATKOBUX
AaHux). 3MiHW BHECEHO A0 IHCTPYKLUIi Ans
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainis "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031" 3rigHO 3
iHhopMmaLi€eto WwoA0 MeanyHoro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (Gonal-f,
Serono Europe Ldt). BBefieHHS 3MiH NPOTSArom
6 micauiB nicns 3aTBepmAKeHHs

3a
peyenmom

He
nionsiea
€

UA/17528/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3a BCiMa
nokasHukamu
cneumdikauii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "l'epeoH
PixTep",
YropluHa

38.

BEM®O/A

PO34MH A4 iH EKLiA B
nonepegHLo
HarnoBHeHiI pyyli no
150 MO (11 wmkr)/0,25
mA; no 0,25 mn
PO3unHy A5 iH'EKUIV B
CK/IAHOMY KapTpuaxi,
3 r'YMOBOIO NMPOGKOL0-
MOPLUHEM | TYyMOBUM
[ANCKOM 3
IOMIHIEBUM
KOBMaYKOM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0iHOPa30BMMY
ronkamu (BignosigHo 1
a6o 5 a6o 10) i
cepseTkamu,
NPOCOYEeHNMMN
cnupTtom (BignosigHo 1
a6o 5 a6o 10) B
KapTOHHIA KopoobLi

BAT "TeneoH
PixTep"

YropwmHa

360pKa pyukn gns
iH'EKLi, BTOPUHHA
ynakoBka, [,03BiN
Ha BUMYCK cepii:
BAT "TeneoH
PixTep",
YropumHa;
BMPOBHULITBO
Hepo3dgacoBaHOl
NpPOAYKUIT;
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI
3a HaCTYMHUMKN
NOKa3HUKaMMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmacbioTikanc
NimiTen, Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHA
ynakoska
(kapTpuaxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHukamu
cneumdikadii,

YropwwHa/
Benuka
BputaHis

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyYHuX/ribpuaHnx/6ionogibHNx
niKapcbKknx 3acobiB Nic/s BHECEHHA TiET camol
3MiHV Ha pedhepeHTHW npenapar (3MiHa He
noTpebye HaflaHHSA XOAHNX HOBUX A0AATKOBUX
AaHunx). 3MiHW BHECEHO [0 IHCTPYKLUIi Ans
MeLMYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainis "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031" 3rigHO 3
iHhopmaLieto WwoA0 MeanyHoro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (Gonal-f,
Serono Europe Ldt). BBefieHHs 3MiH NPOTSArom
6 micauis nicns 3aTBepmKeHHs

3a
peyenmom

He
nionsiea
€

UA/17528/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "l'epeoH
PixTep",
YroplmHa
39. | BEM®O/A PO34MH A4 iH EKLiA B BAT "lepeoH YropuwmHa | 36opka py4ku ans YropwwHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/17528/01/03
nonepegHsL0 PixTep" iH'EKLi, BTOPUHHA Benuka 3MiHu | TUNYy - 3MiHK Woao peuenmom niosnsiz2a
HanoOBHEHIl pyuyLi no ynakoBKa, [403BiN BpuvTaHis 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy. €
225 MO (16,5 Ha BUMYCK cepii: 3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro

MKr)/0,375 m; no
0,375 mn po3unHy ans
iH'EKL B CKNSHOMY
KapTpuaXi, 3 ryMOBOIO
NMPOOGKOK-NOPLUHEM i
rYMOBVIM [AUCKOM 3
aIOMIHIEBUM
KOBMaYKOM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0iHOPa30BMMH
ronkamu (BignosigHo 1
a6o 5 a6o 10) i
cepseTkamu,
NPOCOYEeHNMMN
cnupTtom (BignosigHo 1
a6o 5 a6o 10) B
KapTOHHIA KopoobLi

BAT "TeneoH
PixTep",
YropumHa;
BMPOBHULITBO
Hepo3dgacoBaHOl
NpPOAYKUIT;
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI
3a HaCTyMHUMKN
NOKa3HUKaMMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmacbioTikanc
NimiTen, Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHA
ynakoska
(kapTpuaxi);
KOHTPO/Ib SKOCTI
3a BCiMa
nokasHukamu
cneumdikauii,
okpim Biological
activity
(BionorivHoi

3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyYHuX/ribpuaHnx/6ionogibHNx
niKkapcbkunx 3acobiB Nic/is BHECEHHA TiET camol
3MiHV Ha pethepeHTHWI npenapar (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX A0AATKOBUX
AaHunx). 3MiHW BHECEHO A0 IHCTPYKLUIi Ans
MeLMYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainis "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031" 3rigHO 3
iHhopMmaLi€eto WwoA0 MeanyHoro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (Gonal-f,
Serono Europe Ldt). BBefieHHs 3MiH NPOTSArom
6 micauis nicns 3aTBepmAKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "l'epeoH
PixTep",
YropluHa
40. | BEM®O/NA PO34MH ANA iH EKLiA B BAT "lepeoH YropwmHa | 36o0pka py4ku ans YropwwHa/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/17528/01/04
nonepegHsL0 PixTep" iH'EKLi1, BTOPUMHHA Benuka 3MiHu | TUNYy - 3MiHK Woao peuenmom niosnsiz2a
HanoBHEHIl pyuyLi no ynakoBKa, A403BiN BpuTaHis 6e3nekn/edpeKkTVBHOCTI Ta hapmakoHariagy. €

300 MO (22 mkr)/0,5
mMA; no 0,5 Mn posynHy
Ans iH'exuii B
CK/IAHOMY KapTpuaxXi,
3 r'YMOBOIO NMPOGKOL0-
MOPLUHEM | FYyMOBUM
[NCKOM 3
aIOMIHIEBUM
KOBMAaYKoM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0iHOPa30BUMY
ronkamu (BignosigHo 1
a6o 5 a6o 10) i
cepseTkamy,
NPOCOYEeHNMMN
cnupTtom (BignosigHo 1
a6o 5 a6o 10) B
KapTOHHIA Kopoo6Li

Ha BUMYCK cepii:
BAT "TeneoH
PixTep",
YropumHa;
BMPOBHULITBO
Hepo3dgacoBaHOl
NpPOAYKUIT;
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI
3a HaCTYMHUMK
NOKa3HUKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmacbioTikanc
NimiTen, Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHA
ynakoska
(kapTpuaxi);
KOHTPO/Ib SKOCTI
3a BCiMa
nokasHukamu
cneumdikauii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi)):

3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyYHuX/ribpuaHNx/6ionogibHNX
niKapcbKnx 3acobiB Nic/is BHECEHHA TiET camol
3MiHV Ha pethepeHTHW npenapar (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX A0AATKOBUX
OaHunx). 3MiHW BHECEHO A0 IHCTPYKLUIi Ans
MeLMYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainis "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031" 3rigHO 3
iHhopMmaLi€eto WwoA0 MeanyHoro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (Gonal-f,
Serono Europe Ldt). BBefieHHS 3MiH NPOTSArom
6 micauis nicns 3aTBepmKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BAT "l'epeoH
PixTep",
YropluHa

41. | BEM®O/NA PO34MH ANA iH EKLiA B BAT "lepeoH YropuwmHa | 36o0pka py4ku ans YropwwHa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a He UA/17528/01/05

nonepegHsL0 PixTep" iH'EKLi1, BTOPUMHHA Benuka 3MiHu | TUNYy - 3MiHK Woao peuenmom niosnsza

HanoBHEHIl pyuyLi no ynakoBKa, [403BiN BpuTaHis 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy. €

450 MO (33 mkr)/0,75
mA; no 0,75 mn
pO3unHy A5 iH'EKUIV B
CK/IAHOMY KapTpuaxi,
3 r'YMOBOIO NMPOGKOL0-
MOPLUHEM | TYyMOBUM
[NCKOM 3
IOMIHIEBUM
KOBMaYKOM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0iHOPa30BMMY
ronkamu (BignosigHo 1
a6o 5 a6o 10) i
cepseTkamu,
NPOCOYEeHNMMN
cnupTtom (BignosigHo 1
a6o 5 a6o 10) B
KapTOHHIA KopoobLi

Ha BUMYCK cepii:
BAT "TeneoH
PixTep",
YropumHa;
BMPOBHULITBO
Hepo3dgacoBaHOl
NpPOAYKUIT;
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI
3a HaCTYMHUMK
NOKa3HUKaMMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmacbioTikanc
NimiTen, Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHA
ynakoska
(kapTpuaxi);
KOHTPO/Ib SKOCTI
3a BCiMa
nokasHukamu
cneumdikauii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "T'epeoH
PixTep",
YroplmHa

3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHS
reHepnyHuX/ribpuaHx/6ionogibHmNx
niKapcbKknx 3acobiB Nic/s BHECEHHA TiET camol
3MiHV Ha pethepeHTHW npenapar (3MiHa He
noTpebye HaflaHHA XOAHNX HOBUX A0AATKOBUX
AaHux). 3MiHW BHECEHO A0 IHCTPYKLUi Ans
ME[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainis "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031" 3rigHO 3
iHhopmaLi€eto WwoA0 MeanyHoro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (Gonal-f,
Serono Europe Ldt). BBefieHHs 3MiH NPOTSArom
6 micauis nicns 3aTBepmKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
42. | BEHOAMYCTU MOPOLLIOK AN O pxuna dapma IHgis Opxia Papma IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/21074/01/01
HY NPUroTyBaHHSA CnewumaniTic Cnewienitia YTOUHEHHSA peecTpauiliHol npoueaypu B peuyenmom
rIAPOXIOPUA, | koHUeHTpaTty Ans Nimiten Niviten Hakasi MO3 YkpaiHu Ne 1854 Big 08.12.2025
ONKA IH'EKLIN NPUroTyBaHHS (3a TexHiyHuMK obcTaBrHamMu 6yio
pO34uHy ONs iHgy3il nponyLeHo croBo "peecTpauis®) -
no 25 wmr, no 1 peecTpauis 40 BBeAEHHA B fit0 3aKOHY
h/1aKOHY B KapTOHHii YkpaiHu Big 28 nunHa 2022 p. Ne 2469-1X
Kopo6ui “IMpo nikapcbKi 3aco6un”
Pestome MYP Bepcia 0.3 gogaeTbcs.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6€3neku, BigNoBiAHO A0
Mopsaky 34iicCHeHHs hapMakoHarnaay,
3aTBepAXEHOro Haka3om MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 34,0POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepioguuHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
43. | BEHOAMYCTU NopoLUoK AN HOpkusa dapmva IHAis HOpxia dapma IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/21074/01/02
HY NpUroTyBaHHA CnewmaniTic Cnewienitia YTOUHEHHS1 peecTpauiiiHoT npoueaypy B peyernmom
FAPOXNMOPUA, | koHUeHTpaTy Ans Nimiten NimiTen Hakasi MO3 YkpaiHu Ne 1854 Big 08.12.2025
ANS IH'EKLUIN NPUroTyBaHHSA (3a TeXHIYHMMU 0bCTaBMHaMm 6yno
pO3urHy gns iHdysi nponyLeHo C10BO "peecTpavis”) -
no 100 mr, no 1 peecTpauis [0 BBefeHHSA B Ail0 3aKOHY
(h/1aKOHY B KapTOHHii YKpaiHu Big 28 nunusa 2022 p. Ne 2469-1X
Kopoobui “Ipo nikapcbki 3aco6un”
Pestome MYP Bepcia 0.3 gogaeTbcs.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
44. | BEH3VBEPAE cnpeii ans poToBoi MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 nionsea UA/20815/01/01
NOPOXHUHU 1,5 Mr/mn; "XIM®GAPM3ABO "XIMGAPM3ABO 3MiHY | TYNY - 3MiHK WoA0 peyenma €
no 30 Mn y donakoHi 3i [ "YEPBOHA [ "4EPBOHA 6e3nekun/edekTUBHOCTI Ta hapMmakoHarnagy.
cnpeii-Hacocom Ta 3IPKA" 3IPKA" 3MiHa y KOpOTKili XapakTepucTyLi NikapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HacaKoto
NOBOPOTHOM; Mo 1
hnakoHy y nauui

3ac00y, TeKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3aCToCyBaHHs NiKkapcbkoro 3acoby B
nicnapeecTpaviiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) 3MiHM BHECEHO B iHCTPYKL,it0 AN
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3giny "3acTocyBaHHs y nepios BariTHOCTI
abo rofyBaHHA rpyaAat" BignoBsigHoO 10
OHOB/IEHOT IHhopMaLii Woao 6e3nekn
3aCTOCyBaHHS fjt040i PEeYOBVHM 3rifHO 3
pekomeHpauieto PRAC. TepMiH BBeEHHS 3MiH
npotsarom 3 micsiiB nicns 3aTBepAKeHHS

45,

BEMNAHTEH®

kpem 5 %; no 30 r abo
100 r y Ty6i; no 1 Ty6i
Y KapTOHHIl kopoobLi

Baiiep KoHcblomep
Kep Al

LLiBefiuapi
l

[T F'peHsax

MpopaykTioHc TM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKocCTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikata BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ona A®l; ans BUXigHOro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMNOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei) -
OHOBREeHWi cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTy BifnNOBIAHOCTI
€sponelicbkinn dhapmakonei R1-CEP 2006-
233-Rev 03 gna aitoyoi pevoBuHn
[AeKCnaHTEHON Bif, BXXE 3aTBEPKEHOr0
BMpo6HMKa BASF SE, HimeuurHa B 3B’A3Ky 3i
3MiHOI0 MeToAy BUNPOOYBaHHS
JekcnaHTeHony (3aTsepaxeHo: R1-CEP 2006-
233-Rev 01; 3anponoHoBaHo: R1-CEP 2006-
233-Rev 03).

6e3
peyenma

UA/4157/01/01

46.

BEMAHTEH®MN
noc

cnpeii HalKipHWiA,
po34uH; no 30 mny
onakoHi 3
po3npurcKyBayem Ta
N1acTMKOBOO
Kpuwieykoto; no 1
pN1aKoHY B KAPTOHHIl

Baiiep KoHcblomep
Kep Al

LLisenuapi
a

NixteHxenbAr
mM6X
dapmavoiiTie
dabpik

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
nocTavasibH1Ka nakyBaslbHUX MaTepiasiis abo
KOMNEKTYUMX (SIKLLO 3a3Ha4YeHO B [OCLE)
(3amiHa abo gofaBaHHS NocTavabHUKa) -

6e3
peyenma

UA/7805/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kopobui 3MiHa Ha3BW BMPOGHMKa "cTasieBoi Kyni”, Wwo
BMKOPWCTOBYETLCA B po3nustoBadax Aptar,
3MiH0eTbeA 3 V.G. INDUSTRIE Ha SKP
Bearing Industries Limited, ®paHujis. 3miHa
Ha3BW He BNAMBAaE Ha BUPOOHUYWMIA Npouec,
MicLe BUPOGHMLTBA Ta cneumdikaii
MaTepianis
47. | BEPUATE® NMOpPOLLOK Ta LICN BepiHr F'M6X HimeuuunH BTOPVIHHE HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17404/01/01
PO3UYNHHWK AN1A a nakyBaHHs, BUMYCK 3minu | TUny - 3miHu 3 sKocTi. APl. KoHTposnb peyenmom

pO34nHYy A5 iH'EKUINA
abo iHdysiid, 250 MO;
no 1 donakony 3
MOPOLLKOM Y
KOMMekTi 3 1
h1akoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 2,5 mn
Ta 1 npuctpoem ans
fofaBaHHSA
PO34MHHMKA 3
BOYZOBaHNM
hinbTpom 15 Mkm
("Mix-2Vial™ 20/20") B
KapTOHHI Kopo6Li; no
1 donakoHy 3
NOPOLLKOM Y
KommnnekTi 3 1
ch1akoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 2,5 mn
Ta 1 npuctpoem ans
fofaBaHHsA
PO34MHHMKa 3
BOYyA0BaHNM
inbTpOM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOIO
KOpOO6KOHo 3
KOMMNIEKTOM st
BHYTPILLHLOBEHHOTO
BBeJleHHA npenapary
(1 ogHoOpasoBwuii
wnpuu, 1 ronka-
MeTesuK, 2
[Ae3iHdiKyroyi
CepBeTkn B
iHAUBIAYaTbHUX
repMeTUYHNUX

cepii: LIC/1 BepiHr
M6X, HimeuuunHa;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHsl,
KOHTPO/b AKOCTI:
LIC/1 BepiHr TM6X,
HimeuyunHa

A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Y NpoLeci BUPobHMLTBA
A®I (iHWi 3MiHN).
3MiHn go cneuudikayii Ha JONOMKHY
pevoBuHy-ligpokeng antominito (Al(OH)3) 15
r/n, WO BUKOPUCTOBYETbLCS SIK aACOPOEHT B
NpoLieci OUMLLEHHS N1asmu, a cave:
BU/TYYEHHS TECTYBaHHS Ha HasABHICTb
KOHCepBaHTYy-HaTpilo TimepdioHaTy, BUTy4YeHO
iHchopmaLito WoA0 eTaniB OUYNLLEHHS, & TaKoX
iHhopmaLito o0 NnocTavyaibHUKIB pe4OBUHN
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ynakoBkax Ta 1
HecTepwIbHUIA
neikonnacTtup) 3
KOHTPO/MIEM MEepPLUOro
BIIKPUTTSA Y KApTOHHIiA
KOpo6Li 3 KOHTpONEM
NepLUOro BigKpUTTA

48.

BEPUATE®

NOPOLLIOK Ta
PO3YMHHWK AN
pO34nHYy A5 iH'EKUINA
abo iHdysiid, 500 MO;
no 1 donakony 3
MOPOLLKOM Y
KOMMekTi 3 1
hnakoHom 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn
Ta 1 npuctpoem ans
fofaBaHHSA
PO34MHHMKA 3
BOYZOBaHNM
hinbTpom 15 Mkm
("Mix-2Vial™ 20/20") B
KapTOHHI Kopo6Li; no
1 donakoHy 3
NOPOLLKOM Y
KommnnekTi 3 1
ch1akoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 5 mn
Ta 1 npuctpoem ans
fofaBaHHsA
PO3UMHHMKA 3
BOYyA0BaHNM
inbTpOM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOIO
KOpOO6KOHo 3
KOMMNIEKTOM st
BHYTPILLHLOBEHHOTO
BBeJleHHA npenapary
(1 ogHopasoBui
wnpuu, 1 ronka-
MeTesuK, 2
[Ae3iHdiKyroyi
CepBeTkn B
iHAUBIAYaTbHUX
repMeTUYHNUX

LICN BepiHr F'M6X

HimeyunH
a

BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: LIC/1 BepiHr
M6X, HimeuuunHa;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHsl,
KOHTPO/b AKOCTI:
LIC/1 BepiHr TM6X,
HimeuyunHa

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3minu | TUny - 3miHu 3 sKocTi. APl. KoHTposnb
A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Y NpoLeci BUPobHMLTBA
A®I (iHWi 3MiHN).
3MiHn go cneuudikayii Ha JONOMKHY
pevoBuHy-ligpokeng antominito (Al(OH)3) 15
r/n, WO BUKOPUCTOBYETbLCS SIK aACOPOEHT B
NpoLieci OUMLLEHHS N1asmu, a cave:
BU/TYYEHHS TECTYBaHHS Ha HasABHICTb
KOHCepBaHTYy-HaTpilo TimepdioHaTy, BUTy4YeHO
iHchopmaLito WoA0 eTaniB OUYNLLEHHS, & TaKoX
iHhopmaLito o0 NnocTavyaibHUKIB pe4OBUHN

3a
peyenmom

UA/17404/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ynakoBkax Ta 1
HecTepwIbHUIA
neikonnacTtup) 3
KOHTPO/MIEM MEepPLUOro
BIIKPUTTSA Y KApTOHHIiA
KOpo6Li 3 KOHTpONEM
NepLUOro BigKpUTTA

49.

BEPUATE®

NOPOLLIOK Ta
PO3YMHHWK AN
pO34nHYy A5 iH'EKUINA
a6o iHdysiid, 1000
MO; no 1 dhnakoHy 3
MOPOLLKOM Y
KOMMekTi 3 1
h1akoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10 mn
Ta 1 npuctpoem ans
fofaBaHHSA
PO34MHHMKA 3
BOYZOBaHNM
hinbTpom 15 Mkm
("Mix-2Vial™ 20/20") B
KapTOHHI Kopo6Li; no
1 donakoHy 3
NOPOLLKOM Y
KommnnekTi 3 1
ch1akoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10 mn
Ta 1 npuctpoem ans
fofaBaHHsA
PO34MHHMKa 3
BOYyA0BaHNM
inbTpOM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOIO
KOpOO6KOHo 3
KOMMNIEKTOM st
BHYTPILLHLOBEHHOTO
BBeJleHHA npenapary
(1 ogHoOpasoBwuii
wnpuu, 1 ronka-
MeTesuK, 2
[Ae3iHdiKyroyi
CepBeTkn B
iHAUBIAYaTbHUX
repMeTUYHNUX

LICN BepiHr F'M6X

HimeyunH
a

BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: LIC/1 BepiHr
M6X, HimeuuunHa;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHsl,
KOHTPO/b AKOCTI:
LIC/1 BepiHr TM6X,
HimeuyunHa

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3minu | TUny - 3miHu 3 sKocTi. APl. KoHTposnb
A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Y NpoLeci BUPobHMLTBA
A®I (iHWi 3MiHN).
3MiHn go cneuudikayii Ha JONOMKHY
pevoBuHy-ligpokeng antominito (Al(OH)3) 15
r/n, WO BUKOPUCTOBYETbLCS SIK aACOPOEHT B
NpoLieci OUMLLEHHS N1asmu, a cave:
BU/TYYEHHS TECTYBaHHS Ha HasABHICTb
KOHCepBaHTYy-HaTpilo TimepdioHaTy, BUTy4YeHO
iHchopmaLito WoA0 eTaniB OUYNLLEHHS, & TaKoX
iHhopmaLito o0 NnocTavyaibHUKIB pe4OBUHN

3a
peyenmom

UA/17404/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
ynakoBkax Ta 1
HecTepwIbHUIA
neikonnacTtup) 3
KOHTPO/MIEM MEepPLUOro
BIIKPUTTSA Y KApTOHHIiA
KOpo6Li 3 KOHTpONEM
NepLUOro BigKpUTTA
50. | BETAKOP TabneTku, BKPUTI AT "KMIBCbKUIA Ykpaina AT "KUIBCbKUI Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/7013/01/01
MAiBKOBOIO BITAMIHHW BITAMIHHUIA 3MiHu | TRy - 3MiHK Woa0 peyenmom | nidnsiea
060n10HkKot0, No 20 wr; 3ABO[4" 3ABOA" 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. €
no 10 TabneTtok y 3MiHM Y KOPOTKiil XapakTepucTuLi NikapCbKoro
6nicTepi; no 3 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
6nictepn y nauui MeZMNYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpuaHNX/6ionodibHMX
nNiKapcbknx 3acobiB Nic/i BHECEHHSA TiET camol
3MiHW Ha pedhepeHTHW npenapart (3MiHa He
noTpebye HafiaHHSA XOAHNX HOBUX AOAATKOBUX
AaHnx) 3MiH1 BHECEHO A0 iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHS /likapCbKoro 3acoby
y po3ainun "®apmMakonoriyHi BnactnsocTi”,
"MokasaHHsA", "MNpoTunokasaHHs", "B3aemogis
3 iHWMMU JlikapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHocTi abo
roflyBaHHs rpyaar”, "3aatHicTe BNMBaTh Ha
LWBMAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU MexaHi3mamun',
"Cnoci6 3acTocyBaHHA Ta gosu”, "Oitn",
"Mepepo3ysaHHA", "Mo6GIYHI peakuii™ 3rigHo 3
iHhopMmaLi€eto WwoA0 MeanyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (JlokpeH,
TabneTku, BKPUTi 060/10HKO0 20 Mr).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
3aTBEPMAKEHHS.
51. | BlnoAaAal Tabnetku no 200 wr; KYMN®EP BIOTEX, | JluToBCbKa Apamvep ®apma Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/19715/01/01
no 10 Tabnetok y YAB Pecny6nik C.A. 3MiHn |l TUny - 3MiHK 3 aKocTi. (iHLWi 3MiHW) peyenma
6nictepi, no 5 a OHoBreHHA ASMF ans akTMBHOT pevyoBUHA
6nictepiB y nauui riMEKPOMOH Bif, 3aTBEPKEHOr0 BUPOGHMKA
Farmak a.s., Yecbka Pecny6nika: 3 Bepcii AP
ASMF, Bepcisa 3, 2018-01-05 fo Bepcii AP
ASMF, Bepcia 2024-08-20 Ta 3 Bepcii RP
ASMF, Bepcisa 3, 2018.01.05 go Bepcii RP
ASMF, Bepcisg 2024-08-20.
52. | BIOCOH TabneTkn, BKPUTI TOB "ACIHO Ykpaina TOB "dapma Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/15137/01/01
NAiBKOBOIO YKPAIHA" Crapt" 3MiHn | TMNy - 3MiHK WoAa0 peyenma
o6onoHkoto; no 10 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6nictepi; BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
nol, 2, 3a6o 10 npo cuctemy dhapmakoHarnsay (BBeeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepiB y KAPTOHHIl y3araslbHeHVX AaHux Npo cuctemy
nauui hapmakoHarnsagy, 3mMiHa yrnoBHOBaXeHOT
ocobu, BignoBigasibHOI 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX yNoBHOBaXeHOI 0Co6u 3asBHIKa,
BiNOBiAa/IbHOI 32 hapMakoHarnsag.
53. | BOHCIPI PO34UH O151 iH'EKLLNA, HosapTic OBepci3 LLiBeiiuapi Bupo6bHMLTBO, LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20311/01/01
20 mr/0,4 mn; no 0,4 IHBecTMeHTC Al A nepBuHHE 3MmiHu | TUny - 3miHn woao peyenmom
MJ1 PO3YMHY Y nakyBaHHs, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
nonepegHLo 4yacTKoBwiA BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
HaroBHEHOMY LLUNPULL; KOHTPO/b AKOCTI, npo cuctemy capmakoHarnsgy (BBefeHHs
no 1 nonepefHL0 BTOPWHHE y3ara/ibHeHUX JaHnx Npo cucTemy
HanoBHEHOMY LINpUL nakyBaHHs1, BUNYCK chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
y noTky-6nictepi; no 1 cepii: HosaprTic ocobwu, BignoBifasibHOI 3a 3AiCHEHHS
noTkKy-6nicTepi B dapma LUTeiH AT, hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
KapTOHHIlA KOpooLi LLiBeiiuapis; hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
YacTkoBuii thapmakoHarnsgy B YKpaiHi, K0 BOHa
KOHTPO/b AKOCTI: BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
HosapTic ®apma BiANOBIAA/IbHOI 32 3AiACHEHHS
Ar, LLseliuapis thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cucTemMu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
3MiHa MicLe3HaxoMKeHHs MacTep-chaiina
cuctemu chapmakoHarnagy. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
54. | BPIHTEN/IKC TabneTkun, BKpUTI Nynabek Exkcnopt [Janis BMPOGHULITBO 3a [Nanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/14150/01/01
NNiBKOBOK AIC NOBHUM LMK/IOM: ®paHuis 3MiHY | TYNY - 3MiHK WoA0 peyenmom nionsiea
060/10HKOI0, M0 5 Mr; X. NyHpbek A/IC, 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnsgy €
no 14 tabnetok y [JaHis; nepsuHHe (iHWi 3miHK). 3MiHW BHeceHo A0 IHCTpyKuii gns
6nictepi; no 2 Ta BTOPVHHE MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
6nicTepy y KapTOHHIl nakyBaHHs: 00 po3ginis "Cnoci6 3acTocyBaHHA Ta 4o3mn",
Kopobui Enasndhapm, "Mo6ivHi peakui™ BigNOBIAHO A0 AAHUX 3
dpaHuis; 6e3neku, OTpUMaHuX 3a pesynbtatamu
BMNPOBYBaHHA 3a npoBeAeHUxX JoChifKeHb. TepMiH BBEAEHHS
NMOKa3HNKOM 3MiH NpOTArom 6 MicsALiB NiCNSA 3aTBEPAKEHHS.
"MikpobionoriyHa 3MiHY | TYNY - 3MiHK WoA0
yncroTa™ 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnsgy
EypocpiHc (iHWi 3miHK). 3MiHWM BHeceHo A0 IHCTpyKuii Ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Biodhapma
MpoaakT TecTiHr
[Jenmapk A/C,
[aHin

MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro 3acoby
[0 po3ginis "®apmakonoriyHi BnactnsocTi”
LLLOA0 BUyYEHHS iHdhopmaLii npo
3000B'A3aHHA HafaHHA pe3ynbTaTiB
pocnipkeHb y aiteid. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.
3MiHu |l TUny - 3MiHn Woao
6e3nekn/edekTBHOCTI Ta thapMmakoHarnagy.
3MiHM y KOPOTKi/i XapakTepuUCTuL NliKkapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHnUMK 3 SKOCTI, AOKAIHIYHUMU, KIHIYHUMKN
OaHUMKN Ta faHumuy 3 hapmakoHarnagy.
3MiHV BHeceHOo A0 [HCTPpYKUii Ana MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"apmakonoriyHi BnactmBocTi”, "B3aemogis 3
iHLWIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"[iTn", "MNo6iuHi peakuii" BiaNOBIgHO A0
pesynbTaTtiB NpoBeAeHNX AOCMiIMKEHb 3a
yyacTio fiTeil. TepmiH BBEAEHHS 3MiH
npoTsArom 6 MicsiLiB MicNsi 3aTBEPAKEHHS.

55.

BPIHTENNIKC

TabneTku, BKPUTI
NiBKOBOO

o6onoHkoto, no 10 wr;

no 14 tabneTtok y
6nictepi; no 2
6nicTepy y KapTOHHIl
Kopobui

NyHpbek Exkcrnopt
AIC

[JaHis

BMPOGHMLTBO 3a
MOBHVM LVK/IOM:
X. Nynp6ek A/C,
[aHis; nepBnHHe
Ta BTOPVHHE
nakyBaHHS:
Enasdpapm,
PpaHLjs;
BUMNPOOYBaHHA 3a
NOKa3HUKOM
"Mikpo6ionoriyHa
yucrora™
EypodpiHC
Biochapma
MpopakT TecTiHr
Jenmapk A/C,
NaHis

[ania/
®paHuisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHM). 3MiHWM BHECEHO [0 IHCTPYKUii ons
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3gainis "Cnoci6b 3acTocyBaHHsA Ta go3un",
"Mo6ivHi peakui™ BigNOBIAHO [0 AAHUX 3
6e3nekn, 0OTpUMaHnX 3a pesynbtaramu
npoBeAeHuxX JoChigKeHb. TePMiH BBEAEHHS
3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPIKEHHS.
3MiHu | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHM). 3MiHWM BHECEHO [0 IHCTPYKUii ons
MeLMYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
00 po3gainis "®apmakosnoriyHi BnacTueocTi"
LLIOA0 BUNYYEHHSs iHhopmMauii npo
30060B'A3aHHA Hafj@HHA pesynbTartis
pocnigpkeHb y aiteid. TepMiH BBEAEHHS 3MiH
NPOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS.
3MiHn |l TUny - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHM Y KOPOTKill XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHuMy 3 SKOCTI, AOKNIHIYHUMU, KIHIYHUMKN

[aHUMKN Ta AaHMMK 3 hapmakoHarnsagy.

3a
peyenmom

He
niosnsea
€

UA/14150/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHN BHECEHO A0 IHCTPYKLiT 415 MeanyHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmeocTi”, "B3aemogis 3
HLIMMKW NikapcbkMKU 3aco6amMu Ta iHLWi BUam

B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"[iTn", "Mo6ivHi peakuii" BiANOBIAHO A0

pe3ynbTaTtiB NpoBeAeHNX AOCMiIMKEHb 3a
yyacTio fiTeil. TepMiH BBEAEHHS 3MiH

npoTArom 6 micsLiB Nicns 3aTBEPAKEHHS.

56.

BPOH/IEC®

kancynv TBepgi no 375
mr; no 10 kancyn y
6nictepi; no 3
6nicTepy y KapTOHHIl
ynakoBLiji

AJTKANOIO AL
Ckon'e

Pecny6nik
a MisHiuHa
MakefoHis

AJTIKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHist

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 @60 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaxeHoT
ocobwu, BignoBifanbHOI 3a 3MiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa BiJ YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
hapMakoHarnsgy (BK/1rouvatoUm KOHTaKTHI AaHi)
Ta/ab0 3MiHW y pPO3MiLLLEHHI MacTep-thainna
cuctemn chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg.
[itoua pepakuis: Aue KyamaHoBscki / Ace
Kuzmanovski. NponoHoBaHa pefakuis: IBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX gaHnX
YNOBHOB&XEHOT 0CO6MU, BiANOBiJaIbHOI 3a
hapmakoHarang,.

6e3
peyenma

UA/17598/01/01

57.

BYMNPEH® IC

TabneTkn
cybniHrBaUibHI NO
0,0002r, no 10
Tabnetok y 6nictepi;
no 1 6nictepy y nauui
3 KapTOHY

ToBapucTBO 3
[04,aTKOBO
BiANOBIAANbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKkoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acToCyBaHHS /likapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO [0 NaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM
opraHom).

3a
peyenmom

He
nionsiea
€

UA/10202/01/01




46

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHU BHECEHO B |HCTPYKLiT 418 MeanyHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
«B3aemogis 3 iHWKMK NikapcbkrMu 3acobamm
Ta iHWi BUAW B3aeMogiin», «OcobamMBoCTi
3acTocyBaHHs», «Crnocib 3acTocyBaHHs Ta
[031» (YTOYHEHHS iHdopmaLii) Ta «Mo6iuHi
peakuji» BignoBigHO iHhopMaLji Wwoao
6e3neky 3acToCyBaHHA Ailo40i PEYOBUHM.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS.

CynyTHSA 3MiHa- 3MiHU WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB BMAaui peectpaviiiHoro nocBifgyeHHs,
BKtoYatoun MnaH ynpasniHHA pyankamu (iHLi
3MiHM). 3assBHUKOM HaZaHO OHOBJIeHWiA MnaH
ynpasniHHA pu3nkamu Bepcis 1.1. 3
OHOBJ/IEHHAM PYTUHHMX 3aX0fiB 3 MiHiMi3aLii
PV3WNKiB Y 3B’A3KY 3 BHECEHHAM 3MiH [0
NPOEKTY IHCTPYKLT A8 MeANYHOro
3aCTOCyBaHHA Ha nigcTasi pekoMeHgauii
PRAC. 3Mminu | Tvny - 3MiHu Wwopao
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta
YMOB BMAaui peecTpayiiiHoro nocBigyeHHs,
BK/IlOYatoun MNnaH ynpasniHHA pusnkamu (iHLWi
3MiHK). 3asBHUKOM HaaHO OHOBMeHWIA MnaH
ynpas/iHHA pu3nkamu Bepcis 1.2. 3MiHu
BHECEHO A0 YacTuH: | «3aranbHa
iHchbopmavis», Il «Cneundikauis 3 6esnekm», |l
«MnaH 3 hapmakoHariagy», V «3axoau 3
MiHimi3aLii pusuki», VI «Pe3tome nnaHy
ynpaBniHHA pusukamu» VIl «Jogatku» y
3B'I3KY 3 OHOBJ/IEHHAM MiC/IAPEECTpaLiiHNX
[JaHuX Ta 3 ypaxyBaHHSM OHOB/IEHUX
PYTUHHWX 3aXO0AiB 3 MiHiMi3aL,ii pu3nKis.
Pestome MYP Bepcia 1.2 nogaetbcs

58.

BYIMNPEH® IC

Tabnetku
cy6niHrBaUTbHI NO
0,008, no 10
Tabnetok y 6nictepi;
no 1 6nictepy y nauui
3 KapPTOHY

ToBapucTBO 3
[04,aTKOBO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITy 3 6e3Mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IIKEHb,

3a
peyenmom

He
niosnsea
€

UA/10202/01/02
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

npoBefeHnX BiANOBIAHO A0 NiaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom).
3MiHV BHeceHO B IHCTPYKUii o1 MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
«B3aemogis 3 iHWKMK fikapcbkrMu 3acobamu
Ta iHWi BUAY B3aemogiii», «Oco61MBOCTi
3acTocyBaHHs», «Cnoci6 3acTocyBaHHA Ta
[031» (YTOUHEHHS iHdhopmaLii) Ta «[Mo6iuHi
peaxuii» BignoBigHo iHdopmauii woao
6e3nekn 3acCToCyBaHHSA Ail040i PEYOBUHMW.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPAKEHHS.

CynyTHS 3MiHa- 3MiHW LLOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB B/Aa4i peecTpaLiiHoro nocBifgyeHHs,
BK/tOYatouun MnaH ynpaeniHHA py3avkamu (iHwWi
3MiHK). 3aABHUKOM HaJaHO OHOBMEeHWIA MnaH
ynpasniHHA pusmkamu Bepcis 1.1. 3
OHOBJ/IEHHAIM PYTUHHMX 3aX0fiB 3 MiHiMi3auii
PV3KNKiB Y 3B’A3KY 3 BHECEHHAM 3MiH [0
NPOEKTY IHCTPYKLIi 418 MeguyHoro
3aCcToCyBaHHSA Ha NigcTaBi pekoMeHaauii
PRAC. 3MiHu | TUny - 3MiHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB BMAaui peectpaviiiHoro nocBifgyeHHs,
BKtoYatoun MnaH ynpasniHHA puavkamu (iHLwi
3MiHM). 3assBHUKOM HaZaHO OHOBJIeHWiA MnaH
ynpas/iHHA pu3nkammn Bepcisa 1.2. 3MiHu
BHECEeHO [0 YacTuH: | «3aranbHa
iHchopmavis», Il «Cneundikauis 3 6e3nekm, |l
«MnaH 3 hapmakoHarnagy», V «3axoam 3
MiHimi3auii pusmnkiB», VI «Pe3tome nnaHy
ynpaeniHHA pusnkamu» VIl «JoaaTku» y
3B'A3KY 3 OHOB/IEHHSAM MiCNAPeECTpaLiiHuX
[aHuX Ta 3 ypaxyBaHHSIM OHOBJ/IEHUX
PYTUHHUX 3aXO0A4iB 3 MiHiMi3aL,ii pu3uKiB.

Pestome MYP Bepcia 1.2 gofaetbes

He

UA/10202/01/03

59.

BYMNPEH® IC

Tabnetku
cy6niHrBasbHi no
0,002 r, no 10
TabneTtok y 6nictepi;
no 1 6nictepy y naui
3 KapTOHY

ToBapucTBo 3
[04,aTKOBO
BiANOBIA&/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTeo 3
[04aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edhekTVBHOCTI Ta thapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi

perysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3neku

3a
peyerimom

nionsiea
€
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Ymosu

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

3acoby

ynakoska)

nikapcbKkoro 3acoby, abo focnimkeHb 3
6e3nekn 3aCToCyBaHHs NiKkapcbkoro 3acoby B
nicnapeecTpaviiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom).
3MiHN BHECEHO B IHCTPYKLIT Ana MeAnyHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
«B3aemogia 3 iHW1MU Nikapcbkumu 3acobamu
Ta iHWi BUAY B3aEMOZji», «OcobnmneocTi
3acTocyBaHHA», «Cnoci6 3acTocyBaHHA Ta
[031» (YTOUHEHHS iHdhopmaLii) Ta «MMobiyHi
peakuii» BiAnoBigHO iHhopmaLii Wwoao
6e3neky 3acToCyBaHHS Ail040i PEYOBUHM.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.

CynyTHS 3MiHa- 3MiHN LLOA0
6e3nekun/edekTBHOCTI Ta thapMakoHarnagy.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta
YMOB BMAaui peecTpayiiiHoro nocBigyeHHs,
BK/ItOYatoun MNnaH ynpasniHHA pusnkamu (iHLWi
3MiHK). 3assBHUKOM HaaHO OHOBMeHWIA MnaH
ynpasriHHA pusmkamu Bepcis 1.1. 3
OHOBJIEHHSIM PYTUHHUX 3aX0A4iB 3 MiHiMi3auil
PY3VIKIB Y 3B'A3KY 3 BHECEHHAM 3MiH [0
NPOEKTY IHCTPYKLii 418 MeauyYHOro
3acTocyBaHHA Ha nigcTasi pekoMmeHaauil
PRAC. 3MmiHu | Tvny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB B/Aa4i peecTpaLiiiHoro nocBifgyeHHs,
BK/tOYatouu MnaH ynpaeniHHA py3avkamu (iHwWi
3MiHK). 3aABHUKOM HafaHO OHOBMEeHWiA MnaH
ynpasniHHA pusnkamu Bepcis 1.2. 3MiHn
BHECEHO f10 YacCTuH: | «3arasibHa
iHchbopmavisx», Il «Cneuundpikauis 3 6e3nekn», |l

«MnaH 3 hapmakoHarnagy», V «3axoau 3
MiHimi3aLii pusuki», VI «Pe3tome nnaHy
ynpasiHHA pusmkamm» VIl «ogaTkm» y
3B'A3KY 3 OHOB/IEHHSM MiCNISAPEECTPaLiiHNX
[JaHuX Ta 3 ypaxyBaHHSAM OHOBJIEHUX
PYTUHHUX 3aX0A4iB 3 MiHIMi3aLil pu3KKiB.
Pestome MYP Bepcis 1.2 gogaerbcs

3a

60.

BYMNPEH® IC

Tabnetku
cybniHrBaUibHI NO
0,0004 r, no 10

ToBapucTBO 3
[04,aTKOBO

YkpaiHa

BiANOBiA&NbHICTIO

ToBapucTso 3
[04aTKOBOO

YKpaiHa

BiANOBIAA/ILHICTIO

3MiHu | TUNYy - 3MiHK Woao

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:

peyenmom

Peknam Homep
yBaHHs1 | peecmpayiliHo2o
nocsioYyeHHs1
He UA/10202/01/04
nionsea
€

6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy.
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Tabnetok y 6nictepi;
no 1 6nictepy y naui
3 KAPTOHY

MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITy 3 6e3mneku
nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHS /likapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIIKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy
negjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom).
3MiHN BHECEHO B |HCTPYKLiT AN1s MeanyHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
«B3aemogis 3 iHWKMK NikapcbkMu 3acobamm
Ta iHWi BUAW B3aeMofiin», «OcobamMBoCTi
3acTocyBaHHs», «Crnocib 3acTocyBaHHs Ta
[031» (YTOYHEHHS iHdopmaLii) Ta «Mo6iuHi
peakuji» BignoBigHO iHhopMaL;i Wwoao
6e3neky 3acToCyBaHHA Ailo40i PEYOBUHU.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.

CynyTHSA 3MiHa- 3MiHU WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB BMAaui peectpaviiiHoro nocBifgyeHHs,
BKtoYatoun MnaH ynpasniHHA puankamu (iHLwi
3MiHM). 3assBHUKOM HaZaHO OHOBJIeHWiA MnaH
ynpasniHHA pu3nkamu Bepcis 1.1. 3
OHOBJ/IEHHAM PYTUHHMX 3aX0fiB 3 MiHiMi3aLii
PV3WNKiB Y 3B’A3KY 3 BHECEHHAM 3MiH [0
NPOEKTY IHCTPYKLT A8 MeANYHOro
3aCTOCyBaHHA Ha nigcTasi pekoMeHgauii
PRAC. 3Mminu | Tvny - 3MiHu Wwopao
6e3nekn/edekTBHOCTI Ta thapMmakoHarnagy.

BHeceHHs abo 3miHa(u1) A0 3060B'A3aHb Ta
YMOB BMAaui peecTpayiiiHoro nocBigyeHHs,
BK/IOYaoun MNnaH ynpasniHHA pusnkamuy (iHLWi
3MiHK). 3asBHUKOM HaaHO OHOBMeHWIA MnaH
ynpas/iHHA pu3nkamu Bepcis 1.2. 3MiHu
BHECEHO A0 YacTuH: | «3aranbHa
iHchbopmavis», Il «Cneundikauis 3 6e3nekm», |l
«MnaH 3 hapmakoHarnagy», V «3axoau 3
MiHimi3aLii pusunki», VI «Pe3tome nnaHy
ynpaBniHHA pusukamu» VIl «Jogatku» y
3B'I3KY 3 OHOBJ/IEHHAM MiC/IAPEECTpaLiiHNX
[JaHuX Ta 3 ypaxyBaHHSIM OHOB/IEHUX

PYTUHHWX 3aX04iB 3 MiHiMi3aL,i pu3uKiB.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"IHTEPXIM" "IHTEPXIM" 3MiHa y KOpOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT AN
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Pestome MYP Bepcia 1.2 nogaetbcst

61.

BA/IbIMMPOKOM
300 XPOHO

TabneTku, BKPUTI
NiBKOBOO
060/10HKOIO,
NPOJIOHIOBaHOT Aji No
300 wmr; no 10
Tabnetok y 6nictepi;
no 1, 3 a6o 10
6nicTepiB B KAPTOHHIN
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(u) 40 3060B'A3aHb Ta
YMOB BMAadi peecTpayiiiHoro noceigyeHHs,
BK/tOYatouun MnaH ynpaeniHHA py3vkamu (iHLWi
3MiHK) - 3aBHNKOM HafaHo OHOBEHWi MnaH
ynpasniHHA pu3nkamu Bepcis 2.1 3MiHn
BHECEHO A0 YacTuH: | «3aranbHa iHopmauis
npo nikapcbkuii (i) 3acié (3acooum)» Il
«Cneundikauis 3 6esnekn» Il «MnaH 3
thapmakoHarnagy (Bko4arum
nicnsapeecTpauiiiHi AOCNIHKEHHS 3 6e3MneKn)»
IV «MnaHw wopo nicnapeectpauiiHnx
pocnipxeHb edpeKTUBHOCTI» V «3axoau 3
MiHIMi3aLii pU3unKiB (BK/IHOYAIOUN OLHKY
ethekTMBHOCTI 3ax0fiB 3 MiHiMi3aLii pu3nkisB)»
VI «Pe3iome nnaHy ynpasniHHA pu3vkamu» VII
«Jopatku» (aopatku 1-8) - y 38’A3Ky 3
OHOBJ/IEHHAM crieumdikavii 3 6esnekun giroyor
PeyvoBMHM Ba/bMpOAT HaTpIlo / BaslbNpoesa
KrcnoTa Bi4NoBigHO [0 aKkTyasibHOI
pedepeHTHOI iHchopmaLi; y 3B’a3Ky 3
BMNPOBa/PKEHHAM AOAATKOBKX 3aXO0AiB 3
MiHiMi3aLii pu3nkiB 4Ns pU3KKIB
«TepaToreHHicTb», «lMopyLLIEHHS PO3BUTKY
HepBOBOI CYCTEMU, BK/OYAOUN PO3N1aam
ayTUCTUYHOTO CNeKTpy, nmicns
BHYTPILLHbOYTPOGHOrO BNAMBY», «Pu3nkun gns
HeHapoaKeHNX AiTeld, MOB’A3aHi 3 BMN/IMBOM
BasibnpoaTty yepes 6aTbkax»; y 3B'A3Ky i3
3MiHOK dhopmaTy BifgnoBigHO 40 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 MNnaHy ynpasniHHA pusmkamy Bepcis
2.1 popaeTtbea

3a
peyenmom

UA/2169/01/01

62.

BA/IbNMPOKOM
300 XPOHO

TabneTtku, BKPUTI
NiBKOBOO
060/10HKOI0,
NPOIOHIOBaHOT Aji No
300 wmr, no 10
Tabnetok y 6nictepi;
no 1, 3 a6o 10
6nicTepiB B KAPTOHHI

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0co6W, BigNoBiganbHOI 3a 34iiCHEHHS

3a
peuyenmom

UA/2169/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nauuj hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 418 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-caiina
cucTemMu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u
3as1BHVIKA, BignoBiAa/IbHOI 3a dhapmakoHarnsg
63. | BA/IbIMPOKOM | Tabnetku, BKpUTI TOB "ACIHO Ykpaina TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2169/01/02
500 XPOHO NiBKOBOO YkpaiHa" Crapt" 3MmiHu | TUny - 3miHn woao peyenmom
060/10HKOI0, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
NPOIOHIOBaHOI Aji, No BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
500 wmr, no 10 YMOB BMadi peecTpayiiiHoro noceigyeHHs,
Tabnetok y 6nictepi; BK/tOYatouu MnaH ynpaeniHHA py3avkamu (iHLWi
no 1, 3 abo 6

6nicTepiB B KAPTOHHIN
nauui

3MiHW) - 3aBHKOM HafaHo OHOBNEHW MnaH
ynpasniHHA pu3nkamu Bepcis 2.1 3MiHn
BHECEHO A0 YacTuH: | «3aranbHa iHhopmauis
npo nikapcbkuii (i) 3acié (3acooum)» Il
«Cneundikauis 3 6esnekn» Il «MnaH 3
thapmakoHarnagy (Bko4akum
nicnsapeecTpauiiiHi AOCNIHKEHHS 3 6e3MneKn)»
IV «MnaHw wopo nicnapeectpauiiHnx
pocnipxeHb edpeKTUBHOCTI» V «3axoau 3
MiHiMi3aLii pU3nKiB (BK/IHOYAIOUN OLHKY
ethekTNBHOCTI 3ax0fiB 3 MiHiMi3aLi pu3nkis)»
VI «Pe3iome nnaHy ynpasniHHA puankamu» VII
«Jopatku» (aopatku 1-8) - y 38’A3Ky 3
OHOBJ/IEHHAM crieumdikavii 3 6esnekun giroyor
PeyvoBMHM BabMpOAT HaTpIilo / Baslbnpoesa
KrcnoTa Bi4NoBigHO [0 aKkTyasibHOI
pedepeHTHOI iHchopmaLi; y 3B’a3Ky 3
BMNPOBa/PKEHHAM AOAATKOBKX 3aXO0AiB 3
MiHiMi3aLil pu3nkiB 4Ns pU3KnKIB
«TepaToreHHicTb», «lMopyLLIEHHS PO3BUTKY
HepBOBOI CYCTEMU, BK/OYAOUN PO3N1aam
ayTUCTUYHOTO CNeKTpy, nmicns
BHYTPILLHbOYTPOGHOr0O BNAMBY», «Pu3nkun gns
HeHapoaKeHNX AiTeld, MOB’A3aHi 3 BMN/IMBOM
BasibnpoaTty yepes 6aTbkax»; y 3B'A3Ky i3
3MiHOK dhopmaTy BifgnoBigHO 40 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 MNnaHy ynpasniHHA pusmkamy Bepcis
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
2.1 popaeTbea
64. | BAP®APVH Tabnetku no 3 mr; nNo OpioH PiHNAHAIA OpioH PiHNAHAIA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5190/01/01
OPIOH 30 a6o no 100 KopnopeiwH KopnopeWH, 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyernmom
Tabnetok y dpriakoHi 3 diHnAHAIA; BignosigHocTi/l E-cepTudikat BignosigHoOCTI
BOZOMNOINHAOHO0 AnbTepHaTUBHUIA €Bponelicbkiin hapmakonei/MmoHorpadii.
Kancynoto; no 1 BMPOGHVK, LLO MopaHHA HoBOro abo OHOBMEHOTO
h/1aKoHY B KapTOHHii 3[jicHI0E cepTudpikaTa BiANOBIAHOCTI 260 BUIYyYEHHS
Kopobui nepBuHHE Ta cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
BTOPVHHE thapmakonei: ana A®l; gns BuxigHoro
nakyBaHHs: OpioH Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
KopnopeiiiH, LLIO BUKOPUCTOBYHOTLCH Y BUPOOGHULTBI AdI;
PiHNAHiA ansa ponomikHoi peyosuHu (ME-cepTudikar
BiAMOBIAHOCTI EBponeiickbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npomMikHOro NPoayKTy
ab0 foNOMiXHOT peqyoBuHU) - OHOBEHUIA
cepTugikaT Bif BXe 3aTBEPKEHOIO
BMPOG6HUKa. MNMogaHHs oHoBneHoro ME-
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2000-029 - Rev 06
(3atBepaxeHo: R1-CEP 2000-029 - Rev 05)
4N AONOMIKHOT PEeYOBWHY XenaTuHy Big,
3aTBEPMAXEHOro BUpo6HMKa Rousselot.
65. | BAP®APVH Tabnetkun no 5 mr; no OpioH ®iHnAHAIA OpioH PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5190/01/02
OPIOH 30 a6o no 100 KopnopeiLuH KopnopeiiwH, 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT peyenmom
Tabnetok y onakoHi 3 PiHNAHAIA; BignosigHocTI/IE-cepTudpikat BignosigHoCTi
BOZ,0MOMINHA0HO0 AnbTepHaTUBHUIA €sponelicbkin dhapmakonei/moHorpadii.
kancynoto; no 1 BUPOOHWK, L0 MogaHHA HOBOro abo OHOB/IEHOrO
(h/1aKOHY B KapTOHHiiA 3pjiicHI0E cepTudiikarta BiANoBIAHOCTI ab0 BUYYEHHS
Kopoobui nepBrHHe Ta cepTuchikaTa BiANOBIAHOCTI EBPONENChkili
BTOPUHHE thapmakonei: gna A®l; ans BuxigHoro
nakyBaHHs: OpioH MaTepiany/peareHTy/NpoMKHOro NPOAYKTY,
KopnopeiiwH, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI AdI;
PiHNAHAIA ONs foNoMiKHOT peyoBuHu (MCE-cepTudikat
BiANOBIgHOCTI €Bponeiickkili hapmakonei gns
Adl/BuxigHoro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY
a60 AONOMiXHOT peyoBuHU) - OHOBEHUIA
cepTudikaT Bif BXe 3aTBEpPAKEHOr0
BMpOGHUKa. MNogaHHs oHoBneHoro E-
cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2000-029 - Rev 06
(3aTBepaxeHo: R1-CEP 2000-029 - Rev 05)
NS AONOMIXHOT PeYOBWHY XenaTuHy Big,
3aTBEpKEHOro BMpo6HMka Rousselot.
66. | BEPOLLMIPOH Tabnetku no 25 mr; no BAT "leneoH YropwuHa BAT "'efeoH YropwmHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2775/02/01
20 TabneTok y Pixtep" PixTep", Monbla 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA peyenmom

6nictepi; no 1

YropwmHa; TOB

niKkapcbknii 3aci6. KOHTpob roToBOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTepy B KapTOHHIl
ynakoBLij

"l'epeoH PixTep

MonbLa”,
MonbLa

(KOHTpO/b SKOCTI,

[03BiN Ha BUMYCK

cepi;
BMPOGHMLTBO

Hepo3dacoBaHOro
NpOAYyKTY,
nepBuHHa
ynakoBka,
BTOPWHHA
yrnakoBka)

nikapcbKoro 3acoby (iHWi 3MiHN) nepeknag,
MKS$ 3 pociiicbkoi MOBM Ha yKpaiHCbKy MOBY
[ONA NpUBEAEHHS Yy BiAMNOBIAHICTb i3 BUMOramu
YMHHOI pegakuii Hakazy MO3 Ykpainu Ne 426
Bif, 26.08.2005. 3miHu | TMNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHwWi 3miHwW). MNprBeaeHHs po3ainy
«MapKyBaHHS» MeTOZIB KOHTPO/IO AKOCTi Ha
nikapcbkuii 3aci6 BEPOLUMIPOH Tabnetku no
25 Mr 10 BUMOT Y/HHOTO 3aKOHOaBCTBa.
3aTtBepakeHo: (Bignosigae npeacTas/ieHOMY
rpaciyHoMy 306PaKEHHIO YNakoBKM)
MpumiTkn. 1. Ha ynakoBoyHoMy martepiani
MOXYTb 6YTW HaHECEHi 3MiHHI TEXHOOTIYHI
No3HaYeHHs, AKi He HecyTb iHdopmauii Ans
cnoxusayva. 3anponoHoBaHo: 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby (iHLi 3MiHW) NpUBeAeHHS
3aTBepKEHNX B YKpaiHi MeToiB KOHTPO0
AKOCTI /TiKapCbKOro 3acoby [10 3aTBePAKEHUX
Marepianis peecTpauiiHoro 10ChbeE.

67.

BIATPA®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 50 mr,
no 1 a6o no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopobui

Biatpic CnewenTi
nnc

CLIA

dapeBa Ambyas

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHs LWTaMmniB, NOTOBLLEHb ab0 iHLWINX
MapKyBaHb, yK/loHarum 3amiHy abo
nofaBaHHsA hapb Ana mapKyBaHHS
nikapcbkoro 3acoby (3miHa wramnis,
NOTOBLLEHb 260 iHLINX MapKyBaHb). 3MiHa
TUCHEHHS Ha TabneTkax Biarpa 25 mr, 50 mr,
100 wmr 3 «Pfizer» Ha «VIAGRA». 3MiHn
BHECEHO B iHCTPYKLIito A1 MEeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3gin
«Jlikapcbka popmar» (OCHOBHI (hi3nKO-XiMiYHi
BNacTMBOCTi). BBeaeHHsA 3MiH npoTsroMm 12-tu
MicALiB Nic/a 3aTBePAKEHHS.

3a
peyenmom

He
nionsiea
€

UA/0313/01/02

68.

BIATPA®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 100
Mmr, no 1, ao no 2
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Li; no
4 TabneTkn y 6nictepi;
no 1 aéo no 2
6nicTepy B KAPTOHHIi

Biatpic CnewenTi
nnc

CLIA

dapesa Ambyas

®paHuina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHs LWTaMniB, NOTOBLLEHb ab0 iHLWINX
MapKyBaHb, YK/TH0Haoumn 3aMiHy abo
nofasaHHsa hapb Ana mapKyBaHHS
nikapcbkoro 3acoby (3miHa wramnis,
NOTOBLLEHb 260 iHLWNX MapKyBaHb). 3MiHa
TUCHEHHS Ha TabneTkax Biarpa 25 mr, 50 mr,
100 wmr 3 «Pfizer» Ha «VIAGRA». 3MiHn

3a
peyenmom

He
nionsiea
€

UA/0313/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kopobui BHECEHO B iHCTPYKLi0 4719 MEANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
«Jlikapcbka popma» (OCHOBHI (hi3nKO-XiMiYHi
BNacTMBOCTi). BBeaeHHsA 3MiH npoTsrom 12-Tu
MicALiB Nicna 3aTBepAKEHHS.
69. | BIATPA® TabneTkn, BKPUTI Biatpic CnewenTi CWA dapeBa Ambyas ®paHuis BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a He UA/18004/01/01
N1iBKOBOIO nnc 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom nionsiea
060/10HKO10, M0 25 Mr, nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo €
no 4 Tabnetkm y [0faBaHHA WTamnis, NOTOBLLEHb 260 iHLLNX
6nicTepi; no 1 MapKyBaHb, yK/loHarum 3amiHy abo
6nicTepy B KapTOHHiIl hofaBaHHsA hapb Ana mapKyBaHHS
Kopoobui nikapcbkoro 3acoby (3miHa wramnis,
NOTOBLLEHb 260 iHLINX MapKyBaHb). 3MiHa
TUCHEHHS Ha TabneTkax Biarpa 25 mr, 50 mr,
100 wmr 3 «Pfizer» Ha «VIAGRA». 3MiHn
BHECEHO B iHCTPYKLIito A1 MEeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3gin
«Jlikapcbka popma» (OCHOBHI (hi3nKO-XiMiYHi
BNacTMBOCTi). BBeaeHHs 3MiH npoTsroMm 12-Tu
MicALiB Nic/a 3aTBePAKEHHS.
70. | BITANINIA ANA | koHUeHTpaT Ans PpeseHiyc Kabi HimeuunH ®peseHiyc Kabi Lsewis BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: 3a UA/16591/01/01
LITEA pO34uHy ONns iHdys3il [Hoiunang MmeX a Ab 3MiHu Il TUny - 3MiHu 3 AkocTi. ADI. (iHwWi peyenmom
no 10 mMn y cKNsHii 3MiHW) NofaHHA oHoBieHoro ASMF ans
amnyni; no 10 amnyn y [it040i peyoBrHY eprokanbuudepon Big
KapTOHHIA KopoobLi 3aTBepaxeHoro BupobHnka SYNTHESIA, A.S.,
Czech Republic. 3atBepaxeHo: ASMF
Ergocalciferol RP and AP Version Number
[9]/date (20-03-2019). 3anponoHoBaHo: ASMF
Ergocalciferol RP and AP Version Number
[9)/date (21-04-2021).
71. | TAIHEKC® cynosuTopii TOB "TNEAPAPM Ykpaina KYCYM IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/21086/01/01
BariHasibHi; in bulk: Ne nTar XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
1512 (7x216) nTa nikapcbkuii 3aci6. Cnuctema
cynosuTopiis; no 7 KOHTeliHep/3aKkynoptoBabHuiA 3aci6. 3MiHa
Cyno3unTpoiiB y cTpuni; PO3Mipy YNakoBKv roTOBOro NikapcbKoro
no 216 ctpunis y 3aco6y (iHLWi 3MiHN) - BBEAEHHST A,0AATKOBOI
KapTOHHIlA KopooLi ynakoBku y ¢popmi in bulk y 38'A3ky 3
BMPOGHNYOI HEOOXIAHICTHO
72. | TAMHEKC® cynosuTopii TOB "TNEADPAPM YkpaiHa KYCYM IHAis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/16291/01/01
BariHasbHi; no 7 nTar XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA peuyenmom
Cyno3uTopIiB y CTpUMi; ap nikapcbkuii 3aci6. KOHTPOb roTOBOro
no 2 ctpunu y nikapcbKoro 3acoby. 3MiHa y meTogax
KapTOHHIA ynakoBL,i BMNPOGYBaHHA rOTOBOrO /liKapCbKoro 3acoby
(iHLWi 3MiHKW) - 3MiHa B MeTOAax KOHTPOO Ta B
cneuudikayii nokasHvKa SKocTi "Po3nagaHHs".
3MiHa (YTOYHEHHS) Ha3BM NOKa3HMKa AKOCTi
"Po3nafaHHa" Ha "Bu3HaueHHsa yacy
PO3M’'SIKLUEHHS N1iNOhiIbHMX CYNo3nTOpRIiB".
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa BHOCMTLCA 3 METOK BCTAHOB/IEHHS
BiNOBIAHOCTI HA3BU MeTOAMKM (MOKa3HMKa
AKOCTI) icCHYto4OMy chapmakoneliHomy MeTogy.
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo JONYyCTUMUX MEX
roTOBOro NiKapCcbKoro 3acoby (iHLi 3MiHK) -
3MiHa (YTOYHEHHS) HAa3BW MNOKa3HMKa AKOCTI
"Po3nagaHHa" Ha "BusHauyeHHA vacy
PO3M’'IKLLIEHHS NMINOMiNbHUX CYNno3nUTOpIiB".
3MiHa BHOCUTBCS 3 METOI BCTaHOB/IEHHSA
BiANOBIAHOCTI HA3BM METOAUKM (MOKa3HMKa
SIKOCTI) iCHYtOUOMY hapmakoneiHomy MeToay.
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
pPO3Mipy ynakoBK/ roTOBOrO fikapCbKoro
3aco6y (iHWi 3MiHK) - BBEAEHHSA J0AATKOBOI
ynakoBku y cpopmi in bulk y 3B'A3ky 3
BMPOGHNYOK HEOOXiAHICTIO. 3MiHu | TNy -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby (iHwi
3MiHK) - nepeknag MKSA 3 pocilicbkoi MOBM Ha
YKpaiHCbKy MOBY A/151 NPUBEAEHHA Y
Bi4NOBIAHICTb i3 BUMOramy YMHHOI peaakuii
Haka3zy MO3 Ykpainn Ne 426 Big 26.08.2005

73.

FAHATOH®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOt0, No 50 wmr,
no 10 Tabnetok y
6nictepi; no 4
6nicTepy B KAPTOHHIi
Kopobui

ABGOTT
Nab6opaTopi3
m6X

HimeuumnH
a

Karsunama
PapmacbloTikan3
K.K., KaT3nsama
Mnant

AnoHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu 1l TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MEAMYHOI0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 IKOCTI, AOKMIHIYHUMM, KIiHIYHAMMW
JaHUMKN Ta faHnmuy 3 dhapmakoHarnsgy. 3miHu
BHECEHO 0 IHCTPYKLi 415 MeguyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6/MBOCTi 3aCTOCYBaHHSA", "34aTHICTb
BNAMBATY Ha LUBWAKICTb peakLii Npu KepyBaHHi
aBTOTpaHcnopToM abo po6oTi 3 iHWKMK
MexaHismamu”, "Mo6ivHi peakuii”. BBegeHHs
3MiH NPOTAroM 6 MiCALIB MiC/S 3aTBEPKEHHS

3a
peyenmom

He
nionsiea
€

UA/12614/01/01

74.

FEMATE® N

MOPOLLOK Ta
PO3UMHHVK ANsi
NPUroTyBaHHs
PO34UNHY A5 iH EKLil
a60 iHdysiii no 250
MO/600 MO; no 1

LICN BepiHr Tm6X

HimeuunH
a

BTOPNHHE

nakyBaHHA, BUMYCK

cepi;
BMPOGHMLTBO

po3ynHHMKa: LICN

BepiHr M'mbX,

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BVXIZHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A, abo 3miHa BUpobHMKa (BKIKYaKUK, e

3a
peyenmom

UA/20401/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
h/1aKoHy Y KOMMEKTI HimeuumnHa; HeobXxiAHO, MicLe NPOBEAEHHS KOHTPO/TIO
3 1 chnakoHoMm 3 BMPOOHULITBO AKocTi) A®| (3a BigcyTHOCTI cepTudpikara
PO34YMHHMKOM (BOAA roTOBOI NiKapCbKOi BiANOBiAHOCTI €Bponelickkili hapmakonei y
Ans iH'ekuii) no 5 mny hopmu, NePBUHHE 3aTBEPAXEHOMY A0CHE)(iHLLi 3MiHW).
thnakoHi Ta 1 nakyBaHHs, BukopucTtaHHsa 10 M po3uunHy rigpokcuay
NpUCTPOEM NS KOHTPO/b AKOCTI: HaTpilo 415 NPUroTyBaHHA 2 M po3ymHy
[oJaBaHHs LIC/1 BepiHr MM6X, TigpoKcMAay HaTPito, L0 BUKOPUCTOBYETLCA A5
PO34YMHHKKA 3 HimeyunHa peryntoBaHHA pH B npovueci BupobHuutea AdI.
BOY0BaHNM 3MiHu Il TUny - 3MiHK 3 AKocTi. ADI.
hinbTpom 15 mkm Brpo6HMUTBO. 3MiHM BUNpOo6yBaHb abo
(«Mix-2Vialtm 20/20») [ONyCTUMUX MEX Y npoueci BupobHuyTea Adl,
Ta 1 KapTOHHOI LLIO BCTAHOB/EHI y cneundikavlisx
yNakoBKO 3 Hab6opoM (pO3LWMpPEHHS 3aTBEPMKEHNX AONYCTUMUX MEX
ans y npoLeci BUPO6HMLTBA A1 NOKA3HUKIB, SAKi
BHYTPILLHbOBEHHOTO MOXYTb ICTOTHO BM/IMHYTU Ha KicTb AdI).
BBeAEeHHS (1 Po3wurpeHHs kpuTepiiB NPUAHATHOCTI ANs
0fiHOpa30BuiA WNpuL, €HAO0TOKCUHIB, L0 3aCTOCOBYHOTLCS Mif, Yac
1 ronka-meTenuk, 2 BMPOOHULITBA aKTMBHOI pevyoBuHM 3 < 1,20
[Ae3iHdiKytoyi Of/mn po < 3,2 O4/mn. 3minm Il Trny - 3MiHK
cepBeTku B 3 AkocTi. A®l. BupobHuLTBO. 3MiHM
iHAVBIAYa/TbHNX BMNPOGYBaHb abo AONYCTUMUX MEX Y NpoLeci
repMeTUYHNX BUPOOHMLTBA ADI, LLIO BCTAHOB/EHI Y
ynakoBkax Ta 1 crneundikauisx (Buny4yeHHs BunpobyBaHHA B
HecTepuIbHWIA npoueci BUPO6HULITBA, L0 MOXe MaTu
nenkonnacTtup) y iCTOTHWI BNMB Ha 3arasibHy AKicTb AdI).
KapTOHHilA KopooLi BunyueHHs koHTposto ®aktopa |l
(MpOTPOMOIHY), L0 BU3HAYAETLCS Mif Yac
BMPOBHMLITBA aKTUBHOI PEYOBUHMW.
75. | FTEMATE® N NOpPOLLOK Ta LICN BepiHr F'M6X HimeuuunH BTOPVIHHE HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20401/01/02
PO3YMHHWK ANA a nakyBaHHs, BUMYCK 3MiHn | TURY - 3MiHK 3 aKocTi. AP, peyenmom
NPUroTyBaHHS cepii; Brpo6HMLUTBO. 3MiHa BUPOOHMKA
PO34UHY ON151 iH KLl BMPOBHULITBO BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
abo iHdysir no 500 po3unHHuKa: LCN BVIKOPVCTOBYOTHCS Y BUPOOHMYOMY NpOLiECi
MO/1200 MO; no 1 BepiHr MTM6X, A®l, abo 3miHa BUpOGHYMKa (BKOYaKoun, ae
hNakoHy y KOMNAEKTi HimeuuunHa; Heo6XifHO, Micue NPoBeLEeHHS KOHTPO/IO
3 1 conakoHoM 3 BMPOBHULITBO sAKocTi) A®I (3a BigcyTHOCTI cepTudpikata

PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10 mn
y donakoHi Ta 1
NPUCTPOEM ANS
fofaBaHHsA
PO34MHHMKa 3
BOYyA0BaHNM
inbTpOM 15 MKM
(«Mix-2Vialtm 20/20»)
Ta 1 KapTOHHOIO
ynakoBKot 3 Habopom
ans

rOTOBOI NiKapCbKOI
dopMu, NepBuUHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
LIC/1 BepiHr M'M6X,
HimeuunHa

BiAMNOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEpPKEHOMY [0CbE)(iHLWi 3MiHW).
BuikopucTaHHa 10 M po3uurHy rigpokeuay
HaTpito 4NA NPUroTyBaHHA 2 M po3ynHy
rigpoKcmay HaTpito, WO BUKOPUCTOBYETLCA AN
peryntoBaHHsA pH B npoueci BupobHuutea AdI.
3MmiHu |l Tuny - 3MiHK 3 skocTi. AdI.
Buvpo6HMLUTBO. 3MiHM BUNpo6yBaHb abo
[ONyCTUMMX MEX Y npoueci BupobHuutea Adl,
LLI0 BCTAHOB/EHI y cneyudikauisx
(pO3LIMpPEHHS 3aTBEPAKEHUX AONYCTUMUX MEX
y NpoLeci BUPOBGHMLTBA 4151 MOKA3HWKIB, AKi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BHYTPILUHbOBEHHOTO MOXYTb ICTOTHO BM/IMHYTY Ha SiKicTb AdI).

BBeAeHHs (1 Po3LWwmpeHHs KpuUTepiiB NpUAHATHOCTI Ans

0/iHOpa30BuiA WNpuL, €HJ0TOKCUHIB, L0 3aCTOCOBYIOTLCA Mif, Yac

1 ronka-meTtenuk, 2 BMPOGHMLITBA aKTMBHOI peyoBuHM 3 <1,20

AesiHdikytoui Of/mn po < 3,2 Of/mn. 3minHu 1l TUny - 3MiHK

CepBeTKM B 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHM

iHOVBIAYaNbHMX BMNpo6yBaHb abo JOMYCTUMMX MEX Y NPoLieci

repMeTUYHUX BMPOGHMLTBA ADI, LLI0 BCTAHOB/EHI Y

ynakoBkax Ta 1 cneuudikalisix (BUNyYeHHs BUNPoOyBaHHA B

HecTepwIbHUiA npoLeci BAPOOHULITBA, L0 MOXe MaTu

neikonnacTtup) y iCTOTHWI1 BNMB Ha 3arasibHy fKicTb AdI).

KapTOHHilA KOpO6L BunyueHHs koHTposio dakropa Il

(NpoTpomGiHy), WO B13HAYAETLCS Mig Yyac
BUPOGHMLITBA aKTUBHOI PEYOBUHN.

76. | TEMATE® N NOpOLLOK Ta LICN BepiHr 'M6X HimeuumnH BTOPUHHE HimeuyunHa BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3a UA/20401/01/03

PO34YUHHWIK AN1A a nakyBaHHs1, BUMYCK 3MmiHu | TNy - 3MiHKW 3 AkocTi. ADI. peyenmom

NPUroTyBaHHSA cepi; Brvpo6HMLTBO. 3MiHa BUPOGHMKA

PO3UnHy A5 iH EKLi BMPOGHMLITBO BWXi4HOrO/MPOMIKHOrO NPoAyKTy/peareHTy, Lo

abo iHdysiri no 1000 po3unHHMKa: LC/ BVIKOPVICTOBYIOTHCS Y BUPOOHMYOMY NpOLieCi

MO/2400 MO; no 1 BepiHr M'v6X, A®I, abo 3miHa BUpobHMKa (BK/TKOYaKouK, e

h/1aKOHY Y KOMMNEKTI HimeuumnHa; HeobXxifHO, MiCLe NPOBEAEHHS KOHTPO/TIO

3 1 chnakoHoMm 3 BMPOGHMLITBO akocTi) A®I| (3a BigcyTHOCTI cepTudpikata

PO34MHHMKOM (BOAA
Ans iH'ekuii) no 15 mn
y donakoHi Ta 1
NPUCTPOEM ANs
[ofaBaHHsA
PO34MHHMKA 3
BOYy0BaHNM
hinbTpom 15 mkm
(«Mix-2Vialtm 20/20»)
Ta 1 KapTOHHOI
yMakoBKO 3 HAbopom
ans
BHYTPILLHLOBEHHOTO
BBeAEeHHS (1
0fiHOpa30BuiA WNpuL,
1 ronka-meTenuk, 2
[Ae3iHdiKyroyi
CepBeTkM B
iHAUBIAYa/TbHUX
repMeTUYHNX
ynakoBkax Ta 1
HecTepwubHUIA
nerikonnactump) y
KapTOHHIA KopoobLi

roToOBOI NiKapCbKoi
hopmu, nepBrHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
LIC/T BepiHr TM6X,
Himeyunna

BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY A0CHE)(IHLLI 3MiHW).
BuikopucTaHHa 10 M po3uvHy rigpokcuay
HaTpilo ANs NPUroTyBaHHsA 2 M po3ynHy
rigpoKcMAay HaTPito, L0 BUKOPUCTOBYETLCA 415
peryntoBaHHA pH B npoueci BupobHuutea AdI.
3MiHu 1l TUnYy - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLUTBO. 3MiHM BUNPO6yBaHb abo
[ONyCTUMKX MEX y npoueci BupobHuutea Adl,
LLIO BCTAHOBANEHI Y cneumadikaLisx
(PO3LUMPEHHS 3aTBEPIKEHNX JOMYCTUMUX MEX
y NpoLieci BUPOGHMLTBA 4151 MOKA3HWUKIB, AKi
MOXYTb ICTOTHO BM/IMHYTU Ha AKiCTb AdI).
Po3wmpeHHs kpuTepiiB NPUAHATHOCTI ANA
€HAO0TOKCUHIB, L0 3aCTOCOBYHOTLCA Mig, Yac
BMPOOHULITBA aKTUBHOI pevyoBuHY 3 < 1,20
Of/mn po < 3,2 Of/mn. 3minHu Il Tuny - 3MiHK
3 aKocTi. A®l. Bupo6HMLTBO. 3MiHK
BMNPO6YBaHb abo A0ONYCTUMUX MEX Y npoLeci
BMPOGHMLTBA ADI, L0 BCTAHOBNEHI Y
cneuudikalisx (BUNyYeHHs BUNpobyBaHHs B
npoLeci BUPOGHULITBA, L0 MOXe MaTu
iCTOTHWIN BNMB Ha 3arasibHy AKicTb AdI).
BunyueHHa koHTponto dakrtopa Il
(NpoTpOMOIHY), LLLO BU3HAYAETLCA Nif Yac
BMPOGHMLITBA aKTUBHOI PEYOBUHM.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
77. | FTEMUNTABIH KOHLeHTpaT Ans Akkoppg, Xenckea Monblia Brpo6HMLUTBO, IHgis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/17799/01/01
AKKOPL, pO34uHy ONs iHy3il, Moncka Cn. 3.0.0. KOHTPO/b AKOCTI, Benuka 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHN. peuyenmom niosnsza

100 mr/mn; no 2 mn nepBuHHe Ta Bputanis/ BunyueHHss BUPO6HMYOI AinbHUL (BKIHOYAKOUM €

(200 wr), 10 mn (1000 BTOPUHHE Monbwa/ AinbHuui ana A®Il, npomixxHOro npoaykTy abo

mr), 15 mn (1500 wmr), nakyBaHHs: YropwmHa/ roTOBOro Nikapcbkoro 3acoby, AinbHuLi AN

20 mn (2000 mr) y IHTac ManbTta/ NpoBeAEeHHS NakyBaHHS, BUPOOHMKA,

chnakoHi; no 1 dapmacbloTikanc ITanisa BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe

(h/1aKOHY Y KapTOHHilA
nauuj

Nimiten, HAis;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
IHTac
dapmachbloTikanc
Nimiteq, IHAis;
BTopuHHe
nakyBaHHs:
Akkoppa Xenckea
NimiTen, Benvka
BpuTaHis;
BignosiganbHuii
3a BMNYCK cepil:
AKKoppg, Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MonbLua;
KoHTposnb skocTi
cepil:
€pocpiHC
AHaniTikan
Cepsice3s XaHrepi
KcpT., YropumHa,;
KoHTposnb skocTi
cepil:
dapmagokc
Xenckea Jita,.,
MabTa;
KoHTposb sKocTi
cepii:
NABAHANIBIC
C.P.N, Itanis;
KoHTposnb skocTi
cepil:
PAPMABANIA
nra.
MikpobionoriuHa
nabopartopis,

NPOBE/EHHSI KOHTPOSO cepii) abo
noctavasibHUKa BMXiZHOrO Matepiany,
peareHTy abo AOMOMDKHOI PEYOBUHY (SIKLLO
3a3HayeHo y 10CbE). BunyyeHHs BUpoOHUYOT
AiNbHUUI BignoBiganbHOT 3a BUNYyCK cepii, a
came Akkopg Xenckea flimites, Benvka
BpuTaHis, anbTepHaTUBHOI AiNbHULE0
3amwaeTbea Akkopg Xenckea Moncka Cn. 3
0.0. Ckniag Imnoprepa.
3MiHV BHECEHO B IHCTPYKLiO 4719 MeAUYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ginu
"Brpo6HuMK", "MicLe3HaxomKeHHs1 BUPOOHMKa
Ta agpeca MicLs NPoBaKeHHs oro
OiSNBHOCTI" y 3B'A3KY 3 BUTYYEHHSAM
BMPOGHWYOI AiNTbHNL, SK HACMIAOK -
BU/TYYEHHS TEKCTY MapKyBaHHA yNakoBKOK
nikapcbKoro 3acoby. BeeAeHHsA 3MiH NpOTArom
6-TV MiCALIB MiC/1A 3aTBEPAXEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
YropwmHa
78. | FTEHOTPOMIH® | nopoluok Mdpaiizep IHK. CWA NOBHUIA LWKN HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/11798/01/01
nioghinizoBaHnin Ta BMPOGHMLTBA, Benbrisa 3MiHn | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
PO34YMHHVK ANS BVNYCK Cepil: HalilmeHyBaHHs Ta/abo agpecy Micud
PO34UHY ON15 iH'EKLIA Mdpaiizep NpoBaPKEHHSA AisS/IbHOCTI BUPOOHUKA
no 16 MO (5,3 wmr); 1 MeHtochekuypuHr (Bkntovarouw, 3a HeobXigHOCTI, Micue
nonepegHbL0 Benbria HB, NpoBefileHHS KOHTPOJT0 AKOCTI), a60 BlacHuka
HanoBHeHa pyuka, Lo Benbris; MacTtep-chaiina Ha A®l, abo nocTavanbHMKa
MicTuTb 1 BMPOGHULTBO in Adl/BuxigHoro
[ABOKaMepHWuii bulk, koHTposb Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
KapTpuox (nepegHs SAKOCTI, NEePBUHHE LLIO 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (AKLLO
Kamepa 3 MOPOLLKOM nakyBaHHs: BeTep 3a3HaYeHo Y AOCLE Ha Nikapcbkuii 3acib) 3a
Ta 3a4Hs Kamepa 3 dapma-dPepTUryHr BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
pPO34MHHMKOM no 1,14 Mv6X i Ko. KT, €Bponeiicbkiin hapmakonei y 3aTBepAXeHOMY
M (M-Kpesos, MaHiT HimeuunHa [ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
(E 421), Bopa ans PEUOBMHM (SIKLLIO 3a3HAYEHO Y A0CLE) - 3MiHa
iH'EKLN)), Y KAPTOHHIl Ha3BY Ta agpecy BUPOOHMYOT AiNbHULL
Kopoobui BiANOBiAabHOI 3a 36epiraHHs Nprbn3HO
20% ro/ioBHOro 6aHKy KiTUH Ait040i Pe4YoBUHM
comatponiH 3 Pfizer Ireland Pharmaceuticals,
Grange Castle Business Park, Clondalkin,
Dublin 22, Ireland Ha Pfizer Ireland
Pharmaceuticals Unlimited Company, Grange
Castle Business Park, Nangor Road, Dublin
22, D22 V8FS8, Ireland, 6e3 3MiHK Micus
BYPOGHMLUTBA.
79. | TEHOTPONIH® | nopowok Mdpainzep IHK. CLIA Mdpaiizep Benbrisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11798/01/02
niochinizoBaHuin Ta MeHtohekyypuHr 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
PO3YMHHWK AN Benbris HB HaliMeHyBaHHsi Ta/abo agpecy Micus

PO34nHY A5 iH EKLil
no 36 MO (12 mr); 1
a6o 5 nonepegHLO
HarmoBHEHNX PYYOK,
O MicTATb 1
[BOKaMepHuii
KapTpuax (nepegHs
kamepa 3 NOPOLLKOM
Ta 3a4HA Kamepa 3
PO34YMHHMKOM Mo 1,13
M1 (M-Kpes3os, MaHiT
(E 421), Boga ansa
IH'EKLiI)) KOXHa, Y
KapTOHHIA KopoobLi

NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
(BkNtOUaKoUM, 3a HeobXigHOCTI, Micue
NpoBeAEeHHS KOHTPO/O AKOCTI), abo BNacHuka
mMacTtep-aiina Ha A®|, abo nocTayanbHVKa
Adl/BuxigHoro
MaTepiany/peareHTy/NpoMKHOrO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOGHMLTBI AP (KO
3a3HaveHo y [0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkin hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOGHMKA HOBOT AOMOMIKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y JOCbE) - 3MiHA
Ha3BW Ta aApecyt BUPOGHNYOI AinbHUL
BiANOBiAaNbHOI 3a 36epiraHHs NpnbN3HO
20% ronoBHOro 6aHKy KIiTUH Ailo4oi pevoBUHM
comartponiH 3 Pfizer Ireland Pharmaceuticals,
Grange Castle Business Park, Clondalkin,
Dublin 22, Ireland Ha Pfizer Ireland
Pharmaceuticals Unlimited Company, Grange
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Castle Business Park, Nangor Road, Dublin
22, D22 V8F8, Ireland, 6e3 3miHu micus
BMPOGHMLTBA.
80. | MNAPOKOPTU3 masb 1% no 10 r y Ty6i AN "CTALA- YkpaiHa TOB «®3 Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/5132/01/01
YKPAIHA" «CTAOA» 3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA peyenmom
nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX

OH

a/toMiHieBIi; no 1 Ty6i
B nauLj 3 KapToHy

peyoByvH. 3MiHa y MeToAax BUNpo6yBaHHA
[0NOMDKHOT PEeYOBUHU (HEe3HAUHI 3MIHU Y
3aTBEPMAXEHUX MeToAax BUNpobyBaHb)
BU/TYYEHHS [eTasIbHOrO 0ON1Cy METOANKN
cybcTaHuii "MapadiH" 3a NoOKasHUKOM
"Mikpob6ionoriyHa uncrora”. 3miHu | Tuny -
3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIXKHMX PEYOBUH. 3MiHa Y
MeToAax BUNPOGYyBaHHS [OMOMIKHOI
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNpPoOyBaHb) BUTYYEHHS
[eTanbHOro onucy MeTOAUKN KOHTPOTHO
cy6eTaHuii «CTeapuHoBa kucrota 95» 3a
NoKasHWKOM «MiKpo6iofnoriyHa YncToTa.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByVH. 3MiHa Yy MeToAax BUNPoGyBaHHSA
[OMOMDKHOT PEYOBMHYW (HE3HAYHI 3MiHN Y
3aTBEPAKEHNX MeToAax BUNPO6yBaHb)
BU/TYYEHHS [eTaslbHOro 0Nucy MeTOAMKN
KOHTPONI cybCTaHLii «/laHoMiH» 3a
nokasHukoMm «MikpobiosoriyHa uncroTa.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
peyoByvH. 3MiHa y MeToAax BUNpo6yBaHHA
[0NOMDKHOT PEeYOBUHU (HEe3HAUHI 3MIHU Y
3aTBEPMAKEHNX MeToAax BUNpobyBaHb)
BU/TYYEHHS [eTa/IbHOrO ONUCy METOANKN
KOHTPOIO cybCTaHu;il

«Mikpob6ionoriyHa unctota». 3miHu | Tuny -
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb fOMNOMIKHUX peyoBMH. 3MiHa Y
MeTogax BunpobyBaHHsA [OMNOMIKHOI
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPIKEHUX
mMeTofax BUNpobyBaHb) BUTYUYEHHS
[eTasIbHOro Onucy MeTOAUKN KOHTPO/TIO

cybcTaHUil «[MeHToM» 3a NOKa3HUKOM
«Mikpob6ionoriyHa unctota». 3miHu | Tuny -
3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHVX PEYOBUH. 3MiHa Y

«MeTunnaparigpokcnbeHsoar» 3a NoKasHNKOM

MeToAax BUNPoGyBaHHS [OMOMiIXKHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNpPoGyBaHb) BUTYyYEHHS
[eTaNbHOro onucy MEeTOAUKN KOHTPOSTIO
cy6cTaHuii «lMponinnaparigpokcnbeHsoar» 3a
nokasHukoM «MikpobiosioriyHa yncrorTax.
81. | TNMIOKOBAHC® | Tabnetku, BKpUTI Mepk CaHTe c.a.c. ®paHuisa Mepk CaHTte ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a He UA/5390/01/01
NNiBKOBOIO 3MmiHu | TMny - 3MiHK WwWoao peyenmom nionsiea
060/10HKO10, N0 500 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy. €
mr/2,5 mr; no 15 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
Tabnetok y 6nictepi; 3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
no 2 6nictepu B MeaUYHOro 3acTocyBaHHA Ha nigcTasi
KapTOHHI Kopo6Li; no perynspHoO OHOBJ/HOBAHOIO 3BITY 3 6e3neku
20 TabneTtok y nikapcbkoro 3acoby, abo focnimxeHb 3
6nictepi; no 3 6e3nekn 3acTocyBaHHs NiKkapcbkoro 3acoby B
6nicTepy B KAPTOHHIi nicnspeecTpauiiinii nepiog, abo sk
Kopobui pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX Bi4noBigHO 40 NaaHy
negjiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHW BHECEHO B iHCTPYKLiO 418
MeLMYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3sginy "OcobnnBOCTi 3acToCyBaHHS"
BiNOBIAHO A0 OHOBMEHOT iH(hopMaL,i LWoao
6e3nekn 3acTocyBaHHs Ajit040i Pe4yoBUHN
3rigHo 3 pekoMeHgauieto PRAC
82. | TNMMOKOBAHC® | Tabnetku, BKpUTI Mepk CaHTe c.a.c. PpaHuin Mepk CaHTe PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a He UA/5390/01/02
NAiBKOBOIO 3MiHu | TMNY - 3MiHK Woa0 peyernmom niosnsea
o60n0Hkoto, no 500 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. €
mr/5 mr; no 15 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
Tabnetok y 6nictepi; 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
no 2 6nictepu B MeAMYHOro 3acTocyBaHHA Ha nigcTasi
KapTOHHIA KopobLii; no perynsipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku
20 TabneTok y nikapcbKoro 3acoby, abo gocnigpkeHb 3
6nicTepi; no 3 6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
6nicTepy B KAPTOHHii nicnsipeecTpauiiHuii nepiog, abo sk
Kopoobui pe3ynbTaTt OLiHKV 3BiTy 3 AOC/IIKEHb,
npoBeAeHVX Bi4noBigHO 40 niaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHoMm) - 3MiHW BHECEHO B iHCTPYKLjO 415
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
00 po3giny "OcobnnBocTi 3aCTocyBaHHA"
BifNoBiAHO 40 OHOBMNEHOT iHhopmMaL,ii LWoao
6e3nekn 3acToCyBaHHA [il0401 PeYOBUHN
3rigHo 3 pekomeHgauieto PRAC
83. | TPUHTEPON® Kancynu teepai no 250 AT "T'piHaexc" NatBia AT "T'piHgekc" Natsis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/15941/01/01
Mmr; o 10 kancyny 3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT peyenmom
6nicTepi, no 5 a6o 10 BignosigHocTi/I E-cepTudpikart BignosigHocTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

6nicTepiB y nayui 3
KapTOHY

€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans BUxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEPAKEHOr0
BMpPOGHMKA - NoJaHHA HOBOro cepTudikara
BigNoBigHOCTI €Bponelickkili hapmakonei Ne
RO-CEP 2020-297-Rev 00 (Process II)
(3aTBepaxeHo: RO-CEP 2018-237 - Rev 00)
Bifl BX€ 3aTBEpAKEHOro BUpobHuka Ad| -
ypcoAe30Kcnxonesoi kucnotu: Zhongshan
Belling Biotechnology Co., Ltd., China. 3miHn |
TMny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCSA Y BUPOOHNULTBI A,
AN 0ONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkin hapmakone) -
OHoBNEeHWit cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOGHYKA - MOAAHHS
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne CEP 2020-297-
Rev 01 (Process Il) Big BXe 3aTBEpKEHOTO
BMpOGHMKa API - ypcoae3oKcrxoneBol
kucnotn: Zhongshan Belling Biotechnology
Co., Ltd., China. 3miHu | Tuny - 3MiHu 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/MoHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - OHOBMEHUIA cepTudpikaT Bif
Y)Xe 3aTBepKEHOro BUPOGHUKA - NOaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI

€Bponelicbkiit hapmakonei Ne R1-CEP 2005-
198-Rev 06 (3aTBepaxeHo: R1-CEP 2005-
198-Rev 04) Big, BXe 3aTBEPL)KEHOTO
BUpo6HUKa A®I - ypcoae3oKenxonesoi
kucnotu: ICE S.p.A. (ltaly). 3miHn | Tuny -
3miHu 3 gkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/MoHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoOro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - OHOBMEHUIA cepTudpikaT Bif
y)Xe 3aTBepKeHOro BUpOGHUKA - NOAaHHS
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€sponelicbkiin papmakonei Ne CEP 2005-198-
Rev 07 Big BXe 3aTBEPAXEHOTO BUPOGHMKA
A®I| - ypcogesokcuxonesoi kucnotu: ICE
S.p.A. (Italy). 3miHu | TUNY - 3MiHX 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChkil
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii JPY abo €sponeiicbkoi
thapmakonei, abo iHLOI HauioHaNbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, NnoB'A3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLUii
HauioHanbHil dhapmakonei gepxasu €C) -
3MiHa y crneumdikayii 4ns Aito4oi pevoByHY -
YPCOAE30KCMX0NEeBOT KNCNOTW BUPOOHULTBA
Zhongshan Belling Biotechnology Co., Ltd
(process 1), a came: fofaaBaHHA HOBOI BUMOTH
0o napameTtpa "Loss on drying"” - NMT 1.0 per
cent BiANOBIAHO BUMOr MOHOTpadil
€Bponeiicbkoi hapmakonei. 3MiHu | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMNX MEX, BUHAUYEHUX Y
crneundikauisx Ha A®l, abo
BUXIZHWIA/NPOMIDKXHUIA NPpOAYKT/peareHT, Lo
BUKOPVCTOBYHOTBCS Y NPOLLeCi BUPOOHMLTBA
A®| (iHWi 3MiHW) 3MiHX Yy NapameTpax
cneumdikaLii AKOCTi filo40i pe4oBUHN
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
YPCOAE30KCMX0NEBOT KACNOTK, a came:
BUAAIeHHA HECYTTEBOrO NapameTpa
cneuudikauii “Residual solvent (butyl acetate)”
Ta BUJIyYEeHHs NocunaHb Ha
YPCOAE30KCUXO0MEBY KUCOTY, L0 OTpUMaHa 3
XOBYI NTUL 32 HACTYNHUMY NapameTpamu:
“Residual solvents:- methylene chloride-
methanol”, “Triethylamine” Ta “Nickel”.
84. | AANTOMIUMH- | niodinizoBaHwii Mictpan Kenitan AHrnis KOHTPO/b AKOCTI Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/18452/01/01
BICTA MOPOLLIOK A1 PO3UMHY MeHemKMeHT cepii (kpim ITanis/ 3MmiHu | TUNY - AgMIHICTPaTUBHI 3MiHN. peyenmom
Ans iH'exuii abo Nimiten MiKPOGIONOrYHNX HigepnaHgn | BunyyeHHs BUPOOHUYOT AiNbHULL (BKIHOYAOUN
iHdhysili no 350 mr; 1 NOKa3HuKIB) Ta AinbHuui ans A®l, npomixxHOro NpoAaykTy abo
chnakoH y nauui BiANoBiAa/IbHWIA 3a roTOBOrO JliKkapCcbkoro 3acoby, AiNbHWL ANns
BUMyCK cepii: NpoBefeHHA NakyBaHHS, BUPOGHMKA,
MEQLIYEM, C.A,, BiANOBIA&/IbHOIO 3a BUMNYCK Cepiil, MicLe
Icnanis; NpoBefeHHS KOHTPOSIO cepii) abo
BMPOBHULITBO nocravasibHMKa BMXiZHOro Matepiany,
nikapcbKoro peareHTy abo fOMOMiXXHOI pe4OBMHY (KLLO
3aco0by, neperHHe 3a3HayeHo y f0CbE). BunyyeHHs BUpo6HUYOT
Ta BTOPVHHE LiNbHULI BIANOBIAa&bLHOT 38 BTOPUHHE
nakyBaHHs, nakyBaHHsi, a came Picking farma, S.A,
KOHTPO/Ib SIKOCTI IcnaHis. 3anmwaeTbea aflbTepHaTUBHUI
cepi: BMpo6HUK Yoanak HigepnaHvau, 6.B.,
XIKMA ITANIA HigepnaHngn.
C.N.A,, Itanis;
BTOPWHHE
nakyBaHHs:
Yoanak
HigepnaHnau, B.B.,
Higepnangm
85. | OANTOMIUMH- | niodinizoBaHwmii MicTtpan Kenitan AHrniA KOHTPO/1b AKOCTI IcnaHis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/18452/01/02
BICTA NMOPOLLOK 419 PO3UNHY MeHeKMeHT cepii (kpim ITania/ 3MiHu | TYNY - AgMIHICTPATUBHI 3MiHN. peuenmom
Ans iH'ekuii abo Niviten MiKpOG6ioNoriYHUX Higepnangyn | BunyyeHHs BUPOGHWYOT finbHuL (BKIHOHYAKOUM
iHcpysii no 500 mr; 1 NOKa3HWKIB) Ta AinbHuuUi Ana A®l, npoMixxHOro npoaykTy abo
onakoH y nauui BiAnNoBiganbHUIA 3a roTOBOro Nikapcbkoro 3acoby, AinbHULi AN
BWNYCK Cepil: NpoBefEeHHs NaKyBaHHs, BUPOBHNKa,
MEZIUEM, C.A,, BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
IcnaHis; NpoBeAEeHHS KOHTPOsItO cepii) abo
BMPOBHULITBO noctavyasibHUKa BMXigHOrO matepiany,
NiKapCbKoro peareHTy abo JOMOMIKHOT Pe4YOBUHY (SKLLO
3acoby, nepBrHHe 3a3HayeHo y [OCbE). BunyyeHHs BUpOGHUYOT
Ta BTOPVHHE OiNbHWLUJ BigNOBigaNbHOT 38 BTOPUHHE
nakyBaHHs, nakyBaHHsi, a came Picking farma, S.A,
KOHTPO/b SIKOCTI IcnaHis. 3anuwaeTbesa anbTepHaTUBHUI
cepii: BMpO6HUK Yoanak Higepnanan, B.B.,
XIKMA ITANIA HigepnaHan.
C.N.A., ITanis;
BTOPUHHE
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakyBaHHS:
Yoanak
HigepnaHgu, 6.B.,
Higepnanamn
86. | OAPINIA TabneTku, BKPUTI BAT "leneoH YropwuHa BAT "T'efeoH YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/11801/01/01
NiBKOBOO Pixtep" PixTep" BMMNPaB/IEHHS TEXHIYHOT NOMUIIKN Y peyenmom
060/10HKO, 3 Mr/0,02 cneuudikauii MKA 3a nokasHukom
M, Mo 28 (24+4) «P0O34YMHEHHS», L0 3aTBEPAXXEHA HAaKa30M
Tabnetok y 6nictepi; MO3 Big 20.03.2025 p Ne 508, sika nos’si3aHa
no 1 (1x24+4) a6o no 3 MepeHeceHHaM iHdhopmadii. 3a3HayeHe
3 (3x24+4) 6nictepu BUNPaB/IEHHS BiAgNOBigae MmaTepiasiam
pa3om 3 naackum peecTpauiiHoro f0CbeE.
KapTOHHWUM DYTSPOM
Ons 36epiraHHsA
6nictepa, TMXXHEBUM
KaneHgapem-cTikepom
Y KapPTOHHIil ynakoBLi
87. | AE3NMOPATAL po3unH opasibHuiA, 0,5 TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/19496/01/01
MH-TEBA mr/mn no 60 mn abo Ykpaina» TposiH AT 3MiHY | TNy - 3MiHK Woa0 peyenma
100 mn 'y chnakoHi; no 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnsgy
1 donakoHy pasom 3 (iHLWi 3MiHW) OHOBMEHHS TEKCTY MapKyBaHHS
MiPHUM LUNPULLOM Y NepBUHHOI Ta BTOPUHHOI YNakoBOK
Kopobui niKkapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsLiB Nicns 3aTBEPAKEHHS.
88. | AEKCA/MH® TabneTku, BKpUTI MeHapiHi TMokcemby Bupo6HuuTBO in IcnaHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a He UA/9258/01/01
nNiBKOBOIO IHTepHeLwoHan pr bulk, nakyBaHHs, ITania 3MiHu | TUnNy - 3MiHK Woao peyernmom niosnsea
060/10HKOH0, M0 25 Mr; OnepeiiwoHc KOHTPO/b Ta 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy. €

no 10 Tabnetok y
6nictepi; no 1 a6o no
3, abo no 5 6nictepis
Y KapTOHHili kopobui

NMokcembypr C.A.

BUNYCK cepil:
Na6opatopioc
MeHapiHi C.A.,

IcnaHis;
Brpo6HuuTBO in
bulk, nakyBaHHs

Ta BUNycK cepii: A.

MeHapiHi
MaHydhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis; KoHTposb
cepii/TecTyBaHHs
(Tinbkn pns cepiit
BUrOTOB/IEHUX
A.MeHapiHi
MaHyhakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1.):
A. MeHapiHi
MaHydhakTypiHr

3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMYHOro 3acTOCyBaHHSA Ha MigcTasi
perynsipHo OHOBJ/IHOBAHOIO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkeHs 3
6e3nekn 3aCToCyBaHHsI NiKkapCbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk
pesynbTaTt OLiHKV 3BIiTy 3 AOCAIKEHD,
NnpoBeAeHVX BigNoBigHO 4O NiaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
OopraHom). 3MiHVY BHECEHO B IHCTPYKLit0 415
Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby
0o po3gainis "OcobMBOCTI 3aCTOCyBaHHA" Ta
"MoGiyHI peakuii" Bi4NOBIAHO 4O OHOBIEHOI
iHchopMmawii Lwoao 6e3nekn 3acTocyBaHHSA
Aito4O0T pevoBUHN. TepMiH BBEAEHHS 3MiH
nNpoTsArom 6 MicsLiB MicNs 3aTBEPAKEHHS.
3MiHY | TNy - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHW). 3MiHM BHECEHO B iHCTPYKLItO 4715
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

JoricTik eHp,
Cepsicec C.P.J1,,
ITanis

MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro 3acoby
CTOCOBHO HE3HaYHOro pefaryBaHHs TEKCTY
po3sginis "B3aeMogis 3 iHLIMMUW NiKapCbKUMun

3acob6amu Ta iHWi BUAy B3aEMogiii",

"OcobNMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHs
y nepiof BariTHOCTI abo rofyBaHHs rpyaat”,
"3[aTHICTb BNAMBATY Ha LWIBWAKICTb peakLil

npu KepyBaHHi aBTOTPaHCNopPTOM ab0 iHLWMMKN

MexaHismamu", "Cnoci6b 3acTocyBaHHs Ta
posn”, "Oitn". TepMiH BBeAEHHS 3MiH
NpoTArom 6 MicsLiB MicNs 3aTBEPAXKEHHS.

89.

AEKCANTIH®
PO3UMH
OPA/IbHUI

pO34nH opasibHUiA, 25
mr/10 mn; no 10 mn
PO3UKHY OpasIbHOrO Y
cauwle; no 10 cawe y
KapTOHHIA Kopoo6Li

MeHapiHi
IHTepHeLoHan
OnepeiilloHc
NMokcembypr C.A.

Jiokcemby
pr

KOHTPO/b Ta
BVNYCK Cepil:
Na6opatopioc
MeHapiHi C.A.,
Icnanis;
BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOPVIHHE
nakyBaHHS:
Nabopartopioc
Ankana ®apma,
C.J1.,, IcnaHis;
KepH ®apma,
C.J1., IcnaHis

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MmiHu | Tvny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHs NiKkapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 naaHy
negjatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHoMm). 3MiHY BHECEHO B IHCTPYKLi0 A1s
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
o po3sginis "Cknag" (pegaryBaHHs B TEKCTI
po3ainy 6e3 hakTU4YHOT 3MiHK), "OcobMBOCTI
3actocyBaHHs", "lNo6i4Hi peakuii” BiANOBIAHO
[0 OHOBJIEHOT iHGhopMaL,i Woao 6e3neku
3aCTOCyBaHHSA nikapcbKkoro 3acoby. BeegeHs
3MiH NPOTArom 6-Tn MicaLiB nicns
3aTBEPAKEHHSA

3a
peyerimom

He
nionsiea
€

UA/9258/03/01

90.

LOEKCATIH®C
ALLE

rpaHynu ans
0opasibHOro PO34MHY Mo
25 wr; no 10 a6o no
30 ogHO[030BUX
nakeTiB 3 rpaHyamu y
KapTOHHIA KopoobLi

MeHapiHi
IHTepHeLwoHan
OnepeiiloHc
Nokcembypr C.A.

Nokcemby
pr

Na6opatopioc
MeHapiHi C.A.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3neky 3acToCyBaHHSA ikapCbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IAKEHb,
npoBeAeHVX Bi4noBigHO 40 niaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXKEHUM

3a
peyenmom

He
niosnsea
€

UA/9258/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

opraHom).
3MiHV BHECEHO B IHCTPYKLiO 4719 MeAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHS" Ta "MMo6iuHI
peakui’™ BignoBigHO 4,0 OHOB/EHOT iHhopmaLii
LLoA0 6e3nekn 3acTocyBaHHS Airoyol
peyoBuHW. TepmiH BBEAEHHS 3MiH NPOTATOM 6
MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHN Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECEHO
B iHCTPYKL,it0 4159 MEAMYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby CTOCOBHO HE3Ha4YHOro
pefaryBaHHs TEKCTY po3giny "®apmakonoriyHi
BNacTuBOCTI". TepMiH BBEEHHS 3MiH
npoTsArom 6 micsis nicns 3aTBepaKeHHs

91.

JEKCAPOM

PO34MH A8 iH'EKLLN,
50 mr/2 mn; no 2 mn B
amnyni; no 5 amnyn'y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o 2
YMaKoBKMN Y KapTOHHIi
Kopobui

K.T. POM®APM
KOMMAHI C.P.J1.

PymyHis

K.T. POM®APM
KOMMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS likapcbKkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX Bi4NOBIAHO 40 NaHy
nepjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM
opraHom)
3MiHU BHECEHO A0 IHCTPYKLIii 415 MEeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainm
"Ocob6nuBocTi 3acTocyBaHHS", "Mo6IYHI
peakuji” BiAMoOBIAHO A0 OHOBNEHOT iHGhopMaLi
3 6e3neku Aitoyoi pevyoBuHU. BBegeHHS 3MiH
npoTArom 6 micsLiB Nicns 3aTBEPAKEHHS.

3a
peyenmom

He
nionsiea
€

UA/16086/01/01

92.

AEKCKETOMNP
O®EH-
CODAPMA

PO34MH ANna
iH'ekuji/iHdy3iit, 50
Mr/2 M no 2 M
pO34MHy B amnyni 3
KOPUYHEBOTO CKNa; No
5a6o 10 amnyny
6nicTepi, no 1
6nicTepy B KApTOHHiIl
Kopobui

AT "Codhapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKkoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acToCyBaHHS /likapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BiANOBIAHO A0 NaaHy

3a
peyenmom

He
nionsiea
€

UA/20273/01/01
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

93.

JNEPMA3ON

negjatpnyHnx gocnigpkens (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHM BHeCeHi 0 IHCTPYKLiT 4718 MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHs", "MMo6IYHI
peakujii” woao 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBuHM 3a pekomeHgauiero PRAC EMA.

nocsBi0YeHHs

94.

OEPMOBENT

Cyno3uTopii BariHasibHi
no 400 mr; no 5
CYNo3uUTOpIiB y CTpUNi;
no 1 a6o no 2 ctpunu
Y KapTOHHIi1 ynakoBLi

Kpem 0,05 % no 25ry

TOB "TNEAPAPM

nTa

nakcoCmiTKnsiiH

Ykpaina

Benvka

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapmakoHariagy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BMAaui peecTpayiiiHoro nocBigyeHHs,
BK/ItOYaKuM MNnaH ynpasniHHS pusukamm
(3acTocyBaHHsI TEKCTY, KW NOTOKEHNI 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HafaHo
OHOBNEHWIA MnaH ynpasniHHA pusukamu
Bepcis 2.0. 3MiHN BHECEHO A0 YacTuH: |
«3aranbHa iHdhopmadis», || «Cneyudikauis 3
6e3nekun», Il «MnaH 3 hapmakoHarnagy», IV
»lMnaxn Wwopao nicnspeecTpauininx
JocnigpkeHb edheKTUBHOCTI»,

V «3axoam 3 MiHimizaLii pusukis», VI «Pestome
nnaHy ynpasniHHsA pusukamm», VII "dogaTtkn”
(oHoBneHo flopatkm 7 Ta 8)

Y 3B'AA3KY 3 OHOB/IEHHAIM crneumdikaLii 3
6e3MeKkmn 4ityvoi PpevyoBMHN KETOKOHA301y,
BiANOBIAHO A0 akTyanbHOT pedyepeHTHOT
iHbopMmaLLii, a Takox Yy 3B'A3KY i3 3MIHOIO
opmaty BignoBigHo Ao BumMor 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 MNnaHy ynpasniHHA pusmkamy Bepcis
2.0 fopaeTtbcs.

6e3
peyenma

UA/16144/01/01

Ty6i; no 1 Ty6i B
KapTOHHIA ynakoBL,i

Ekcnopt flimiteq

BputaHis

Oendapm
Mo3HaHb C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikat BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBEHOTO
cepTudpikaTa BiANOBIAHOCTI 260 BUNYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
apmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/nMpomMiKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHMLTBI AdI;
[N NONOMIKHOI pe4yoBuHM (cepTudikat

3a
peyenmom

UA/1600/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoBNEeHWit cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOGHYKA - MOAAHHS
OHOBJ/IEHOTO cepTudikaTy BifnNoOBIAHOCTI
€Bponeiicbkiit hapmakonei CEP 2011-034-
Rev 04 gns gjtoyoi peyoBuHW knobetasony
nponioHart Bif 3aTBEPXEHOr0 BUPOOHMKa
GlaxoSmithKline Research & Development
Limited y 3B’A3Ky 3 3MiHOIO Ha3BM BUPOOHNYOI
AiNbHULI, BiAMNOBIAA/TbHOI 382 BUPOGHMLITBO
A®I|, 6e3 3MiHM camoro 3aTBepayKeHOro
BMPOGHUKa (3aTBepaxeHo: R1- CEP 2011-
034- Rev 03 Glaxo Wellcome Operations;
3anponoHoBaHo: CEP 2011-034- Rev 04
Glaxo Operations UK Limited).

95. | AECEN3® TabneTku, BKpUTI MpAT YkpaiHa Brpo6HMLUTBO Ipeuis/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/18839/01/01
NNiBKOBOO "dapmaveBTnyHa rpaHyn i roToBoro ManbTta BUMNPAaB/IEHO TEXHIYHY MOMUSIKY B iHCTPYKL,i peyenmom
060/10HKO10, Mo 250 ipma "OapHuus” NpoAyKTY, L1151 MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro
mr; no 10 TabneTok y nepBuHHe Ta 3aco0y, fonyLleHy npy peectpadii
6nictepi; no 3 BTOPVIHHE nikapcbkoro 3acoby (Hakas 1389 Big
6nictepu B navuj nakyBaHHs, 08.07.2021 p.), a came po3gin "Cknag"

KOHTpOsb cepii, (BONOMDKHI peYoBMHM — NJIBKOBE MOKPUTTS)
BUNYCK cepil: npuBeAeHo y BiANOBIAHICTL A0 MaTepianis
PoHTic Xennac peecTpavuiiiHoro Aocbe. 3asHayeHe
Megikan EHp, BMNpaB/IEHHS BiAMNOBifae MaTepiasiam
dapmacbloTikan peecTpauiiHoro Aocbe.
Mpopaktc C.A.,
pevis;
Bupo6bHuuTBO
roToBOro
NPOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b cepil,
BMNYCK Cepil:
®APOC MT
Nimiten, Manbta
96. | AECEN3® TabneTkun, BKpUTI MpAT YkpaiHa Brpo6HMLUTBO Ipeuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/18839/01/02
NNiBKOBOO "dapmaLeBTnyHa rpaHyn i roToBoro ManbTta BUMPAaB/IEHO TEXHIYHY MOMUSIKY B iHCTPYKL,i peyernmom
060/10HKO10, N0 500 ipma "dapHuus" NpoAyKTy, 0151 MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro
mr; no 10 TabneTok y nepBrHHE Ta 3acoby, fonyLeHy npv peectpauii
6nicTepi; no 3 BTOPVHHE nikapcbkoro 3acoby (Hakas 1389 Big,
6nictepu B nauuj nakyBaHHs, 08.07.2021 p.), a came po3gin "Cknag"
KOHTpO/b cepii, (8ONOMDKHI pe4OBMHM — NIBKOBE MOKPUTTS)
BUNYCK cepil: npuBeAeHo Y BiANOBIAHICTb A0 MaTepianis
PoHTic Xennac peecTpauiiiHoro Aocke. 3azHauyeHe
Megikan EHg BMNpaB/IEHHS BiANOBifae MaTepiasiam
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
dapmacbioTikan peecTpauiiHoro [0CbE.
Mpopaktc C.A.,
Ipevs;
Brpo6HMUTBO
roToBOro
NpOAYyKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii,
BUNYCK cepil:
®APOC MT
Jliviteq, Manbta
97. | AECEN3® TabneTku, BKPUTI MpAT YkpaiHa Bupo6bHuuTBO Ipeuis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18839/01/03
NiBKOBOO "®GapmMaLeBTnyHa rpaHys i roToBoro Manbta BMMPaB/IEHO TEXHIYHY NOMUIIKY B iHCTPYKLi peyenmom
o060s10HKot0, No 1000 thipma "AapHuua” NpoayKTy, 015 MeAUYHOTO 3aCTOCYBaHHS JlikapCbKOro
Mr; no 10 TabneTok y nepBuUHHE Ta 3acoby, fonyLleHy npy peectpauii
6nicTepi; no 3 BTOPUHHE nikapcbkoro 3acoby (Hakas 1389 Big,
6nictepy B navui nakyBaHHs, 08.07.2021 p.), a came po3gin "Cknag"
KOHTPO/b cepil, (8ONOMKHI peqyoBMHN — NAIBKOBE MOKPUTTS)
BMNYCK Cepil: npuBeLEHO Y BIiANOBIAHICTb J0 MaTepiasnis
PoHTic Xennac peecTpauiiiHoro Aockbe. 3azHaveHe
Megikan EHp, BUNPaB/IEHHS BiAgNOBigae martepiasiam
dapmacbioTikan peecTpauiiHoro f0CbeE.
Mpogaktc C.A.,
Ipeuis;
Brpo6HMUTBO
roToBOro
NPOAYKTY,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Cepil,
BWNYCK Cepil:
®APOC MT
Nlimiteq, Manbta
98. | AE-CMMAH® PO34UH ON15 iH'EKLLN, TOB HB® Ykpaina BiANOBiAa/IbHWIA 3a Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/16880/01/01
25 mr/mn no 2 mn B «MIKPOXIM» BUPOBHMLTBO Ta 3MiHu | TUnNy - 3MiHK Woao peyenmom nionsea
amnyni; no 5 amnyny KOHTPONb/BUNPOGY 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy. €
KaceTi y nauui; no 2 BaHHA cepii, He 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
M/1 B amnyni; no 5 BK/IIOYAOUU 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
amnyn y kacerti; no 2 BWNYCK Cepil: MeJMYHOro 3acTOoCyBaHHA Ha MigcTasi
kaceTu y nauui, no 2 MpuBatHe perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
M1 B amnyni; no 10 akuioHepHe nikapcbKkoro 3acoby, abo focnigpkeHs 3
amnyn y kaceTi y nauui TOBapUCTBO 6e3nekn 3acToCyBaHHS /likapcbkoro 3acoby B
"[lekxim-XapkiB", nicnspeecTpauiiHnii nepiog, abo sk
YKkpaiHa; pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,

BiANOBIAaIbHUIA 3a

npoBefeHnX BiANOBIAHO A0 NaaHy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMPOGHMLTBO Ta negjatpnyHnx gocnigpkens (PIP) (3MiHy
KOHTPO/b/BUNPOBY Y3rO[XKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
BaHHSA cepii, opraHoMm) - 3MiHW BHECEHO B IHCTpyKLito AnA
BK/THOHAI0UM MeAMYHOro 3aCTOCYBaHHS /liKapCbKOoro 3acoby
BUNYCK cepil: [0 po3ainis "OcobMBOCTI 3aCTOCYBaHHA" Ta
TOB HB® "Mo6iyHi peakuii" Wwoao 6e3nekun
"MIKPOXIM", 3acTOCyBaHHSA Ait0y0i pevoBMHU BifMoBIgHO A0
YKpaiHa; pekomeHaauiii PRAC. BBefieHHS 3MiH
BiANOBIA&IbHOI 3a NpoTArom 6-Tn MiCALB NiCNs 3aTBEPAXEHHSA
BWMYCK Cepil, He
BK/THOHAI0YM
KOHTPO/1b/BUNPOGY
BaHHS cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa;
BiANOBigabHUIA 32
BMPOGHULITBO Ta
KOHTPO/1b/BMNPOGY
BaHHA cepii, He
BK/IHOYA0UN
BWNYCK Cepil:
AT "Tanuudpapm",
YKpaiHa
99. | AUKNO®PEHAK- | po3uvH Ans iH eKLii, TOB «TeBa YkpaiHa BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a He UA/16637/01/01
TEBA 75 mr/3 mn; no 3 mMn YkpaiHa» Hepo3acoBaHoOro 3MiHu | TUNYy - 3MiHK Woao peyenmom nionsiea
po3unHy B amnyi; no NPOAYKTY, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. €
5 amnyn y 6nictepi; no nepBrHHA Ta 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
1 a6o no 2 6nictepu B BTOPVHHA 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
Kopobui ynakoBKa, [403BiN MeAUYHOro 3acTocyBaHHs Ha nigcTasi
Ha BMNyCK cepil: perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
Mepkne 'm6X, nikapcbKoro 3acoby, abo gocnigpkeHs 3
HimeuumnHa; 6e3nekn 3aCToCyBaHHS NikapcbKoro 3acoby B
KOHTPO/b AKOCTI: nicnspeecTpauiiHnii nepiog, abo sk
Mepkne 'm6X, pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
HimeuunHa npoBefeHnX Bi4NOBIAHO 4O NaHy
negjiatpnuHux gocnigpkeHs (PIP) (iHwi 3miHW).
3MiHM BHECEHI 10 IHCTPYKUIT AN MegnyHoro
3aCTOCYBaHHS NikapCbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHS", "To6IYHI
peaxuii” oo 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH
nNpoTsArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS.
100. | ANPOTOH® Tabnetku no 5 mr, no BAT "leneoH YroplwuHa BAT "l'efeoH YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7679/01/02
14 TabneTok y Pixtep" PixTep" 3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat peyenmom

6nicTepi; no 1 abo no
2, abo no 4 6nictepu B
KapTOHHI ynakosL,i

BignosigHocTI/lE-cepTudpikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii.
MogaHHsA HoBOro abo OHOBIEHOTO
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Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayitiHo2o

nocsBi0YeHHs

3acoby

ynakoska)

cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHNLTBI A,
AN JONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
HoBuii cepTudikat Bif BXe 3aTBEPAXEHOro
BMPOGHUKa. MogaHHs HOBOTO,
anbTepHaTUBHOrO cepTudikaty BiAMOBIAHOCTI
€Bponeiicbkiit hapmakonei CEP 2022-237-
Rev 02 Bif 3aTBEpAXEHOro BUPOOHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd.,
KuTalii gjrouoi peqyoBuHW NisuHONpwUIy aurigpat
(3atBepmxeHo: CEP 2003-064-Rev 04;
3anponoHosaHo: CEP 2003-064-Rev 04; CEP
2022-237-Rev 02).

3a

UA/7679/01/03

101.

JVNPOTOH®

Tabnetku no 10 wmr, no
14 TabneTok y
6nictepi; no 1 a6o no
2, abo no 4 6nictepu B
KapTOHHIA ynakoBL,i

BAT "TepeoH
Pixtep"

YropuwumHa

BAT "T'efieoH
PixTep"

YropmHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis:
3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOB/IEHOIO
cepTudpikarta BiANoBiAHOCTI ab0 BUYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEPAKEHOr0
BUPOGHMKa. [MogaHHA HOBOTO,
aNbTepHaTMBHOIO cepTudikaTy BiAMNOBIAHOCTI
€poneiicbkin hapmakonei CEP 2022-237-
Rev 02 Big 3aTBEpAXEHOr0 BUPOOHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutaii girouoi peqyoBuHn nisuHonpuy aurigpat
(3atBepmxeHo: CEP 2003-064-Rev 04;
3anponoHosaHo: CEP 2003-064-Rev 04; CEP
2022-237-Rev 02).

peyerimom

3a

UA/7679/01/04

102.

JVNPOTOH®

Tabnetku no 20 wmr, no
14 TabneTok y

6nictepi; no 1 abo no
2, abo no 4 6nictepu B
KapTOHHIA ynakoBL,i

BAT "TeneoH
PixTep"

YropLmHa

BAT "TepeoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHuM | TUnYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei: ana A®l; ans BUxigHoro

mMarepiany/peareHTy/NpoMiKHOTO MPOAYKTY,

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakoner) -
HoBuii cepTudikat Bif BXe 3aTBEPAKEHOr0
BMPOGHMKa. [MogaHHA HOBOTO,
anbTepHaTUBHOrO cepTudikarty BiANOBIAHOCTI
€Bponeiicbkinn hapmakonei CEP 2022-237-
Rev 02 Big, 3aTBEpIKEHOr0 BUPOOHUKA
Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutaii gjtoyoi pe4yoBuHW NisMHONPWY Aurigpat
(3aTBepmxeHo: CEP 2003-064-Rev 04;
3anponoHosaHo: CEP 2003-064-Rev 04; CEP
2022-237-Rev 02).
103. | ANLUMNHOH Tabnetku no 250 wmr; CaHpo3 CnoBeHis KOHTPO/b cepil CnoseHisa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8466/02/01
no 10 TabneTok y dapmacbioTikans (nvwe 3MmiHu | TUny - 3miHn woao peyenmom
6nicTepi; no 10 a.a. MiKpo6ionoriyHuiA), 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepiB y KAPTOHHIl BMNycK cepii: flek 3MiHa YacToTu Ta/abo TepMiHiB NofaHHs
Kopobui dapmaueBTUYHA perynisipHoO OHOBJIHOBaHMX 3BITIB 3 6e3neku
KoMnaHis 4. 4., nikapcbknx 3acobiB. 3miHa yacTotu Ta
CnoBeHis; TEPMIiHiB NOAaHHA PeryaspHO OHOB/OBAHOIO
nepBuHHE Ta 3BITY 3 6e3neku:
BTOPWHHE [itova pepakuis: Yactota nofaHHa perynspHo
nakyBaHHs1, BUNYCK OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun -13 pokis.
cepii: Jlek KiHueBa gata ans BkAYeHHs aaHnx o PO3b
PapmaueBTUYHA - 22.04.2025 p. faTta nogaHHA - 21.07.2025 p.
KomnaHis 4. 4., MponoHoBaHa peaakuis: YactoTa nogaHHs
CnoseHis; perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku - 8
BMPOGHMLTBO in pokiB. KiHueBa farta A58 BKIIOUYEHHS JaHuX A0
bulk, nepsuHHe Ta PO3E - 03.06.2025 p. JaTa nofaHHA —
BTOPUHHE 01.09.2025 p. PekomeHgoBaHoO [0
nakyBaHHs, 3aTBEpMAKEHHS BiANOBIAHO A0 NepioaNYHOCTI
KOHTPO/b cepii noAaHHA perynsipHo OHOB/IOBaHUX 3BITIB 3
(okpim 6e3nekun nikapcbkux 3acobis y €C.
MiKpo6iosioriyHoro
): HoBapric
dapmacbioTikan
MaHythakTypyHr
JINC, CnoseHist
104. | AIAKOBAN TabneTkun, BKpUTI TOB "TNEAPAPM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a He UA/16294/01/01
NNiBKOBOIO nTar PAPM", YkpaiHa 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom niosnsiea
060/10HKO10, N0 500 a6bo nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. €
MKr; no 10 TabneTtok y TOB "TNNEA®PAPM 3amiHa abo BBeAEeHHS [0AAaTKOBOI AiNbHUL
6nicTepi, no 3 abo no NTh", Ykpaiva BMPOGHMLTBA A1 YACTUHW abo BCbOro
10 6nictepiB y BMPOOBHNYOro NpoLecy roToBOro NiKapCbKoro
KapTOHHI ynakosL,i 3aco6y (AinbHYLA, Ha SKii NPOBOAATLCA Oy b-
SIKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
cepiil, KOHTPOHO AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS, 4151 HECTEPUSIbHUX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbkunx 3acobiB) CynyTHSA 3MmiHa: 3MiHU 3
AKocTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBEAEHHSA
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA AN
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO /iKapCbKOro 3acoby (finbHnusa ans
BTOPVHHOTO NaKyBaHHS), BBEAEHHS
anbTepHaTMBHOIO BUpo6HMKa TOB
"TNEA®APM NTA", YkpaiHa, BignosifganbHoOro
3a BUPOOHMLITBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHS! NlikapCbKoro 3acoby. CynyTHs
3MiHa: 3MiHM 3 AKOCTi. FOTOBUIA Nikapcbkui
3aci6. 3MiHM y BUpobHuUTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI Ai/IbHULi BUPOOHMLTBA
A5 YaCTUHU abo BCbOrO BUPOOGHMYOro
npoLiecy roToBOro /likapCbKoro 3acoby
(BiNbHUUSA 4N NEPBUHHOIO NakyBaHHS).
BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB 3 Aatn
3aTBEPAKEHHS.
3MiHM 3 AKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTBCA BUMYCKY Cepii Ta KOHTPO/0
AKOCTi rOTOBOrO Nlikapcbkoro 3acoby (3amiHa
abo fgofaBaHHA BMPOOHUKA, L0 BignoBigaE 3a
BBE3EHHA Ta/abo BMMNycK cepii) - Bkoyaroun
KOHTPO/b/BUNPOBYBaHHA cepii, BBEAEHHS
anbTepHaTMBHOro BMpo6Huka TOB
"TNEA®APM NTA", YkpaiHa, BignoBiganbHOro
3a KOHTpOsb Ta BuUnyck cepii MN13. 3miHn
BHECEHO B iHCTPYKLiO 4719 MEeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3aim
"Brpo6HMK", "MicL,e3HaxomKeHHs BUPOOHMKaA
Ta afpeca MicLs NPoBaKeHHs oro
LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
MapKyBaHHs1 yNakoBOK. BBeieHHs 3MiH
NpPOTArom 6-T1 MIiCALIB 3 faTu 3aTBEPIKEHHS.
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby (iHwi
3MiHU), OHOB/IEHHSA BXE 3aTBEPKEHNX
MeTOZiB KOHTPOJIK0 SKOCTi NikapCbKoro 3acoby,
a came: BUKIa[EHHS TEKCTY AepXaBHOoI
MOBOIO 3TiJHO Cy4acHuX BUMOr. BBeAeHHs
3MiH NpOTArom 6-Tu micsuiB 3 AaTn
3aTBEPAKEHHSA

105.

AIKNOCEN®®

cynosuTopii no 100 wmr,
no 5 cynosuTopiiB y
cTpuni, no 1 abo no 2
CTPWNKN Y KAPTOHHIl

TOB «[MIEA®APM
NTo»

Ykpaina

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTUBHOCTI Ta thapMmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTyLi NikapCbKoro

3a
peyenmom

He
niosnsiea
€

UA/16445/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ynakoBLi

3ac00y, TeKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3aCToCyBaHHs NiKkapcbkoro 3acoby B
nicnapeecTpaviiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLIi An1A
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
B po3ginm "OcobnnBOCTi 3aCTOCyBaHHS",
"Mo6iuHi peakwii" BigNOBiIAHO A0 OHOBMEHOI
iHcbopMmaLii 3 6e3nekun Ajkyol peHOBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPAXKEHHSA

106.

AIKNOCEN®®

cynosuTopii no 50 wr,
no 5 cynosuTopiiB y
CTpunNi; No 2 cTpunu y
KapTOHHI/ ynakosL,i

TOB "TNEAPAPM

nTa”

Ykpaina

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis:
3MmiHu | Tvny - 3MiHK WwWoao
6e3nekun/edekTBHOCTI Ta thapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimkeHb 3
6e3nekn 3acTocyBaHHs NiKkapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 NiaHy
negjiatpnyHmx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLIi AnA
ME[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
B po3ginm "OcobnnBOCTi 3aCTOCyBaHHS",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawuii 3 6e3nekn Ajro4oi peyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAXKEHHS

3a
peyenmom

He
niosnsiea
€

UA/16445/01/02

107.

JIOKCU30MNb®
-BAPHULSA

po34urH no 50 r abo no
100 r y chnakoHax abo
6aHkax, no 1 dpnakoHy
abo 6aHui y nayui, no
200 r abo no 500y
hnakoHax abo 6aHkax

MpAT

"GapmaueBTnyHa
ipma "dapHuus"

Ykpaina

MpAT
"@apmaueBTnyHa
ipma "JapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHY | TUNY - 3MiHK 3 AkocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikaiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NPOLEC BUPOOHMLTBA
AD| (iHWi 3MiHK).

CynyTHS 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y MeTogax

3a
peyerimom

UA/8021/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMnpobyBaHHA APl abo BuXigHOro
mMaTepiany/npomiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpobHULTBA
A®| (iHWi 3MiHM y MeTogax BUNPobyBaHHS
(BKNKOYAKOUM 3aMiHYy @60 [OMOBHEHHS) ADI
ab0 BMXigHOTro/MPOMIXHOIo NPOAYKTY)-
BHECEHHS 3MiH 40 MaTepianiB peecTpayiiHoro
nocbe Ha 13 ans BXigHOro KOHTponto Ha AdI
Nigokainy rigpoxnopug BupobHuLTea ipmm
GUFIC BIOSCIENCES LIMITED, a came:
NOKa3HNK «3a/TULLKOBI PO3YUHHUKM»
BiNOBIAHO [0 pekoMeHaauin dY 3miHeHO
Ha3By po37iNy 3 «3a/IMLLKOBI KifIbKOCTI
OpraHiYHUX PO3YMHHUKIB» Ha «3a/INLLIKOBI
PO3UNHHUKM». Onsa AD| BuUpobHULTBa dhipMun
GUFIC BIOSCIENCES LIMITED , India,
HOpPMyBaHHS NpYBEAEHO [0 BUMOT aKTyaslbHUX
marepianis BUPO6HUKA. Y 3B'A3KY 3 LM, 3
METOH ONTUMI3aL,i Ta NoKpaLLeHHs
aHaniTMYHNX NapameTpiB, 6yn10 po3pobreHo
METOANKY KOHTPOJTI0 BUSHAUYEHHS 3aUTULLKOBUX
PO34MHHYKKIB. MeToAmMKy BanigoBaHo, 3a
pesynbTaTtamy BanigaLii BHeCeHO TepMiHU
NpUAATHOCTI PO3YMHIB. 3MiHK | TUNY - 3MiHKN 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[0NYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLEC BUPOOHMLTBA
A®I (iHWi 3MiHK). CynyTHA 3MiHa - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3MiHa y MeToAax
BunNpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMiXHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPobHMLTBA
A®| (He3HaUHI 3MiHW Yy 3aTBEPAXKEHNX
MeToJax BUMPOOYBaHHS) - BHECEHHS 3MiH A0
marepianiB peecTpadiiHoro gocke Ha 13 ans
BXiZIHOro KOHTpO/O Ha A®PI Jlifokainy
rigpoxnopug, BupobHuuTtea cipm SOCIETA
ITALIANA MEDICINALI SCANDICCI, ltaly, i
GUFIC BIOSCIENCES LIMITED, a came:
HOPMYBaHHS Ta METOAVKY KOHTPO/S
nokasHuka «MikpobiosioriyHa ynctoTa»
NpuBELEHO Y BIANOBIAHICTb A0 BUMOT €D,
2.6.12, 5.1.4. NMoKa3HNK «PO3YMHHICTb»
BignosigHo fo sumor A®Y 1.4 «MoHorpadii»,
ctarTi E® 1.5.1.7 «Characters» mae
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pekoMeHAaLiliHWi XxapakTep, Ha i/ niacTasi,
BMMOTN [0 PO3YMHHOCTI cybcTaHLii
NepeHeceHo A0 3ara/ibHUX BIacTUBOCTEN.

108.

[I®OPC 160

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, 5 Mr/160
mr, no 10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTepy B KAPTOHHIi
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 a60 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHUX Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaeHoT
ocobwu, BignoBifanbHOI 3a 3MiACHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
hapMakoHarnsgy (Bk/1rovatouy KOHTaKTHI AaHi)
Ta/ab0 3MiHW y pPO3MiLLEeHHI MacTep-thainna
cuctemn chapmakoHarnisgy) 3miHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CObY 3asiBHYKA,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.

3a
peyenmom

UA/12365/01/01

109.

JI®OPC 80

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, 5 Mr/80
mr, no 10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTepy B KAPTOHHIi
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssefeHHs
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarniagy, 3miHa yrnoBHOBaxKeHOI
ocobu, BignoBigasibHOI 3a 3MiACHEHHST
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0Co6M,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy (Bk/irouvatoum KOHTaKTHI AaHi)
Ta/ab0 3MiHKN y PO3MiLLEeHHI MacTep-thainna
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX yroBHOBaXEHOI 0CO6Y 3asBHIKa,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.

3a
peyenmom

UA/12365/01/02

110.

AIPOPC XL

TabneTku, BKPUTI
NiBKOBOO
o6onoHkoto, 10 mr/160
mr, no 10 Tabnetok y
6nictepi; no 1 a6o 3
61icTepy B KApTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHN LWoAao
6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (ssefeHHs
y3ara/ibHeHNX JaHnx npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
ocobu, BignoBigasibHOI 3a 3AiACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobm 3

3a
peyenmom

UA/12365/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[iACHEHHSI
hapmakoHarnsgy (Bk/irovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn hapmakoHarnisgy) 3miHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CObY 3asiBHYKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg,.
111. | AOKCUUUKNIH | TabneTku no 100 wmr; TOB «TeBa YkpaiHa Brpo6HMLUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3033/02/01
-TEBA no 10 TabneTtok y YkpaiHa» Hepo3dhacoBaHOl 3MiHu | TUNYy - 3MiHK Woao peyenmom
6nicTepi; no 1 npoaykuii Ta 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
6nicTepy B kopobuj [03BIi/T HAa BUMYCK (iHwWi 3miHM). OHOBNEHO TEKCT MapKyBaHHS
cepii: Mepkne NepBUHHOI Ta BTOPUHHOI YNaKoBKM
'm6X, HimeuunHa,; nikapcbKoro 3acoby, a came BUy4YeHO
MepBuHHa Ta TUTYNIbHY CTOPIHKY 4,0 TEKCTY MapKyBaHHS,
BTOPVHHA [ofaHo iHdhopMaLiio Wwoao 3asasHuka y n. 11
ynakoBka, TEKCTY MapKyBaHHsi BTOPUHHOI YNakoBKu Ta M.
KOHTpO/b cepii: 5 NepBUHHOI YNakoBKW, 3a3Ha4eHo Ha3By
Mepkne 'm6X, Lir040i pevyoBUHY Y N. 2 TEKCTY MapKyBaHHS
HimeuunHa NepBUHHOI Ta BTOPUHHOI YNakoBKW, Bka3aHo
HOMep peecTpaLiiHOro NocBigYeHHs y n. 12
TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKY,
YTOYHEHO /IOrOTUM Ta BHECEHO HE3HAYHI
peAakuiiiHi NpaBKM B iHLWI MyHKTW TEKCTY
MapKyBaHHS.
112. | AOMPUNA® TabneTkun, BKpUTI TOB "TNEAPAPM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 nionsza UA/8976/01/01
060/10HKOH0, M0 10 Mmr; nTta" PAPM", YkpaiHa 3MiHY | TYNY - 3MiHK WoA0 peyenma €
no 10 TabneTtok y abo TOB 6e3nekun/edekTUBHOCTI Ta hapMmakoHariagy.
6nicTepi; no 1 abo no «TNEA®APM 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro

3 6nictepu B
KapTOHHIA ynakoBL,i

NTO», YkpaiHa

3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/THOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpKeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
neajatpnyHux gocnigpkens (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLUii A1 MeAUYHOro
3acTocyBaHHA A0 po3ainy "MpoTunokasaHHA"
HCTPYKLi AN MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby BiAMOBIAHO 40 OHOBAEHOI
iHchbopMmaLii 3 6e3nekn 3acToCyBaHHS
NiKapcbKoro 3acooby.
TepMiH BBE[IEHHS 3MiH - NPOTArom 6 micsuiB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nicnsa 3aTBepKEHHS.
113. | AOMPUA® SR Tabnetku, TOB "TNEAPAPM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/8976/03/01
NPOJIOHIOBaHOI Aji No nTta" PAPM", YkpaiHa 3MiHu | TMNY - 3MiHK WoA0 peyernmom niosnsea
30 mr; no 10 TabneTok abo TOB 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. €
y 6nictepi; no 1 abo «TNEQ®APM 3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
no 3 6nictepu B NTO», YkpaiHa 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
KapTOHHIA ynakoBsL,i MeJMNYHOro 3aCTOCyBaHHSA Ha MigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITy 3 6e3Mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3acTocyBaHHSA A0 po3ainy "MpoTunokasaHHsA"
IHCTPYKLT AN MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby BiAMNOBIAHO 40 OHOBMEHOI
iHchbopmawii 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby.
TepMiH BBEEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepAKeHHs.
114. | AOHEKC® Tabnetku, Wo TOB "ACIHO Ykpaina xeHechapm CA peuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/19064/01/01
amncnepryoTscs B YKPAIHA" 3MiHu | TUny - 3MiHK Woao peyernmom
POTOBI NOPOXHWHI, NO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
5 mr; no 10 Tabnetok y BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
6nictepi; no 3 abo no npo cuctemy papmakoHarnsgy (BBefeHHs
6 6nicTepiB y y3araslbHeHVX gaHux npo cuctemy
KapTOHHI navyi; no 14 hapmakoHarnsagy, 3mMiHa yrnoBHOBaXeHOT
TabneTtok y 6nictepi; ocobu, BignoBigasibHOI 3a 3MiACHEHHST
no 2 6nictepn y hapMakoHarnisgy; KOHTakTHoOi ocobu 3
KapTOHHIi navui hapmakoHarnsgy 3asiBHUKa ANs 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0Co6M,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy (Bkrouvatoum KOHTaKTHI AaHi)
Ta/ab0 3MiHKN y pO3MiLLeHHI MacTep-thainna
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXEHOT 0CO6YM 3asiBHYMKA,
BiANOBiAabHOI 3a thapmakoHarnsg,.
115. | AOHEKC® Tabnetku, Wo TOB "ACIHO Ykpaina [xeHechapm CA peuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/19064/01/02
aucnepryoTbcs B YKPAIHA" 3MiHu | TURY - 3MiHN LWoAao peyenmom

POTOBIA NOPOXHWHI, MO
10 wmr; no 10 TabneTtok
y 6nicTepi; no 3 abo
no 6 6aictepis y

6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
BBefieHHs1 a60 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssBefeHHs
y3araJisHeHWX laHUX Npo cucTemy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHIW navw,;

no 14 tabneTtok y
6nictepi; no 2
6nicTepy y KapTOHHIl
nauui

dhapmakoHarnsgy, 3miHa yrnosHOBaxeHoT
ocobwu, BignoBifanbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
hapmakoHarnsgy (Bk/irovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn hapmakoHarnisgy) 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOT 0CObY 3asBHYKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,.

116.

JNIOLEETAKCEN
"EBEBE"

KOHLieHTparT Ans
pO34uHy ONs iHy3il,
10 mr/mn; no 2 mn (20
Mr) a6o 8 mn (80 wmr),
a60 16 mn (160 mr) y
donakoHi; no 1
ch1akoHy B KOpOOL

EBEBE dapma
Fec.m.6.X. Hdpr.
KI

ABcTpist

NOBHWIA LMK
BUPOGHMLTBA:
PAPEBA YHTepax
mM6X, ABCTpis;
BUNYCK cepil:
EBEBE ®apma
lec.m.6.X. Hdr.
KI, ABCTpis

ABCTpIs

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaxeHoT
ocobwu, BignoBifanbHOI 3a 3AiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa BiJ YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapMakoHarnsagy (Bk1rouvatoUm KOHTaKTHI AaHi)
Ta/ab0 3MiHW y pPO3MiLLeHHI MacTep-thainna
cuctemn hapmakoHarnsgy). 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg.
[itoua pepakuis: Juergen Maares / tOpreH
Maapec. MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan Moxameg Ani.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT
0cobu 3as1BHMKA, BiANOBIAAIbHOT 3a
dhapmakoHarnsg.

3a
peyenmom

UA/11091/01/01

117.

LYTACTEPWUA-
BICTA

Kancynu m'aki no 0,5
mr; no 10 kancyn y
6nicTepi; no 3 abo 9
6nicTepiB y KApTOHHIl
Kopobui

MicTtpan Kenitan
MeHeKMeHT
Nimiten

AHrnisa

BUNYCK cepil,
hi3nKO-XiMiYHWIA
KOHTpO/b cepii:

FTANEHIKYM

XENC C.N.Y.,

IcnaHis;
BUNYCK cepil,
BUPOOHMLTBO,
nepBrHHEe Ta
BTOPWHHE
nakyBaHHs,
Pi3nKO-XiMIYHWIA

Icnanis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY
cepii Ta KOHTPO/IO AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fogaBaHHsS
OiNbHUL, Ha 5K 3AIACHIOETBLCSA
KOHTPO/b/BUNPOGYBaHHSA cepil) JogaBaHHSA
AiNbHULI BiAMNOBIfaIbHOT 3a KOHTPO/Tb SKOCTI
(hi3nKO-XiMiYHWIA, MiKPOBIOSOriYHWIA)
Netpharmalab Consulting Services S.L.
Carretera De Fuencarral 22, Poligono Vereda

3a
peyenmom

UA/18199/01/01




81

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Ta De Los Pobres, Alcobendas, 28108, Spain
MiKpo6ionoriyHuiA
KOHTPO/b AKOCTI:
LMHOEA ®APMA,
C.J1., IcnaHis;
BUNYCK cepil,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
CAIl
MAHY®AKTYPIHI
, C.J1.Y., IcnaHis;
KOHTPO/Tb AKOCTI
(pi3nKO-XiMiuHWiA,
MiIKPOBIONOTIUHWIA):
HeTtdapmanab
KoHcanTiHr
Cepsicec C.J1.,
Icnaxis
118. | EBOHEKCA® Tabnetku AT "dapmax” YkpaiHa BankaHndapma Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/16606/01/01
KMLLKOBOPO3YMHHI NO Aynunus AT 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
20 mrin bulk: no 7 nikapcbknii 3aci6. KOHTponb rotToBoro
Tabnetok y 6nicrepax nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOBYBaHHS) - HE3HAYHI 3MiHM Y MeTofax
BMNPOGYBaHHA 3a NOKa3HUKamm
«laeHTudikauis», «KinbkicHe BUSHaYEHHS»,
«OfHOPIAHICTL 4030BaHUX OAVHULL» Ta
«CynpoBigHi OMILKM», @ came Ao4aBaHHsA
anbTepHaTMBHOTO QUINbLTPY A5 MiAroTOBKM
3paskiB
119. | EBOHEKCA® TabneTtkn AT "dapmak” Ykpaina BankaHdapma Bonrapis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/16606/01/02
KMLLKOBOPO34YUHHI N0 Aynunus AT 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
40 mr in bulk: no 7 nikapcbkuii 3aci6. KOHTpOb roToBOro
Tabnetok y 6nictepax nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) - HE3HAUHI 3MiHW Y MeTofax
BUMPOOYBaHHA 3a NoKasHWKamm
«lgeHTndikauis», «KinbkicHe BU3HaUYEHH:»,
«OHOPIAHICTb A030BaHNX OAUHULB» Ta
«CynpoBigHi AOMILLKM», a came foAaBaHHSA
aNbTepHaTMBHOIO QiNbLTPY 415 NiATOTOBKN
3paskiB
120. | EBOHEKCA® Tabnetku AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/16607/01/01
KMLLKOBOPO3YMHHI NO (BMpO6GHMLTBO 3 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA peyenmom

20 mr, No 7 TabneTok y

nakyBaHHs in bulk

niKkapcbknii 3aci6. KOHTpob roToBOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepi, no 2 abo 4 thipMu-BMpOGHMKA nikapcbKoro 3acoby. 3MiHa y meTogax
6nictepn y nayui Bankandapma BMNPOGYBaHHA rOTOBOrO /liKapCbKOro 3acoby
OynHunus AT, (He3HayHa 3MmiHa y 3aTBEPMKEHNX MeTofax
Bonrapis) BMNPOOYBaHHS) - HE3HAYHI 3MiHW Y MeTofax
BUMPOOYBaHHA 3a NoKasHWKkamm
«lgeHTndikauis», «KinbkicHe BU3HaAUYEHHS»,
«OfHOPIAHICT A030BaHNX OAUHNLE» Ta
«CynpoBigHi AOMILLKM», a came foAaBaHHSA
anbTepHaTMBHOIO iNbLTPY A5 NifroTOBKM
3paskiB
121. | EBOHEKCA® Tabnetku AT "dapmax” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16607/01/02
KMLLKOBOPO3YMHHI NO (BMPOGHMLTBO 3 3MiHn | TURY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
40 wr, no 7 Tabnetok y nakyBaHHs in bulk nikapcbknii 3aci6. KOHTponb rotToBoro
6nictepi, no 1 a6o no hipMu-BMPOBHUKA nikapcbKoro 3acoby. 3miHa y meTofax
2 abo 4 6nictepn y BankaHndapma BMNPOGYBaHHSI TOTOBOrO NiKApCbKOro 3acoby
naui OynHnus AT, (He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
Bonrapist) BUNPOBYBaHHS) - HE3HAYHI 3MiHM Y MeTofax
BMNPOGYBaHHA 3a NOKa3HUKamm
«laeHTudikauis», «KinbkicHe BUSHaYEHHS»,
«OfHOPIAHICTL 4030BaHUX OAVHULL» Ta
«CynpoBigHi OMILKM», @ came Ao4aBaHHsA
anbTepHaTMBHOTO QUINbLTPY A1 MiAroTOBKM
3paskiB
122. | EKCPOPX TabneTkun, BKpUTI HosaprTic ®apma LLsenuapi Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/8102/01/01
NNiBKOBOK Al ] NOBHUM LMK/IOM: Icnanis 3MiHW | TYNY - 3MiHK Woa0 peyenmom nionsiea
060/10HKO10, 5 Mr/80 HosaprTic ®apma 6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy €
Mr; no 14 Tabnetok y C.n.A, Itanis; (iHLWi 3MiHW) 3MiHVM BHECEHO A0 IHCTPYKUIT Ans
6nictepi; no 1 abo no Bnpo6HnuTBO, MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
2 6nicTepun B KOpOOLi KOHTPO/b SKOCTI, [0 po3ainis "B3aemogis 3 iHLWMMMK
nepBuHHE nikapcbkMmn 3acobamu Ta iHLWi BUam
nakyBaHHs, B3aemogiit", "MobiyHi peaxuii" BignosigHo fo
BTOPVIHHE OHOBNEHOT iHthopMaLii LWoao 6e3neku
nakyBaHHs: 3aCTOCyBaHHS fil040i pevyoBuHU. BBeaeHHs
3irdopig Bapb6epa, 3MiH NPOTArom 6 MicsLiB MicNs 3aTBEPKEHHS.
C.J1., IcnaHis 3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) 3MiHW BHECeHO A0 IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
00 po3gainis "OcobnBOCTi 3aCTOCYBaHHA" Ta
"Mo6iyHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHbopmauii woa0 6e3nekn 3acTocyBaHHs
Aito40T peyvoBVHN. BBEAEHHS 3MiH NpoTArom 6
MiCSLIB MiCNsA 3aTBEPAKEHHS.
123. | EKCDOPX TabneTkun, BKPUTI HosaprTic ®apma Lseliuapi Brpo6HuuTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a He UA/8102/01/02
NAiBKOBOIO Al A NMOBHUM LMK/TOM: IcnaHis 3MiHn | TMNy - 3MiHK WoAa0 peyenmom nidsnsiea
060n0HkKot, 5 Mr/160 HosaprTic ®apma 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsagy €

Mr; no 14 TabneTok y

6nicTepi; no 1 abo no

C.n.A., Itanis;
Bupo6bHMUTBO,

(iHLWi 3MiHM) 3MiHV BHECEHO A0 IHCTPYKUIT Ans
MeMYHOro 3aCTOCYBaHHS J1iKapCbKOro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
2 6nictepu B kOpobLj KOHTPO/1b AKOCTI, [0 po3gainis "B3aemogia 3 iHWNMK
nepBuHHe nikapcbkMK 3acobamMu Ta iHLWi BUuam
nakyBaHHs, B3aeMogijin", "MobiuHi peakuii" BignoBiaHO A0
BTOPUHHE OHOB/IEHOT IHhopMaLii oo 6e3nekn
nakyBaHHS: 3aCTOCYyBaHHSA fjl040i peyoByHW. BeeeHHs
3irdopig bapbepa, 3MiH NPOTAroM 6 MiCALiB NiCA 3aTBEPAXKEHHS.
C.J., IcnaHis 3miHu | TMny - 3MiHK WwWoao
6e3nekun/ethekTUBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) 3MiHV BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby
[0 po3gainis "OcobMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHI peakwyi" BigNOBIAHO A0 OHOBMEHOT
iHchopmawii Lwopo 6e3nekn 3acTocyBaHHSA
[ito4oi pevyoBuHW. BBEleHHA 3MiH NpOTArom 6
MicALIB NiCNsA 3aTBEPKEHHS.
124. | EKCPOPX TabneTku, BKpUTI HoBapTic ®apma LLiBefiuapi Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a He UA/8102/01/03
nNiBKOBOIO Al a NOBHWUM LMK/IOM: IcnaHis 3MiHu | TUNYy - 3MiHK Woao peuenmom niosnsiza
o6onoHkoto, 10 mr/160 HosapTic ®apma 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy €
Mr; no 14 tabnetok y C.n.A, Itanis; (iHLWi 3MiHW) 3MiHM BHECEHO A0 IHCTPYKUIT Ans
6nictepi; no 1 a6o no Bupo6bHMLTBO, MeAMYHOro 3acCTOCYBaHHSA NMikapCbKoro 3acoby
2 6nicTtepu B kOpo6Li KOHTPO/b AKOCTI, [0 po3ginis "B3aemogia 3 iHWNMKN
nepBuHHE nikapcbkMKM 3acobamu Ta iHWi BUam
nakyBaHHs, B3aemogijit", "MobivHi peakuii" BignosiaHo fo
BTOPUHHE OHOB/IEHOT IHhopMaLii Woao 6e3nekn
nakyBaHHS: 3aCTOCYBaHHSA fjl040i peyoByHW. BeefeHHs
3irdopig bapbepa, 3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPIKEHHS.
C.J1., IcnaHis 3MiHu | TNy - 3MiHK Wo[0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3mMiHW) 3MiHM BHECeHO A0 IHCTpyKLUii Ans
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
00 po3gainiB "Ocob/MBOCTi 3aCTOCYBaHHA" Ta
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHhopmauii o0 6e3nekn 3acTocyBaHHsA
Aito40i peyoBrHN. BBeAEHHS 3MiH NpoTArom 6
MicALiB Nic/a 3aTBePAKEHHS.
125. | ENEBIT® TabneTkun, BKpUTI Baitep KoHcblomep | LLBeliuapi [NpaxeHocapm HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/9996/01/01
MPOHATA/b NNiBKOBOO Kep Al a Anotekep Mownb 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikaT peyenma
060/10HKOI0; M0 10 6X BignosigHocTI/IE-cepTudpikat BignosigHoCTi

TabneTtok y 6nictepi;
no 3 a6o 10 6nicTepis
Y KapTOHHiIli kopobLyi;
no 20 TabneTok y
6nicTepi; no 5
6nicTepiB Y KAPTOHHiIl
Kopobui

€sponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTudiikarta BiANoBIAHOCTI ab0 BUNYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBpONENChbkili
thapmakonei: gna A®l; ans BUxigHoro
MaTepiany/peareHTy/NpoMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBGHNLTBI ADI;
015 [OMNOMDKHOT peyoBUHU (cepTudikaT
BiANoBigHOCTI EBponeiickbkili hapmakoner) -
OHoBMeHWi cepTuddikaT Bifg yxe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBEPAKEHOr0 BUPOBGHUKA - OHOBNIeHHA CEP
Bif, BXe 3aTBepXeHoro Bupo6Huka APl
3ani3o( y surnagi sanisa oymaparty) DR.
PAUL LOHMANN GMBH & CO. KGAA,
Germany. CEP ans 3anisa doymapaty 6yno
nepernsHyTo y 3B'A3KY 3 AOAABAHHAM
[04aTKOBOro nocrayasibHuka BUXigHoT
CMPOBWHW.3MiHa TakoX BN/IMBAE Ha Taki
po3ainu gocke:- 3.2.S.2.1 — y3rogKeHHs
agpecy 3 HoBuM dhopmyntoBaHHAM CEP
(thakTUYHMX 3MiH HEMAE, ase Ao4aHOo OKpyr Ta
wrar) - 3.2.5.3.2 — yTOYHEHHS LLoA0
BMKOPWCTaHHS NUTHOT Boaw. [liloya pefakuis:
CEP 2004-232-Rev 03. lNponoHoBaHa
pepakuisi: CEP 2004-232-Rev 04
126. | ENEriyc TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/18399/02/01
nNiBKOBOIO "TepHodhapm” "TepHodapm" YTOYHEHHSA B Haka3i MO3 YkpaiHu Ne 1645 peyenma
060/10HKOI0, N0 5 Mr; Big 30.10.2025 - BMNpaBneHO TEXHIYHY
no 10 TabneTtok y MOMU/IKY B TEKCTi MapKyBaHHA BTOPUHHOT
6nictepi; no 1 yNakoBKU NiKapCbKoro 3acoby y nyHkTi 17,
6nictepy B nauui 3 JonyLueHy npu npoueaypi peectpauii (Hakas
KapToHY Big 18.07.2025 p. Ne 1151), a came: gitody
peyoBuHy «[esnopatuguH 5 mr (mg)»
BMNpaBieHo Ha «[lesnopatagunH 5 mr (mg)»
127. | ENIBIYM po34nH opasnbHuii 0,5 CninbHe Ykpaina CninibHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/18400/01/01
mr/mn; no 60 mn abo YKpaiHCbKO- YKpaiHCbKO- 3MiHuM | TUnYy - 3MiHK 3 AkocTi. CepTudikat peyenma
120 MmNy KOHTeliHepi icnaHcbke icnaHcbke BignosigHocTi/l E-cepTudikar BignosigHoCTI
i3 nigNPUEMCTBO nignpUeEMCTBO €Bponelicbkiin hapmakonei/MmoHorpadii.
nonieTunexHTepedTan "Cnepko YkpaiHa" "Cnepko YkpaiHa" 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
aTy, 3aKpuTomMy (NoBHWMIA LMKN y BignoBigHicTb A0 moHorpacii APY abo
KPWLLKOIO 3 KOHTPOSIEM BMPOGHMLTBA, €Bponelicbkoi hapmakonei, abo iHwoTi
nepLLoro BigKpuTTA 3 BUNYCK cepil; HaLioHanbHOT hapmakonei aepxasun €C
[,03YH04OI0 JIOXKKOI0 Ta KOHTPO/Ib SIKOCTI) (3miHa y cneumdikauisx, nos'asaHa 3i 3MiHaMu
[03Y04UM LINPULOM Y B JdY, abo EBponelicbkiil thapmakonei, abo
nauui iHLWI HauioHaNbHI thapmakonel fepxasu
€C). NpuseaeHHs cneuudikauii 4OMOMKHOI
pevoBUHY MponineHrnikosnb y BigNoBigHICTb A0
OHOB/1EHOI MoHorpacii €® "Propylene glycol".
128. | EHOAOMETPWUH | TabneTku BariHa/bHi deppiHr I3painb BeH-LUnmoH I13painb BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7764/01/01
no 100 wmr; no 6, 15 $apmaueBTikan3 ®nopic Nta. 3MiHW | TNy - 3MiHK Woao0 peuyenmom
abo 30 TabneTok y nTa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.

KOHTelHepi; no 1
KOHTeliHepy 3
ansnikatopom gns
BHYTPILLUHbOBAriHa/IbH
0ro BBEJEHHS Y
KapTOHHiA KOpOGL

3MiHa YacToTh Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBJ/THOBaHUX 3BITiB 3 6e3neku
niKapcbknx 3acobiB - 3MiHW Y YacToTi Ta gaTax
NOAAHHSA PerysiipHO OHOBJIIOBAHOTO 3BITY 3
6e3neku. [itoya pegakuis: Yactota nogaHHs
perynsipHo OHOB/OBAHOTO 3BiTYy 3 6e3neku 13
pokiB. KiHueBa gata A7 BKIHYEHHS JaHuX A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
PO3B — 09.09.2025 p. farta nogaHHA —
08.12.2025 p. MponoHoBaHa pejakuis:
YacToTa nogaHHa perynsipHO OHOBJ/IIOBAHOIO
3BiTy 3 6e3nekn 8 poku. KiHueBa fata ans
BK/IlOYEHHA aaHux Ao PO3B — 09.09.2025 p.
Jata nogaHHa — 08.12.2025 p.
PekomeHA0BaHO A0 3aTBEPLKEHHS BiAMOBIAHO
[0 NepiognyYHOCTI NOAAHHS PerynspHo
OHOB/IIOBAHMX 3BITIB 3 6€3NeKn NiKapCbknx
3aco6iBy €EC
129. | EHTEPOXEPMI | cycneH3sia opanbHa; Ne TOB "Onenna Ykpaina BUPOGHMLTBO, ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/15608/01/01
HA® ®OPTE 5: no 5 Mn y donakoHi; Xernckea YkpaiHa" nepBUHHE Ta 3MiHu | TNy - 3MiHK WoA0 peyenma
no 5 dprakoHi., BTOpPUHHE 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3'eJHAHNX MK CO6010 nakyBaHHs, 3MiHa YacToTu Ta/abo TepMiHiB NofgaHHS
nonieTnIeHoBO KOHTpO/b Ta perynspHo OHOBJ/TIOBAHUX 3BITIB 3 6e3neku
nepemMmnYKoLo, y KaceTi; BUMYCK Cepiii: nikapcbknx 3acobiB. 3MiHM y faTax nogaHHs
no 1 kaceTi B Onenna Xenckea perynsipHo OHOB/IIOBAHOTO 3BITy 3 6e3mneku
KapTOHHI Kopo6Li; Ne Itani C.p.n., nikapcbKoro 3acoby EHTepoxepmiHa® dopTte
10; Ne 20 (10x2): no 5 ITanis; BTOpUHHE [itoua pepakuis: Yactota nogaHHsA perynsipHo
M1y chrnakoHi; no 10 nakyBaHHs: OHOBJtOBAHOIO 3BITY 3 6e3nekn 5 pokis.
hnakoHiB, 3'egHaHNX HeonogxucTika KiHueBa gata ans BkAYeHHs aaHnx o PO3b
MiX co60t0 C.p.n., Itanisa - 02.03.2028 p. fata nogaHHs - 31.05.2028 p.
nonieTMIeHoBo MponoHoBaHa pefakuis:
nepemMmnyKolo, y KaceTi; YacToTa nogaHHsa perynsipHO OHOBJ/IIOBAHOIO
no 1 abo 2 kacetn B 3BiTy 3 6e3neku 5 pokis. KiHUeBa fata ans
KapTOHHIlA KOpooLi BK/1IOYEHHSA AaHux ao PO3b6 - 30.11.2027p.
[Jata nofaHHs - 28.02.2028p. PekomeHA0BaHO
[0 3aTBEpOKEHHSA BiAMoBIigHO A0
nepioANYHOCTI NOJaHHA perynsapHo
OHOB/IIOBAHMX 3BITiB 3 6€3MneKkn NiKkapCbknx
3acob6iB y €C.
130. | ENNENPEC TabneTkun, BKPUTI AT "KUIBCbKWW YkpaiHa AT "KUIBCbKNW YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14816/01/01
MiBKOBOIO BITAMIHHWA BITAMIHHUIA 3MiHu | TUny - 3MiHK 3 sikocTi. Ad. peyernmom
060/10HKOI0, No 25 Mr, 3ABO4" 3ABOA" CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX

no 10 TabneTtok y
6nictepi; no 3
6nicTepn y nauui 3
KapToHy

BMNpobyBaHb/nepiofy 36epiraHHA abo ymoB
36epiraHHA A®I (3a BigCcyTHOCTI Y
3aTBepAKEHOMY A0CbE cepTudikaTa
BiANoOBIgHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYAE Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepios noBTOpPHOrO BUNPObyBaHHA/Nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS
nepiofy NOBTOPHOrO BMNpoGyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/iKEHb
y peasibHOMy 4aci - 36ibLUEeHHS TEPMiHY
NepeKoHTPO/IIO Ailo40i PEYOBMHU ENePEHOHY
3 3 poKiB [0 4 POKiB Ha OCHOBI pe3ynbTariB
nocnimkeHHs ctabinbHOCTI BignoBigHoO A0
[oKymeHTauii BupobHuka APl «Aurisco
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Pharmaceutical Co., Ltd», Kutaii.

131.

ENNENPEC

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 50 Mr,
no 10 TabneTtok y
6nictepi; no 3
6nicTepn y nauuj 3
KapToOHy

AT "KWIBCbKUA
BITAMIHHN
3ABOA"

YkpaiHa

AT "KUIBCBKUN
BITAMIHHU
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. AP,
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BUNpobyBaHb/nepioay 36epiraHHA abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEpAKEHOMY A0CbE cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo
BK/IOYAE Mepiof MOBTOPHOrO BUMPOOYBaHHS)
(nepios, noBTOPHOrO BUNPObyBaHHA/Nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS
nepiofy NOBTOPHOro BMNpoGyBaHHsA/nepiogy
36epiraHHsA Ha OCHOBI pe3ynbTaTiB AOC/iIKEHb
y peasibHOMy Yaci - 36i/bLLUEeHHS TEPMiHY
NepeKoHTPOSIIO Aio40i PEYOBMHU ENIEPEHOHY
3 3 pokiB A0 4 pOKiB Ha OCHOBI pe3ysbTaTiB
LocnimkeHHs cTabinbHOCTI BignoBigHO A0
[okymeHTauii BupobHuka APl «Aurisco
Pharmaceutical Co., Ltd», Kutaii.

3a
peyenmom

UA/14816/01/02

132.

ENJTIEPEHOH

NopoLLOK (CybCTaHList)
y nakeTax noAagiliHux
nonieTMIeHoBUx gns
chapmaLeBTUYHOro
3acTocyBaHHS

AT "KUIBCbKMIA
BITAMIHHWA
3ABOJ"

YkpaiHa

Aypicko
dapmacbioTikan
Ko., Jita.

Kutait

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TNy - 3MiHKn 3 AkocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHA abo ymoB
36epiraHHA A®I (3a BigCcyTHOCTI Y
3aTBeppKeHOMY [OCLE cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo
BK/IOYAE Mepiof, MOBTOPHOIrO BUMPOOYBaHHS)
(nepios noBTOpPHOrO BUNPObyBaHHA/Nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS
nepiofy NOBTOPHOrO BMNpoGyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/iKEHb
y peasibHoMy yaci
36iMbLUEHHA TEPMiHY NEPEKOHTPOIO 3 3 PokKiB
[0 4 pokiB Ha OCHOBI pe3y/nbTaTiB
nocnimkeHHs ctabinbHOCTI BignoBigHoO A0
JokymeHTaui BupobHuka A®l. fitova
pepaxuis: TEPMIH NMEPEKOHTPOJIO. 3
poku. NponoHoBaHa pegaxuis: TEPMIH
MEPEKOHTPOI/O. 4 poku.

UA/20501/01/01

133.

EPIAOH®

pO34uH opanbHuiA, 1
mr/mn no 30 mny
donakoHi; no 1
hNakoHy y KOMNNEKTi
3 [103YH0HOI0 NINETKO
B KQPTOHHIN nayu,i

TOB "ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLTBO,
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI
nikapcbKoro
3acoby:

Jap Anb Jasa
[LeBenonveHT eHp,
IHBecTMeHT Ko.
nta., Mopaanis;

WoppaHis/
Ipnangis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHN LWoAao
6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (ssefeHHs
y3ara/ibHeHNX JaHnx npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
ocobu, BignoBigasibHOI 3a 3AiACHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobm 3

3a
peyenmom

UA/16894/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
36epiraHHs,
KOHTPO/Ib AKOCTI
Ta BUNycCK cepil:
LWaHenb Mepgikan
AHnimiTeq
KomnaHi, IpnaHgis;
KOHTPO/Tb AKOCTI
(XIMiYHI/i3nyHi
BUNPOOYBaHHA Ta
Mikpo6ionoriyHa
yucrota
HecTepusIbHOro
nikapcbKoro
3acoby):
Komnnit
Na6opaTtopi
ConywHs,
IpnaHgis;
KOHTPO/Tb AKOCTI
(XimMiuHi/ci3nyHi,
aHasTiTUyYHI Ta
BMNPOGYBaHHSA
cTabinbHOCTI):
LllaHens Nab,
VopaaHis

thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[iACHEHHSI
hapmakoHarnsgy (Bk/irovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cmctemn chapmakoHarnagy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3asBHUKA, BiANOBIA&IbHOI 3a thapMakoHarnsg,

134.

ECNA-
NPA30N®

Tabnetku
racTpopesnCTeHTHI Mo
20 wr, no 14 TabneTok
B G6niicTepi
(antomiHieBa dponbra 3
060x 60okiB, a60
alomiHieBa hosibra 3
ofHoro 60Ky Ta nniska
PVC/PE/PVdC 3
iHworo), no 1 a6o no 2
6nicTepy B KAPTOHHii
ynakoBLi

Ecnapma M'm6X

HimeyunH
a

BMPOGHULITBO 3a
NMOBHUM LMK/IOM:
ApnsaHc dapma
'm6X, HimeyunHa;
BTOPVHHE
nakyBaHHs:
ecnapma ®apma
Cepgices 'M6X,
HimeyunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX

roTOBOrO NikapCcbKoro 3acoby (BUyYeHHs
He3HayHOro nokasHuka (Hanpvknag,
3acTapifioro NokasHvka, Takoro Ak 3anax Ta
cMak, abo igeHTudikalis 6apBHUKIB Un

CMakoBUX [06aBOK)) - BunyyeHHs nokasHuka

"CTillKiCTb 40 po3faB/itoBaHHA" 3i
cneumdikavii roToBOro JlikapcbKoro 3acooy.
3MiHn | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONyCTUMUX MeX
roTOBOrO JlikapcbKoro 3acoby (BUTy4YeHHs
He3Ha4yHOro MokasHuka (Hanpukniag,
3aCTapifioro NokasHvka, Takoro K 3anax Ta

3a
peyenmom

UA/17588/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cMak, abo igeHTudikauiss 6apBHYIKIB Un
CMakKoBuX [,06aB0OK)). BunyyeHHs nokasHuka
"laeHTudikavia Tutany giokengy" si
cneuyndikaLlii rotToBoro fikapcbKoro 3acoby.
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3mMiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (BUyUYEeHHs
HEe3HaYyHOro MokasHuka (Hanpukiag,
3acTapifioro nokasHvka, Takoro Ak 3anax Ta
cMak, abo igeHTudikauis 6apBHUKIB un
CMakoBUX J06aBOK)). BunyyeHHs nokasHuka
"loeHTudpikauisa 3aniza okemay" 3i cneundikauii
rOTOBOrO /iKapCbKOro 3acoby. 3miHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpo/b roToBOro MikapcbKoro 3acoby. 3miHa
y MeTogax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y meTogax
BMNPO6YBaHb (BK/IOUAUM 3aMiHy abo
[LOMOBHEHHS). 3MIHIOETLCSA METO/, BU3HAYEHHS
nokasHuka “lgeHTudikauis naHTonpasony
(UVIVIS)" Ha UV, a came: 3amicTb UV-
CNeKTpoCcKona KOHTPO/Ib NoKasHMKa
MPONOHYETLCA NPOBOAWTHL 3a Aonomoroto DA-
netektopa B npoueci HPLC kinbkicHoro
BW3HAYEHHS.

135.

ECNA-
MPA30/1®

TabneTkn
racTpopesnCTeHTHI Mo
40 wr, no 14 TabneTok
B 6nicTepi
(antomiHieBa thonbra 3
o6ox 60kiB, abo
anoMiHieBa chosnbra 3
ofHoro 60Ky Ta nniska
PVC/PE/PVdC 3
iHworo), no 1 a6o no 2
6nicTepy B KAPTOHHIi
ynakoBLi

Ecnapma M'm6X

HimeuumnH
a

BMPOGHMLITBO 3a
MOBHUM LVIK/TOM:
ApsaHc ®apmva
m6X, HiMmeuunHa;
BTOPWHHE
nakyBaHHS:
ecnapma dapma
Cepsice3 'M6X,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX

roTOBOrO NiKapCbKOro 3acoby (BUTyUYEHHs
HEe3HaYyHOro MokasHuka (Hanpukiag,
3acTapifioro NnokasHvka, Takoro sk 3anax Ta
cMak, abo igeHTudikauiss 6apBHUKIB un

CMakoBUX f06aBOK)) - BunyyeHHsi nokasHuka

"CTillKiCTb 40 pO3ZaB/itoBaHHA" 3i
cneumdikavii roToBOro JlikapCbKoro 3acofy.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX
roTOBOrO NikapCcbKoro 3acoby (BUy4YeHHs
He3HayHOro nokasHuka (Hanpvknag,
3acTapifioro NokasHvka, Takoro Ak 3anax Ta
cMak, abo igeHTudikalis 6apBHUKIB Un
CMakoBUX f06aB0OK)). BuayyeHHs nokasHuka

3a
peyenmom

UA/17588/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"laeHTudikalis TTaHy giokengy" si
cneumdikavii roToBOro JlikapcbKoro 3acofy.
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikaLii Ta/abo AONYyCTUMUX MEX
roTOBOrO JliKapcbKoro 3acoby (BUTy4YeHHs
He3Ha4yHOro MokasHuka (Hanpukniag,
3aCTapifioro NokasHvika, Takoro K 3anax Ta
CcMak, abo igeHTndikauiss 6apBHUIKIB Un
CMakKoBuX [,06aB0OK)). BunyyeHHs nokasHuka
"laeHTucbikalia 3anisa okemgy" 3i cneumdikavii
rOTOBOrO /liKapCcbkoro 3acoby. 3miHum | Tuny -
3MiHM 3 AKocTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOIO NiKapcbKoro 3acoby. 3miHa
y MeTofax BunpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpOOGYBaHb (BK/OYaouM 3amiHy abo
[OMOBHEHHS). 3MIHIOETLCA METOA BU3HAYEHHS
nokasHuka “lgeHtudpikauis naHTonpasony
(UVIVIS)” Ha UV, a came: 3amicTb UV-
CMeKTpOoCKona KOHTPO/Ib NOKa3HMKa
MPONOHYETLCA NPOBOAWTHL 3a Aornomoroto DA-
Aetektopa B npoueci HPLC kinbkicHoro
BWU3HAYEHHS.

136.

ECUUTANOMNP
AM ACIHO

TabneTku, BKPUTI
M/1iBKOBOK 060/10HKOIO
no 10 wr; no 10
Tabnetok y 6nictepi;
no 1, 3 a6o 6
6nicTepiB y KAPTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHK Wo[0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3aras/ibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsay (BKIrouvatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeEHOI 0C06u 3asBHMKa,
BignoBiga/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/20695/01/01

137.

ECUUTANOMNP
AM ACIHO

TabneTtku, BKPUTI
N1iBKOBOK 06O/IOHKOO
no 20 mr; no 10
Tabnetok y 6nictepi;
no 1, 3 abo 6

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsay (BBeeHHs

3a
peuyenmom

UA/20695/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepiB y KAPTOHHIl y3araslbHeHVX AaHux Npo cuctemy
nauui hapmakoHarnsagy, 3mMiHa yrnoBHOBaXeHOT
ocobu, BignoBigasibHOI 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX yNoBHOBaXeHOI 0Co6u 3asBHIKa,
BignoBiAa/IbHOI 32 dhapmakoHarnsg
138. | ECUUATANONP | Tabnetku, Wwo MicTtpan Kenitan AHrnis BUPOGHMLTBO, peuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/19760/01/01
AM-BICTA [ucnepryoTscs B MeHepKMeHT nepBuHHe YTOUHEHHS1 HANMUCaHHA peecTpaviiiHoT peyenmom
POTOBI NOPOXHWHI MO Nimiten nakyBaHHs, npoueaypu B Hakasi MO3 YkpaiHu Ne 397
5 mr, no 14 Tabnetok BTOPVIHHE BiA 05.03.2025 - 3MiHuW | TUNY - 3MiHU 3 AKOCTI.
B 6nicTepi; no 2 nakyBaHHs, Ceptudpikat BignosigHocTi/l E-cepTuddikat
6nicTepn y KapTOHHIl KOHTPO/b AKOCTI, BiANOBIAHOCTI EBpONeichkil
Kopobui BUNYCK cepil: thapmakonei/MmoHorpadii. NMogaHHsa HOBOro
[xenecbapm, C. abo oHoBneHoro cepTudikata BifgNOBIAHOCTI
A., peuisi; ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
BUPOGHMLTBO, €Bponeiicbkilt hapmakonei: ana A®l; ans
nepBuUHHe BUXIAHOTO MaTepiany/peareHTy/MpoMiKHOTro
nakyBaHHS, MPOAYKTY, WO BUKOPUCTOBYHOTHCSA Y
BTOPVIHHE BUPOGHUUTBI A®I; An1a AONOMDKHOT peyYoBUHU
nakyBaHHs, (cepTuchikaT BigNoBigHOCTI EBpONENCHKIN
KOHTPO/b AKOCTI, thapmakonei) - OHOBEHUIA cepTuddikaT Big
BUMyCK cepii: y)Xe 3aTBepKeHoro BUpobHuka - MogaHHA
dapmanac C.A.,, OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI
Ipeuis €Bponeiicbki hapmakonei CEP 2017-217-
Rev-01 (3atBepmxeHo: RO-CEP 2017-217-
Rev-02) ansa fjtouoi peyoBuHn
Ecuutanonpamy okcanart, Big, 3aTBEPAXEHOIO
Bupo6HuKa Neuland Laboratories Limited,
Borthapally, India
139. | ECUMTANONP | Tabnetku, Wo MicTtpan Kenitan AHrniA BMPOGHMLTBO, peuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/19760/01/02
AM-BICTA amcnepryoTscs B MeHeKMeHT nepBuHHe YTOUHEHHS1 HANMUCaHHA peecTpaviiiHoT peyernmom
POTOBI NOPOXHWHI MO Niviten nakyBaHHs, npoueaypu B Hakasi MO3 YkpaiHu Ne 397
10 wmr, no 14 tabneTtok BTOPVHHE BiA 05.03.2025 - 3MiHu | TUNY - 3MiHK 3 AKOCTI.
B 6nicTepi; no 2 nakyBaHHs, CepTtuchikat BignosigHocTi/lE-cepTudikat
6nicTepy y KapTOHHIl KOHTPO/b AKOCTI, BiANOBIAHOCTI EBpONENChbkili
Kopo6bui; no 15 BUNYCK cepil: thapmakonei/moHorpadii. NMogaHHsA HOBOro
TabneTtok B 6nicTepi; xeHedpapm, C. a60 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
no 4 6nictepu y A., peuis; abo BUNyYeHHs cepTudikara BignoBigHOCTI
KapTOHHIA KopoobLi BMPOGHMLTBO, €Bponeiicbkii hapmakonei: ana A®l; ans
nepBuHHe BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro
nakyBaHHs, NpPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BTOPUHHE BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
nakyBaHHs, (cepTudhikaT BignoBigHOCTI EBponeiickkiii
KOHTPO/b AKOCTI, chapmakonei) - OHoOBNEeHWIA cepTudikar Big
BUMYCK cepii: y)Xe 3aTBepIpKeHoro BupobHuka - NMogaHHA
dapmanac C.A., OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
Ipeuis €Bponeiicbkiii hapmakonei CEP 2017-217-
Rev-01 (3aTBepaxeHo: RO-CEP 2017-217-
Rev-02) ana [ito4oi pevyoBuHu
EcumTanonpamy okcanar, Bif, 3aTBEpAXEHOro
Brpo6Huka Neuland Laboratories Limited,
Borthapally, India
140. | ECUMTANONP | Tabnetku, Wo Mictpan Kenitan AHrnis BMPOGHMLTBO, pevyis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/19760/01/03
AM-BICTA ancnepryotscs B MeHegKMeHT nepBuUHHe YTOUHEHHS1 HanucaHHsA peecTpauiiHoi peyenmom
POTOBI NOPOXHWHI MO Nimiten nakyBaHHs, npoueaypu B Hakasi MO3 YkpaiHu Ne 397
20 mr, no 14 TabneTok BTOPVHHE Big, 05.03.2025 - 3MiHu | TUNY - 3MiHK 3 SKOCTI.
B 6nicTepi; no 2 nakyBaHHs, Ceptudpikat BignosigHocTi/l E-cepTudpikat
6nicTepy y KapTOHHIl KOHTPO/b SKOCTI, BiANOBIAHOCTI EBpONEeichkili
Kopoobui BMNYCK Cepil: hapmakonei/moHorpadii. NMogaHHs HOBOrO
IxeHecbapm, C. abo oHoBNeHoOro cepTudiikata BifnNOBIAHOCTI
A., Tpeuis; abo BUNy4YeHHs cepTucpikata BiANOBIAHOCTI
BMPOGHMLTBO, €Bponeiicbkin hapmakonei: ana A®l; ans
nepBuHHE BMXigHOro Matepiany/peareHTy/npomikHOro
nakyBaHHs, NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BTOPVHHE BMPOGHULTBI A®I; AN 4ONOMIXHOT PEYOBUHM
nakyBaHHs, (cepTudhikaT BignoBigHOCTI EBpoONeENiChKii
KOHTPO/b SKOCTI, thapmakonei) - OHOBEHUIA cepTudpikaT Bif
BMNYCK Cepil: yXe 3aTBepAXeHOro BUpobHuka - NMogaHHs
dapmanac C.A., OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
Ipeuis €Bponeiicbkiit hapmakonei CEP 2017-217-
Rev-01 (3atBepgxeHo: RO-CEP 2017-217-
Rev-02) ansa fjtouoi pe4yoBuHn
Ecuutanonpamy okcanart, Big, 3aTBEPAXXEHOIO
Bupo6Huka Neuland Laboratories Limited,
Borthapally, India
141. | ECUUTAM 10 TabneTtku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13228/01/01
NnNiBKOBOIO YKPAIHA" Crapt" 3MiHu | TUny - 3MiHKM WoA0 peyenmom

o060n0Hkoto, no 10 wr,
no 10 TabneTtok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHI nayu,i

(thbacyBaHHsa Ta
nakyBaHHS 3
dopmum in bulk
hipmn CiHTOH
Xicnanis, C.J1.,
Icnanis)

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BifgNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAaA/IbHOI 3a 34iICHEHHS
dhapmakoHarnsgy (BKI4Yakum KOHTaKTHi AaHi)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ta/abo 3MiHM y po3MiLLeHHI MacTep-dhaiina
cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u
3as1BHVIKA, BigNnoBiAa/IbHOI 3a dhapmakoHarnsg

142.

ECLUUTAM 20

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 20 Mr,
no 10 TabneTtok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHI navwi

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"”
(cbacyBaHHsA Ta
nakyBaHHS 3
opmum in bulk
chipmu CiHTOH
Xicnanis, C.J1.,
Icnanis)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3aras/ibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsagy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6u,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapMmakoHarnsay (BKIrouYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-dhaiina
cuctemu chapMakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3as1BHVIKA, BignoBiAa/bHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/13228/01/02

143.

ECLUUTAM®
ACIHO

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, N0 10 Mr;
no 10 TabneTtok y
6nictepi; no 1, 3 abo 6
6nicTepiB y KApTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsay 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAICHEHHS
thapmakoHarnagy (BKvatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmMakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3asBHMKa, BiANOBIAa/ILHOI 3a (hapmakoHarnag,.

3a
peyenmom

UA/15764/01/01

144.

ECUNTAM®
ACIHO

TabneTkun, BKPUTI
N/1iBKOBOIO
060n0HkKot0, No 20 mr;
no 10 TabneTtok y
6nictepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIl
nauuj

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "dapma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis:
3MiHn | TMNy - 3MiHK WoAa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHK [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOI
0co6W, BignoBigasbHOI 3a 34iiCHEHHS

3a
peyenmom

UA/15764/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa 418 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa
BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-caiina
cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0co6u
3as1BHMKA, BignoBiga/bHOI 3a chapMakoHarnsag.
145. | EBPO3NAUM MOPOLLIOK AJ151 iH'EKLLiIA €Bpo Naiickep Benvka EiiCiEc [o6dap ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14073/01/01
no1,0r; 1a6o 10 Nty BputaHis C.N.A. 3MiHn | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
h/1aKOHIB 3 MOPOLLKOM HalimeHyBaHHs Ta/abo agpecy 3asiBHVKa
Y KapTOHHili kopobLi (BNacHuKa peecTpauiiHoro nocBig4eHHs1)
3MiHa agpecy 3asiBHUKA
146. | 3SOMAKTOH NMOPOLLOK A/19 PO3UYUNHY ®eppiHr TM6X HimeuuunH BignosiganbHuii HimevunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/10477/01/02
Ans iH'ekuii no 4 mr; 1 a 3a BUPOGHULITBO Yecbka 3MiHu | TUnNy - 3MiHK Woao peuenmom
h/1aKoOH 3 NOPOLLKOM Y MOPOLLIKY, Pecny6nika 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KomMnnekTi 3 1 BTOPVIHHE 3MiHa YacToTv Ta/abo TepMiHiB NogaHHs
amnysnoto no 3,5 mMn nakyBaHHs, perynsipHo OHOB/IIOBAHWX 3BITIB 3 6e3nekn
PO34YMHHMKaA (HaTpito KOHTPO/b AKOCTI nikapcbkux 3aco6iB. 3MiHM y yacToTi Ta garax
xnopug, cnupt Ta BUMYyCK cepii: nofaHHA perynsipHO OHOB/IIOBAHOIO 3BITY 3
6eH3unnoBuii (9 mr/imn), PeppiHr TM6X, 6e3neku.
BOAA ANS iH'EKUiR) y HimeuumnHa; [itoya pepakuis: Yactota nogaHHsA perynsipHo
KapTOHHIA ynakoBL,i BignosiganbHuii OHOBJIIOBAHOTO 3BITY 3 6e3nekn 1,5 poku.
3a BUPOGHULITBO KiHueBa aata Ans BkNOUYEHHS faHunx o PO3b
NOPOLLKY Ta —30.08.2018p. Aarta nogaHHA — 28.11.2018 p.
PO3YMHHMKA: MponoHoBaHa pegakuis: Yactota nogaHHs
Baccepbyprep perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3nekn 3
ApuHalimiTTenoee POKMN.
pk MM6X, KiHueBa garta ans BkAYeHHa gaHux o PO3b
HimeuuunHa; — 31.03.2026 p. fata nogaHHAa — 29.06.2026
BignosiganbHuii p. PekomeH0BaHO [0 3aTBEPKEHHSA
3a BTOPUHHE BiANOBIAHO 4,0 NepioAMYHOCTI NoA4aHHSA
nakyBaHHS: perynsipHo OHOB/IIOBAHMX 3BITiB 3 6e3nekn
deppiHr-JleunBa, nikapcbknx 3acobiB y €C.
a.c., Yecbka
Pecny6nika
147. | IMATEPO® TabneTkn, BKPUTI [eTepo /1a63 IHgis leTepo /1a63 IHgis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a He UA/15837/01/01
nNiBKOBOO NimiTen Nimiten 3MiHW | TNy - 3MiHK Woao0 peuyenmom niosnsza
06010HKO0, N0 100 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. €

mr, no 10 TabneTok y
6nicTepi; no 1 a6o 10
6nictepiB y Kopobui 3
KapToHY

3MiHM Y KOPOTKIli XapaKTepuCTULLi NiKapcbKoro
3aco0y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeJMNYHOro 3aCTOCyBaHHSA
reHepuyHMX/riopuaHNX/6ionoaibHNX
nikapcbKyx 3aco6iB Nicns BHECEHHS Tiei camol
3MiHW Ha pedbepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XOAHWUX HOBUX AO0AATKOBUX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AaHvX). 3MiHM BHECEHO A0 iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby
y PO3AiNu a Takox y posginm
"papmakoTepaneBTuyHa rpyna. Kog ATX"
(3aTBEpMAXEHO: AHTMHEONNACTUYHI 3aC00M.
IHWi aHTUHeonnacTUYHi 3acobu. IHriGiTopy
npoteiHkiHaswn. ImaTtuHi6. Kog ATX LO1X EO1.
3anpornoHoBaHo: AHTUHEONIACTUYHI 3aco6u.
IHriGiTopn TMpO3nHKiHasn BCR ABL. ImaTuHib.
Kog ATX LO1E A01), "B3aemogis 3 iHLLMMKN
nikapcbkMKW 3acobamMu Ta iHLWi B1uau
B3aEMOZji", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "Cnocid
3acTocyBaHHA Ta o3un”, "MobiyHi peakuii”
BiANOBIAHO A0 iH(hopMaLii Wofo MegnyHoro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3aco6y (MNIBEK, TabneTtku, BKpUTI N1iBKOBOKO
060/10HKO0). BBEAEHHSA 3MiH NPOTAToM 6-Tn
MiCALIB Nic/1a 3aTBepAKEHHS

148.

IMATEPO®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 400
Mmr, no 10 TabneTok y
6nictepi; no 1 a6o 10
6nicTepiB y kopobui 3
KapToOHy

[eTepo /1a63
Nimiten

IHAis

leTepo N1a63
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKill XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHs
reHepuyHMX/ribpuaHNX/6ionodibHMX
nNiKapcbknx 3acobiB Nic/i BHECEHHSA TiET camol
3MiHV Ha pedhepeHTHW npenapart (3MiHa He
noTpebye HafiaHHSA XOAHNX HOBUX AOAATKOBUX
AaHuvX). 3MiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS /liKkapCbKoro 3acoby
Y PO34iNn a Takox y po3ainu
"®papmakoTepanesTuyHa rpyna. Kog ATX"
(3aTBEpAXEHO: AHTMHEONIACTUYHI 3acobu.
IHWi aHTUHeonnacTUYHi 3acobw. IHriGiTopn
npoteiHkiHasu. ImatuHi6. Kog ATX LO1X EO1.
3anpornoHoBaHo: AHTUHEONIACTUYHI 3aco6U.
IHri6iTopn TMpo3nHkiHa3n BCR ABL. IMaTuHi6.
Kog ATX LO1E AO01), "B3aemogis 3 iHLLMMWN
nikapcbkMM 3acobamu Ta iHWi BUam
B3a€eMopijit", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3u", "MobiuHi peakwyji
BiANOBIAHO A0 iHdopMaLiT WoA0 MegUuyHOro
3acTocyBaHHsA pethepeHTHOro nikapcbKoro
3acoby (MNIBEK, TabneTtku, BKpUTi N1iBKOBOKO
060/10HKOI0). BBEiEHHA 3MiH NPOTATOM 6-Tn
MicsILiB Nicns 3aTBEpAKEHHS

3a
peyenmom

He
niosnsea
€

UA/15837/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
149. | IHBOJIKC pO34MH AN ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/20691/01/01
\ iH'eKLii/iHdY3i, 25 06MexeHot 06MeXeHot 3MiHu | TUNY - 3MiHK Woa0 peuyenmom niosnsza
Mr/MAT; M0 2 MY BiANOBIA&NBHICTIO BiANOBIAA/LHICTIO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. €
chnakoHi; no 5 thipma hipma 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
(h/1aKOHIB Y KOHTYpHIlA "HoBodhapm- "HoBodhapm- 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
YapyHKOBIli ynakoBLyj; Biocuxres" BiocnHTes" MeAUYHOro 3acTocyBaHHA Ha nigcTasi
no 1 abo 2 KOHTYpHi perynspHO OHOBJ/THOBAHOIO 3BIiTY 3 6e3neku
YapyHKOBi YNakoBKu Y nikapcbkoro 3acoby, abo focnigpkeHb 3
nauui 6e3nekn 3acToCyBaHHs NiKkapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO [0 NnaHy
negjatpnyHux gocnigpkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHoMm) - 3MiHW BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby
[0 po3gainis "OcobMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHI peakwyi" BigNOBIAHO A0 OHOBMEHOT
iHchopmawii Lwopo 6e3nekn 3acTocyBaHHA
aitoyoi pevosuHu (eCTD Bepcis 0000).
TepMmiH BBELIEHHS 3MiH - NPOTAroM 6 micsuiB
nicnsa 3aTBepKEHHS.
150. | IHPAHPUKC cycneHsis (DTPa- nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16235/01/01
FEKCA HBV-IPV) gns iH'ekuiii Ekcnopt flimiteq BputaHis Bionomxikans ®paHuisa 3minu [l Tuny - 3MiHn 3 axkocTi. A®Il. KoHTponb peyenmom
KOMBIHOBAH no 0,5 mn (1 go3a) Ta C.A., benbris A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
A BAKUVHA niocpinizat (Hib); 1 (Bunyck cepiii BUXIAHOrO MaTepiany/npomiKHOro
anda nonepeAHbL0 roToBOro npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
MNPO®PINAKTUK | HanoBHeHwit NpoOAyKTY. npoueci BupobHuuTBa A®| (cyTTEBA 3MiHA Y
n ANDTEPII, 0HOPA30BUIA LLINPULY MpoBeneHHs 6ionoriYyHOMy/iMyHOMOrYHOMY/IMYHOXIMIYHOMY
NMPABLA, (no 0,5 mn (1 posa)) y KOHTPO/O AKOCTI meTogi BUnpobyBaHHA abo MeTogi, Y SskoMy
KALLTHIOKY KOMM/IEKTi 3 ABOMA DTPa-HBV-IPV BMKOPUCTOBYETLCA 6Gi0NOriYHNI peareHT ans
(ALENONAPH rofikamvi Ta oNakoH 3 KOMMOHEHTY); 6ionoriuHoro A®l, a6o iioro 3amiHa). 3amiHa
un niogpinizatom (Hib) nakcoCmiTKnsainH pedhepeHTHOro cTaHAapTy dinaMmeHTHOro
KOMMOHEHT), | ansal poswu, wo Bionomxkikans, remar/moTuHiHy (FHA) 3 cepii SWNO590A07 Ha
FENATUTY B, 3MiLLYIOTbCA nepeq, PpaHuis HoBy cepito SWNO590A09. Takox, BHECEHHS
NONIOMIENITY | BUKOPUCTaHHAM; ABi (PopmyBaHHs, pepakuiiHnx 3miH o Mogyns 3.2.S.5.
TA TO/IKK, LWNpULL, Ta HanoBHEHHSA B
3AXBOPKOBAH | chnakoH repMeTuyHo Lwnpuwi,
b, 3anakoBaHi y npoBefeHHsA
3BYAHNKOM N1acTUKOBUIA KOHTPO/O SKOCTI
AKX € KOHTeliHep; no 1 abo DTPa-HBV-IPV
HAEMOPHILUS | no 10 nnacTukoBux KOMMOHEHTY.
INFLUENZAE KOHTEliHepIB y dopmyBaHHS,
TNy B KapTOHHI KopoobLi 3 HanoBHEHHS Ta

MapKyBaHHAM
YKpaiHCbKOH MOBOIO; 1
nonepeAHL0
HarnoBHeHW

niodgpinizauis B
dhnakoHu,
MapKyBaHHs Ta
nakyBaHHsl,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
0fiHOpa30BUiA WNpUL, npoBefeHHs
(no 0,5 mn (1 posa)) y KOHTPOJO SIKOCTI
KOMMANEKTi 3 gBoMa Hib kOMNOHeHTYy.
ronkamu Ta hnakoH 3 MapkyBaHHs Ta
niocpinizatom (Hib) nakyBaHHs
ona 1 nosu, wo roToBOro
3MiLLYHOTLCA Nepes, npoaykKTy);
BUKOPUCTAHHAM; ABI nakcoCmiTKnsiiH
rO/KKW, Wnpuy, Ta Bionomxikans
h/1aKoH repMeT1yHO C.A., benbris
3anakoBaHi y (PopmyBaHHS,
nnacTukoBuii HarnoBHEHHS B
KOHTeliHep; no 1 abo Lnpui,
no 10 nnacTmMKoBux MapKyBaHHs i
KOHTelHepiB y nakyBaHHs,
KapTOHHI KopobLi 3 npoBefeHHs
MapKyBaHHAM KOHTPO/O AKOCTI
aHrNilicbkolo MOBOIO 3i DTPa-HBV-IPV
CTPUKEPOM KOMMOHEHTY.
YKpaiHCLKOH MOBOKO HanoBHeHHA Ta
niogpinisauis B
dhnakoHu,
MapKyBaHHS Ta
nakyBaHHs,
npoBefeHHs
KOHTPO/O AKOCTI
Hib kOMNOHeHTY.
MapkyBaHHsa Ta
nakyBaHHs
roToBOro
NPOAYKTY)

151. | IHPAHPUKC cycneHsis (DTPa- nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16235/01/01
FEKCA HBV-IPV) gns iH'ekuii Ekcnopt flimiteq BputaHis Bionomxikans ®paHuisa 3MiHn | TURY - 3MiHK 3 sKocTi. AL, peyenmom
KOMBIHOBAH no 0,5 mn (1 go3a) Ta C.A., benbris Brpo6HMUTBO. 3MiHM B Mpoueci BUpo6HNLTBa
A BAKUVHA niocpinizat (Hib); 1 (Bunyck cepiii A®| (He3HayHa 3MiHa y npoLeci BUpobHuLTBa
ansa nonepegHsL0 roToBOro Adl). BuganeHHs “in house” cepegoBuwa ans
MNPO®PINAKTUK | HanoBHeHwit NPOAYKTY. BMPOLLyBaHHS 6akTepiasibHOI Macu, sike
n ANDTEPII, 0HOPA30BUIA LLINPULY MpoBeneHHA BUKOPUCTOBYETLCA A/151 KY/IbTUBYBaHHS KITUH
NnPABLUA, (no 0,5 mn (1 gosa)) y KOHTPOJO SIKOCTI nig, yac BUPOGHNYOro NpoLLeCy iHaKTUBOBAHOIO
KALLTHIOKY KOMM/IEKTi 3 ABOMA DTPa-HBV-IPV noniosipycy (IPV). Takox, BHECEHHS
(ALENONAPH rofikamvi Ta oNakoH 3 KOMMOHEHTY); pepakuiiHnx 3miH go p. 3.2.5.2.3.
un niogpinizatom (Hib) I nakcoCMiTKNsiiH
KOMMOHEHT), onsa 1 gosn, wo Bionomxikans,

FENATUTY B, 3MiLLYIOTbCA nepeq, PpaHuis
NONIOMIENITY | BUKOPUCTaHHAM; ABi (PopmyBaHHs,
TA TO/IKK, LWNpULL, Ta HanoBHEHHSA B
3AXBOPKOBAH | chnakoH repMeTuyHo Lwnpuwi,

b, 3anakoBaHi y npoBefeHHsA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3bYAHNKOM N1acTUKOBUIA KOHTPOJO SKOCTI
AKUX € KOHTeliHep; no 1 abo DTPa-HBV-IPV
HAEMOPHILUS | no 10 nnactukoBux KOMMOHEHTY.
INFLUENZAE KOHTEliHepIB y dopmyBaHHs,
TUny B KapTOHHIA Kopobui 3 HanoBHEHHS Ta
MapKyBaHHAM niogpinisauis B
YKpaiHCbKOH MOBOIO; 1 dhnakoHu,
nonepegHLo MapKyBaHHS Ta
HanoBHEHW nakyBaHHs,
0fiHOPa30BUiA WNpUL, npoBefeHHs
(no 0,5 mn (1 posa)) y KOHTPOJO AKOCTI
KOMMANEKTi 3 ABoMa Hib kOMNOHeHTY.
ronkamu Ta pnakoH 3 MapkyBaHHs Ta
niocpinizatom (Hib) nakyBaHHs
ona 1 nosu, wo roToBOro
3MiLLYIOTbCA Nepes, npoaykKTy);
BUKOPUCTAHHAM; ABI nakcoCmiTKnsaiiH
TO/KKW, Wnpuy, Ta Bionomxikans
h/1akoH repMeTnyHO C.A., benbris
3anakoBaHi y (PopmyBaHHs,
nnacTukoBuii HarnoBHEHHS B
KOHTeliHep; no 1 abo Lnpui,
no 10 nnacTMKoBux MapKyBaHHs i
KOHTelHepiB y nakyBaHHs,
KapTOHHI KopobLi 3 npoBefeHHs
MapKyBaHHAM KOHTPO/O AKOCTI
aHrNilicbkoo MOBOIO 3i DTPa-HBV-IPV
CTPUKEPOM KOMMOHEHTY.
YKpaiHCLKOH MOBOKO HanoBHeHHA Ta
niogpinisauis B
dhnakoHu,
MapKyBaHHS Ta
nakyBaHHs,
npoBefeHHs
KOHTPO/O AKOCTI
Hib kOMNOHeHTYy.
MapkyBaHHsa Ta
nakyBaHHs
roToBOro
NPOAYKTY)

152. | IHPAHPUKC cycneHsis ans iH'ekuid; | FnakcoCMmiTKnsinH Benvka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13939/01/01
InB no0,5mny Ekcnopt flimiteq BputaHis Bionomxikans ®paHuisa 3minn |l TMny - 3miln 3 sKocTi. FoToBMiA peyenmom
KOMBIHOBAH nonepegHbL0 C.A., benbris nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
A BAKUVHA 3anoBHeHoOMY (npoBeAeHHs iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY
ana 0/jHOPa30BOMY LLMPUL KOHTPO/O AKOCTI cepii Ta KOHTPO/IO AKOCTi FOTOBOrO
MNPO®PINAKTUK | y kOMNAekTi 3 rofkoto; BaKLUMHU, BUMYCK nikapcbKoro 3acoby (3amiHa abo fJoAaBaHHSA
n ANDTEPII, no 1 a6o 10 cepili rotoBoro [iNbHUL, Ha AKill 34iACHIOETLCS KOHTPOSb
NMPABLUA, nonepegHLo nNpoaykTy); AKOCTI/BUNPOBYyBaHHA cepii Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYyeHHs1
KALLTFOKA 3anoBHEHNX nakcoCmiTKnsaiiH 6i0/10r4YHOr0/iIMyHO/TOFYHOTO NiKAPCbKOro
(ALENONAPH 0 HOPAa30BUX LUNPULIB Bionomxikans, 3acoby, Ta byab-sKOi AiNbHUL, Ha SKil
un y N1acTUKOBOMY ®paHuisa 3aCTOCOBYETHLCS BIONOTIUHWIA/IMYHONOTYHNI
KOMMOHEHT) KOHTeliHepi; mo 1 (cbopmyBaHHS MeToZ BUnNpobyBaHHs). [logaBaHHsA AifbHULI
TA KOHTEliHepy B BaKUWHW, "GlaxoSmithKline Vaccines S.R.L.", Via
MONIOMIENITY | KapTOHHIl kopobu,i HanoBHEHHSA Fiorentina, 1, I-53100 Siena, ltaly gns
BaKLMHW B LUMPUL, npoBefeHHs hapMakoneiHnx TecTiB Ans
MapKyBaHHs Ta KOHTPO/O SIKOCTI in-vivo, 6e3 3MiH y MeTofax
nakyBaHHs KOHTPO/I0. PefakuiiiHi npaBkn go posginy
roTOBOro 3.2.P.3.1. TepmiH BBeAeHHS 3MiH - 30.06.2026
NpPOAYKTY,
npoBefeHHs
KOHTPO/O AKOCTI
BakUMHK);
FnakcoCmiTKnsinH
Bionogpxkikans
C.A., benbria
(HanoBHEHHA
BaKLMHW B LUNpUL,
MapKyBaHHs i
nakyBaHHs
roToBOro
NPOAYKTY,
NpoBefEeHHs
KOHTPO/O AKOCTI
BaKLMHW)

153. | IHPAHPUKC cycneHsis gns iH'ekyin; | FnakcoCMiTKnanH Benvka nakcoCmiTKnsiH Benbrisi/ BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3a UA/13939/01/01
InB no0,5mny Ekcnopt flimiteq BputaHis Bionomxikans ®paHuia 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
KOMBIHOBAH nonepegHsL0 C.A., Benbria nikapcbkuii 3aci6. KOHTpOb roToBOro
A BAKLUMHA 3anoBHEHOMY (NpoBeAeHHs nikapcbkoro 3acoby. 3miHa y metogax
ana OZIHOPa30BOMY LUMPUL KOHTPO/O AKOCTI BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
MPO®INAKTUK | y KOMNAEKTi 3 rO/IKOHO; BakLMHN, BAMYCK (iHWi 3miHM y MeTofax BUNpobyBaHb
N BUDTEPII, no 1 a6o 10 cepili roToBOro (BK/THOUAKOUM 3aMiHY a60 AOMOBHEHHS)). 3MiHa
nPABLUA, nonepeaHL0 npoaykTy); cepii pechbepeHTHOI BakuyHu DTPa-IPV gns
KALLUMHOKA 3anoBHEHNX nakcoCmiTKnsiiH BU3HAYEHHSI aKTUBHOCTI @aHTUTEHIB KalLL/ToKy
(ALENONAPH 0/iHOPA30BMX LUMPUL,iB Bionompxikans, (Potency Pa) 3 (SWNO0720A06,
un y N1acTkoBOMy ®paHuisa AC20B024A/Q) Ha (SWNO720A37,
KOMMOHEHT) KOHTeliHepi; no 1 (chopmyBaHHs AC20B429A).

TA KOHTEeliHepy B BaKLUVHW,
MNONIOMIENITY | kapTOHHI kopobL,i HanoBHEHHS
BaKLMHM B LUNpuL,
MapKyBaHHs Ta
nakyBaHHS
roToBOro
NPOAYyKTY,
npoBefeHHs
KOHTPO/O AKOCTI
BaKLMHK);
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakcoCmiTKnsnH
Bionompxkikans
C.A., benebris
(HanoBHeHHs
BaKLMHM B LUNpuL,
MapKyBaHHS i
nakyBaHHS
roToBOro
NpOAYyKTY,
npoBefeHHs
KOHTPO/O AKOCTI
BaKLMHN)
154. | NOKC-TEBA cnpeii Ans poToBoi TOB «TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/9964/01/01
NOPOXHWHM Nno 30 mn YkpaiHa» IHAacTpi3 c.p.o. Pecny6nika 3MiHu | TUNY - 3MiHK 3 akocTi. CepTudikat peyenma
y donakoHi 3 signosigHocTi/l E-cepTudikar BignosigHoOCTI
MeXaHiYHUM €Bponelicbkiin hapmakonei/moHorpadii.
posnuaoBavem; no 1 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
h/1aKOHyY Y KOMMNEKTI y BignoBigHicTb A0 moHorpacii APY abo
3 annikatopom Ans €Bponelicbkoi dhapmakonei, abo iHwoTi
POTOBOI NMOPOXKHUHU Y HaLioHanbHOI hapmakonel aepxasun €C
Kopoobui (3miHa y cneumdikauisx, nos'asaHa 3i 3amiHaMu
B J®Y, abo EBponelicbkiin thapmakonei, abo
iHLLIM HaLioHaNbHIK thapmakonel fAepxasu
€C) MNpuBeaeHHs crneumdikaii 4ONOMiIXHOT
peyoBunHYM MponineHrIikonb y BiANOBIAHICTL A0
OHOBEHOT MoHorpacii €E® "Propylene glycol”,
a came napameTpu "ETuneHrnikonb” Ta
"[lieTuneHrnikons" 6yn BUIyYeHi 3i
crneundikavii ik 404aTKOBI BUNPO6YBaHHA
BiAgnoBigHO Ao USP, ockinbkn gaHi napameTpu
HasiBHI y Ajitouiin moHorpadii € "Propylene
glycol". XKogHux iHWKX 3MiH 0 cneuudikawi
[OMOMDKHOT PEYOBMHY NPONINEHTIKOSI0 He
6Y/10 BHECEHO.
155. | KAMEUWWUTABIH | TabneTku, BKpUTI Lnnna Megikea IHais MOBHWIA LK IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/18104/01/01
LWmnnA NiBKOBOO Niviten BMPOGHMYOro 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

060/10HKO0, N0 150
Mmr, no 10 TabneTok y
6nictepi, no 6
6nicTepiB y KApTOHHIl
Kopobui; no 60
TabneTok y oNakoHi,
no 1 cpnakony y
KapTOHHIlA KOopooLi

npouecy: Wunna

Megikea Nimiteq,
IHAia; KoHTponb

AKOCTI i

BMNPO6YBaHHsA
CTabifIbHOCTI
(thi3nyHi i XimiuHi
Tectn): Wunna

Megikea NimiTeg,

IHAjA

HaliMeHyBaHHs Ta/abo agpecy MicuA
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BK/OUaKOUK, 3a HEOOXIAHOCTI, Micue
NPOBEefEeHHA KOHTPOSII0 SKOCTI), @60 BNacHMKa
MacTep-chaiina Ha A®l, abo nocTayasnbHMKa
Adl/BuxigHoro
mMaTtepiany/peareHTy/NMpoMiKHOIo NPOAYKTY,
LLI0 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (AKLLO
3a3HaYeHo Y A0CLE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTI cepTudikata BignosigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaxeHOMY
[0CbE, ab60 BUPOOHMKA HOBOI 1ONOMiXXHOT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA
HaliMeHyBaHHs BUpo6HUKa A®| kaneumTabiH,
6e3 3MiHN MicLA BUPOBHMLTBA: 3aTBEPKEHO:
Shilpa Medicare Limited, India
3anponoHosaHo: SHILPA PHARMA
LIFESCIENCES LIMITED, Ingis
156. | KANEUUTABIH | Tabnetku, BKpUTI LLvnna Megikea IHgis MMOBHWIA UMKN IHais BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/18104/01/02
wmnnA nNiBKOBOIO Nimiten BMPOBHMYOro 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
060n0HkKot0, No 500 npouecy: Wnnna HalilmeHyBaHHs Ta/abo agpecy Micud
mr, no 10 Tabnetok y Megikea NimiTepn, NPOBaKEHHS AiS/TIbHOCTI BUPO6HUKA
6nictepi, no 12 IHAis; KOHTpOb (BKTrOYaKOUK, 3a HEOOXIAHOCTI, Micue
6nicTepiB y KAPTOHHIN AKOCTI | NpOBeLEHHS KOHTPO/IIO AKOCTI), ab0 BnacHuka
Kopo6ui; no 120 BMNPOGYBaHHSA MacTtep-caiina Ha A®l, abo nocTavanbHVKa
Tabnetok y hNakoHi, cTabinbHoCTI Adl/BuxigHoro
no 1 dpnakony y (i3nyHi i XimiyHi marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
KapTOHHIA Kopoo6Li Tectu): Wnnna LLIO 3aCTOCOBYIOTLCS Y BUPOGHMLTBI AP (K0
Megikea Nimitepq, 3a3HaYeHo y 0CbE Ha Nikapcbkuii 3acib) 3a
IHAis BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
nocbe, abo BUPOOHMKA HOBOI LONOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE). 3MiHA
HaliMeHyBaHHs BUpo6HUka A®| kaneumTabiH,
6e3 3MiHN Micusi BUpobHULTBA: 3aTBEPAKEHO:
Shilpa Medicare Limited, India
3anponoHoBaHo: SHILPA PHARMA
LIFESCIENCES LIMITED, Inais
157. | KANPEOMILUWH | nopoLuok A5 po3ynHy MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/9885/01/01
ans iH'ekuiino 1,0ry "Kuismegnpenapa "Kuismegnpenapa 3MiHY | TYNY - 3MiHK WoA0 peyenmom niosnsiea
hnakoHax T T 6e3nekun/edekTUBHOCTI Ta hapMmakoHariagy. €

3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/THOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpKeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
neajatpnyHux gocnigpkens (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom). 3MiHW BHECEHO B IHCTpPyKLil0 Ans
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 po3ainis "Oco6/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rofysaHHs rpygar”, "MepenosysaHHA",
"Mo6iyHi peakuii” Wwoa0 6e3neku
3aCTOCYBaHHS Aitl04oi pevoBUHW. TepMiH
BBE/IEHHS 3MiH NpoTAroM 6 micauis nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBEPMKEHHS. 3MiHK | TuMy - 3MiHW WoA0
6e3nekun/ehekTUBHOCTI Ta dhapMakoHarnsgy
(iHWi 3MiHM). 3MiHWM BHECEHO B IHCTPYKL,it0 415
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOoro 3acoby
[0 po3ainy "Mo6iyHi peakuyii” LWoa0 3BiTyBaHHA
npo no6iyHi peakuii. TepMiH BBELEHHS 3MiH
npoTsArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS.
158. | KAPBOMNATHA KOHUeHTpaT ans Akkoppg, Xesnckea MonbLa Bupo6bHuuTBO IHais/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13716/01/01
H AKKOP/J, po3unHy ANns iHdysil, Moncka Cn. 3.0.0. roToBOro Benvka 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
10 mr/mn; no 5 mn, nikapcbKoro BputaHis/ nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
a6o no 15 mn, abo no 3acoby, nepBuHHe MonbLa/ y npoLeci BUPOGHULITBA rOTOBOTO JTiKAPCLKOr0
45 mn, abo no 60 mny Ta BTOPUHHE ManbTta/ 3aco6by, BK/IYAKYN MPOMDKHWIA MPOAYKT, WO
donakoHi; no 1 nakyBaHHS, YropuyHa 3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
(h/1aKOHY B KapPTOHHiiA KOHTPO/1b SAKOCTI nikapcbKoro 3acoby (He3HayHa 3miHa y
Kopoobui cepii: IHTac npoueci BUPOO6HULITBA) BHECEHHS HE3HAYHUX

dapmacbloTikan3
Nimites, 1HAis;
BTopuHHe
nakyBaHHS:
Akkopfa, Xenckea
Nimiten, Benvka
BpuTatis;
Bupo6bHuuTBO
roTOBOro
nikapcbKoro
3aco6by, nepBrHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI
cepii
(anbTepHaTMBHUI
BUPOBHUK): IHTac
dapmacboTikan3
Nimiteq, 1HAis;
KOHTpOsb fKOCTI
cepii:
dapmagokc
Xenckea N1T4,,
ManbTa;
dapmasanig, Nta,.
Mikpo6ionoriyHa
nab6opartopis,
YropumHa;
BignosiganbHuii
3a BUNycCK cepil:
Akkoppa Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoprepa,

3MiH A0 npotiecy BupobHuLUTBa /13 y 3B’A3KY 3
BMKOPUCTaHHSAM BUPOGHMYMX NiHilA 610Ky H
3aTBEPKEHOI AibHUL BUPO6HMLTBA Intas

Pharmaceutical Limited, a came 3miHeHO
Temneparypy cTepunisauii (geniporeHisadir)
KOHTEWHepiB, BUAAIEHO LWBUAKICTb NOTOKY
a30Ty Ta 06MEeXEHHS BMICTY KUCHIO (OCKi/TbKM
NPOAYKT He YyTNNBWIA A0 KUCHIO).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MNosibLia
159. | KACMMO®YHIIH | nopoLuok ans MicTtpan Kenitan AHrnis BUPOGHMLTBO, TypeyuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20318/01/01
-BICTA KOHLeHTpaty ans MeHeKMeHT nepBuHHa Ta pevis 3miHu | TUny - 3miHn woao peyenmom
pO34nHy ANns iHdysil Nimiten BTOpPUHHA 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
no 50 mr; 1 donakoH 3 yrnakoBkKa, BHeceHHs abo 3miHa(u) 40 3060B'A3aHb Ta
NMOpPOLLKOM B KOHTpPO~b cepii: YMOB BMAadi peecTpayiiiHoro noceigyeHHs,
KapTOHHIA KopoobLi ME®AP INAY BK/tOYatouu MnaH ynpasniHHA py3nkamu
CAHATA.C., (3acTocyBaHHsI TEKCTY, SIKWIA NOTOKEHNI 3
TypeuunHa; KOMMETEHTHVM OpraHoM) - 3asBHUKOM HaJaHo
BUPOBHMNLITBO, OHOB/EeHUIA MNnaH ynpasniHHA pusukamu
nepBuHHa Ta Bepcis 1.0. 3MiHM BHECEHO [0 YacTuH |
BTOPVHHA «3arasibHa iHthopmauin», || «Cneuucpikauis 3
yrakoBKa, 6e3nekn», V «3axoau 3 MiHiMi3auil pusukie»,
KOHTPO/b cepil, VI «Pe3tome nnaHy ynpasniHHA pU3nkamm»,
BWNYCK Cepil: VIl «lopatkv» y 38’a3Ky 3i 3MiHOIO nepesiky
ENMNEH BaXXNMBMX pu3ukiB MYP pecepeHTHOro /13
SAPMACBIOTIKA Cancidas (Caspofungin Big 12.10.2022).
N1 KO. IHK, peuis; Pestome MnaHy ynpaBniHHA pu3nkamu Bepcis
BTOPWHHA 1,0 popaetbes
ynakoBka,
KOHTPO/b Cepil,
BVNYCK Cepil:
®APMATEH CA,
peuis
160. | KACNO®YHIIH | nopoLok ans MicTtpan Kenitan AHrniA BMPOGHMLTBO, TypeyuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/20318/01/02
-BICTA KOHLeHTpary ans MeHeKMeHT nepBuHHa Ta Ipeuis 3MiHu | TUny - 3MiHK Woao peyernmom
po3unHy Ans iHdysil Niviten BTOPVHHA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 70 mr; 1 donakoH 3 yrnakoBKa, BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
NOPOLLKOM B KOHTPO/Ib Cepii: YMOB B/aqi peecTpaLiiiHoro noceigyeHHs,
KapTOHHI KopoobLi ME®AP ITAY BKtoYatoun MnaH ynpasniHHA py3ankamu
CAHATA.C., (3acTocyBaHHSI TEKCTY, SIKWIA NOTOKEHNI 3
TypeuuunHa; KOMMNETEHTHUM OpraHoMm) - 3asiBH/KOM HagaHo
BUPOBHMLTBO, OHOBAEHUI MNNaH ynpasAiHHA pu3nkamm
nepBrHHa Ta Bepcis 1.0. 3MiHM BHECEHO [0 YacTuH |
BTOPVHHA «3arasibHa iHthopmauin», || «Cneuudikauis 3
yrnakoBkKa, 6e3nekn», V «3axoam 3 MiHiMi3auii pusukie»,
KOHTPO/b Cepil, VI «Pe3tome nnaHy ynpasniHHA pU3nkamm»,
BUNYCK cepil: VIl «doaaTkm» y 3B’A3Ky 3i 3MIHOI Nepesiky
ENNEH BaXX/mBux pusunkis MYP pecbepeHTHOro N3
PAPMACBIOTIKA Cancidas (Caspofungin Big 12.10.2022).
N1 KO. HK, Ipeuis; Pestome MnaHy ynpasniHHA pu3nkamu Bepcis
BTOPVHHA 1,0 gopaetbes
ynakoBka,
KOHTPONb cepil,
BWNYCK Cepil:
®APMATEH CA,
peuis
161. | KBATTPEKC Kancynu no 250 mr; no TOB "ACIHO YKpaiHa TOB "d®apma YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3a UA/12875/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

10 kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHIA navui

YKPAIHA"

Crapt"

3miHu | TMny - 3MiHn WwWoao
6e3nekun/edekTBHOCTI Ta thapMakoHarnagy.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHNX JaHux Npo cucTemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOI
0cobw, BignoBigasnbHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXeHOT 0cobu,
BiNOBIabHOI 3a 3[iiCHEHHS
thapmakoHarnagy (BK/Yakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmakoHarnagy) - 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAa/IbHOT 38 hapmMakoHarnsg

peyerimom

162.

KBEHTIAKC®
SR

TabneTku
MPOJIOHroBaHoI Aji No
50 wmr; no 10 Ta6neTok
y 6nicTepi; no 6 abo 9
6nicTepiB y KAPTOHHIl
Kopobui

KPKA, a.4., Hoso
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
NabeHa p.0.0.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis:
3miHu | Trny - 3miHu 3 skocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOro Martepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa AP| (HE3HAYHI 3MiHW Y
3aTBEPMKEHUX MeToAax BUNpPobyBaHHS).
He3HauHi 3mMiHM y MeToAj BUNpoGyBaHHS 3a
nokasHukoM «KinbkicHuiA BMicT 2-(2-
XNI0PETOKCU)eTaHosy», a came [0AaBaHHA
ONMCy NPUroTyBaHHA PO34nHIB. 3MiHW | TNy -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTmdikaT BiANOBIAHOCTI €EBPONENChHKIN
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HEeOo6XiJHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €Bponeincbkoi
thapmakornei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu EC (3miHa y
cneumdikauisx, nos'asaHa 3i 3miHamu B dY,
abo €ponelicbkin hapmakonei, abo iHLLiA
HaLjioHanbHili hapmakonei gepxasu EC).
MpuBeaeHHs crneumdikayii AP| kseTianiH (y
BUINAAI KBeTianiHy chymapaTy) A0 YMHHKX
BMMOr €Bponelicbkoi hapmakonei, a came
BUAAUIEHHS NOKasHUKa «Baxki meTanu» Ta
BUAANIEHHS NOCWUIaHHA Ha €Bp. ®apm. 2.6.13
«Mikpo6ionoriyHa YncToTa HecTepUIbHNX
Nikapcbkyx 3aco6iB: BUNPO6YBaHHA Ha OKpeMi
BMAM MIKPOOPraHiaMiB» A/151 MOKasHuKa
«Mikpob6ionoriyHa sKicTb». 3MiHu | Tvny -
3MiHM 3 iKOCTi. [0TOBWIA NiKapcbknii 3aci6.

3a
peyenmom

UA/16479/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHM Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu,
LLI0 CTOCYIOTHCA BUMYCKY Cepii Ta KOHTPOI0
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa

ab0 JoAaBaHHA AiNbHULI, Ha SKIR
3[iICHIETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil).
BBeaeHHs1 40A4aTKOBOrO BUPOGHMKA

BiAMOBIA&/TbHOrO 3a KOHTPO/Ib Cepiii: JlabeHa

4.0.0., CnoseHis (Tecnosa 30, 1000 Mo6nsHa,
CnoseHis) / Labena d.o.o., Slovenia (Teslova

30, 1000 Ljubljana, Slovenia).

163.

KBEHTIAKC®
SR

TabneTkun
MPOJIOHroBaHoI Aji No
150 wmr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis y
Kopobui

KPKA, a.4a., Hoso
MecTo

CnoBseHis

BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHsl,

KOHTPO/b cepii Ta

BVNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;

KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;

NabeHa p.0.0.,

CnoBeHis

CnoseHisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3minu | TUny - 3miHu 3 aKocTi. APl. KoHTposb
A®l. 3miHa y meTogax BunpobyBaHHs AD| abo
BUXIAHOrO MaTepiany/npomMiKHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| (He3HauHi 3MiHW y
3aTBEPMXEHNX MeToAaXx BUNPOGYBaHHS).
He3HauHi 3mMiHM y MeToAi BUNpobyBaHHS 3a
nokasHukom «KinbkicHuii BMicT 2-(2-
X/TOPETOKCM)ETaHOMY», @ cCaMe A0AaBaHHs
ONMCy NPUroTyBaHHSA PO3YNHIB. 3MiHM | TRy -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi
thapmakonei, abo iHWOoT HaLioHaNbHOT
thapmakonei gepxasu EC (3miHa y
cneuungikauisx, nos'a3aHa 3i 3amiHamy B AdY,
abo €sponeiicbkin hapmakonei, abo iHLWin
HaujioHanbHili hapmakonei gepxasu €C).
MpuBeaeHHs cneumdikayii A®I kseTianiH (y
BUINAAI KBeTianiHy chymapaTty) A0 YNHHUX
BMMOr EBponelicbkoi hapmakonei, a came
BUAANEHHSI MOKa3HWKa «Baxki meTanu» Ta
BUAA/IEHHA NOCWUIaHHA Ha €Bp. ®apm. 2.6.13
«MikpobiosnoriyHa YncToTa HeCTeEPUIbHUX
nikapcbknx 3acobiB: BUNPOGYBaHHSA Ha OKpeMi
BMAMN MiKPOOPraHiamiB» A1 nokasHuka
«MikpobionoriyHa sKicTb». 3MiHu | TNy -
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3acib.
3MiHM Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTBCA BUMYCKY Cepii Ta KOHTPO/0
SIKOCTi rOTOBOrO Nlikapcbkoro 3acoby (3amiHa
abo gofaBaHHA AiNbHULI, Ha KR
3[iICHIETLCA KOHTPO/L/BUNPOBYBaHHS cepil).
BBegeHHs1 40A4aTKOBOroO BUPOGHMKa
BiANOBI4a/IbHOrO 3a KOHTPO/Ib Cepiii: JlabeHa

3a
peyenmom

UA/16479/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[.0.0., CnoseHis (Tecnosa 30, 1000 /lto6nsHa,
CnoseHis) / Labena d.o.o., Slovenia (Teslova
30, 1000 Ljubljana, Slovenia).

164.

KBEHTIAKC®
SR

TabneTkn
NPOJIOHIOBaHOT Aji No
200 wr; no 10
Tabnetok y 6nictepi;
no 6 abo 9 6nictepis y
Kopobui

KPKA, a.4., HoBo
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOpPVHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BMNYCK Cepil:
KPKA, a.4a., Hoso
mMecTo, CroBeHis;
KOHTpPO~b cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
NabeHa p.0.0.,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AKkocTi. ADIl. KOHTpOb
A®l. 3miHa y meTogax BunpobysaHHs A®| abo
BMXigHOro Martepiany/npomixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea APl (He3HauHi 3MiHW y
3aTBEPMKEHNX MeToAax BUNPOGYBaHHS).
HesHauHi 3MiHn y MeToAi BUNPO6yBaHHA 3a
nokasHUKoM «KinbKicHWiA BMICT 2-(2-
X/TOPETOKCH)eTaHoNy», & came AoAaBaHHs
Onucy NPUroTyBaHHA PO34nHIB. 3MiHK | TNy -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoNenchbkili
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii APY abo €sponeiicbkoi
thapmakonei, abo iHLOI HauioHaNbHOT
thapmakonei gepxasu €C (3miHa y
cneumdikauisix, NoB'A3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUii
HaujioHasbHIl hapmakonei gepxasu €C).
MprBeaeHHs crneumndikayii AP| kseTianiH (y
BUMNAAI KBETianiHy doymapaTty) 40 YNHHUX
BMMOT €BponencbKoi chapmakonel, a came
BUAA/IEHHS MOKa3HMKa «Baxki meTanv» Ta
BUAAIEHHA NOCUIaHHA Ha €Bp. ®apm. 2.6.13
«MikpobiosnoriyHa YncToTa HecTepUIbHUX
NikapcbKnx 3ac06iB: BUNPO6YBaHHS Ha OKpeMi
BMAMN MIKpOOPraHiaMiB» A1 NoKasHUka
«MikpobionoriyHa saKicTb». 3MiHu | TNy -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHOTbCS BUNYCKY Cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
ab0 gofaBaHHA AiNbHUL, Ha SKii
3[iICHIOETBCA KOHTPO/IL/BUNPOBYBaHHSA cepil).
BBegeHHs 40A4aTKOBOrO BYPOGHNMKA
BiANOBIAA/ILHOrO 3a KOHTPO/Ib Cepiii: J/lTabeHa
A.0.0., CnoseHis (Tecnosa 30, 1000 /lio6nsHa,
CnosBeHis) / Labena d.o.o., Slovenia (Teslova
30, 1000 Ljubljana, Slovenia).

3a
peyenmom

UA/16479/01/03

165.

KBEHTIAKC®
SR

TabneTtkn
NPOIOHTOBAaHOT Aji No
300 wr; no 10
TabneTok y brictepi;

KPKA, a.4., Hoso
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk”, nepsnHHe
Ta BTOPVHHE
nakyBaHHs,

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHY | TUNY - 3MiHK 3 AkocTi. A®I. KoHTposb
A®l. 3miHa y meTogax BunpobysaHHA APl abo
BMXigHOr0 Martepiany/npomixXHOro

3a
peyerimom

UA/16479/01/04
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

no 6 a6o 9 6nictepis y
KopoobLi

KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
NabeHa p.0.0.,
CnoBeHis

NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpo6HuuTBa A®| (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPoOYyBaHHS).
He3HauHi 3mMiHM y MeToAji BUNpoGyBaHHS 3a
nokasHukoM «KinbkicHuii BMicT 2-(2-
X/TOPETOKCH)eTaHoNy», a came [j0aBaHHs
ONMCy NPUroTYBaHHA PO34nHIB. 3MiHW | TNy -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHuK, NOB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii AdPY a6o €sponelicbkol
thapmakornei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu €C (3miHa y
cneumdikauisx, nos'asaHa 3i 3miHamu B 4dY,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaLjioHasnbHili hapmakonei gepxasu EC).
MpuBeaeHHs cneumdikauii AP| kseTianiH (y
BUINAAI KBETianiHy chymapaTty) A0 YMHHKX
BMMOr EBponelicbkoi hapmakonei, a came
BUAA/IEHHS MOKa3HMKa «Baxki meTanu» Ta
BUAA/IEHHS NOCWUIaHHA Ha €Bp. ®apm. 2.6.13
«MikpobiosioriyHa YMcToTa HECTEPUSTBHUX
NikapcbKyx 3acobiB: BUNPOOYBaHHA Ha OKpeMi
BMAM MIKPOOPraHi3aMiB» A/151 MOKa3HuKa
«MikpobionoriyHa sKicTb». 3MiHu | TNy -
3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu,
LLI0 CTOCYIOTHCA BUMYCKY Cepii Ta KOHTPOI0
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa
ab0 foAaBaHHA AiNbHULI, Ha SKIR
3[iICHIETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil).
BBefeHHs f08aTKOBOro BUPOGHMKA
BiAMOBIA&/TbHOrO 3a KOHTPO/Ib Cepiii: JlabeHa
4.0.0., CnoseHis (Tecnosa 30, 1000 Mo6nsHa,
CnoseHis) / Labena d.o.o., Slovenia (Teslova
30, 1000 Ljubljana, Slovenia).

UA/8157/01/01

166.

KETUNENT®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 25 Mr,
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
ynakoBLi

3AT
dapmaleBTUYHNI
3aBog ElC

YropLmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOBMEHOTO
cepTudpikaTa BiANOBIAHOCTI 260 BUIYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;

[N NONOMIKHOI pe4yoBuHM (cepTudiikat

3a
peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

167.

BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoBNEeHWit cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA - OTPUMAHHS
OHOBJ/IEHOTO cepTudikaTy BifnNoOBIAHOCTI
MoHorpadii €Bponeiicbkoi thapmakonei ans
Ai040T peyvoByHM KBETIaniHy ymapar Big
3aTBepxeHoro BupobHuka «Medichem S.A.»,
IcnaHia (R1-CEP 2014-081-Rev 00 Ha CEP
2014-081-Rev 01). Ajtoua pegakuis: R1-CEP
2014-081-Rev 00. NMponoHoBaHa pepakuis:
CEP 2014-081-Rev 01. 3MiHu | Tuny - 3miHn 3
AKoCTi. A®I. KoHTponb AdL. 3miHa y meTogax
BMnNpobyBaHHA APl abo BuXigHOro
mMaTepiany/npomiKHOro NpoayKTy/peareHTy,

LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpobHULTBA

A®| (He3HAYHI 3MiHN Y 3aTBEPKEHUX
MeTofax BUNpobyBaHHsA) - y po3gini 3.2.5.4.2
Creuudpikalis MeToayka BU3HAYEHHS
po3noginy po3mipiB 4acTtok hymapary
kBeTianiHy (H3478-010) nonoBHeHO
anbTepHaTUBHUM aHas1i3oM 3a [A0NOMOro
Malvern 3000 PSD B fogartok ao
3aTBEPAXEHOr0 MeToAy aHanidy 3a
gonomoroto Malvern Mastersizer 2000

nocsBi0YeHHs

KETUNENT®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, N0 100
mr, no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIN
ynakoBLi

3AT
dapmaLleBTUYHNIA
3aBog ElIC

YropmHa

3AT
dapmaLeBTUYHNI
3asog ElIC

YropumHa

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKoCTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikata BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: aona A®l; ans BUxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkiin thapmakonei) -
OHOBREeHWit cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBGHMKA - OTPUMAHHS
OHOBJ/IEHOTO cepTudikaTy BifnoOBIAHOCTI
MoHorpadii EBponeiicbkoi thapmakonei ans
[ito40i pevoBUHY KBeTianivy dymapar Big,
3aTBepxeHoro BupobHuka «Medichem S.A.»,
Icnanis (R1-CEP 2014-081-Rev 00 Ha CEP
2014-081-Rev 01). Oitoya pegakuis: R1-CEP
2014-081-Rev 00. MponoHoBaHa pegakuis:
CEP 2014-081-Rev 01. 3miHu | Tvny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO

3a
peyenmom

UA/8157/01/02
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

168.

KETUNENT®

TabneTkn, BKPUTI

3AT

Marepiany/npoMiXHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPobHMLTBA
A®| (He3HaUHI 3MiHW Yy 3aTBEPAXKEHNX
MeToAax BUMPOOyBaHHS) - y po3gini 3.2.S.4.2
Cneuumdpikauisi MeToamka BU3HAYEHHS
po3noginy po3mipis 4acTtok hymapary
kBeTianiHy (H3478-010) fonoBHEHO
anbTepHaTMBHUM aHani3oM 3a J0NOMOroi
Malvern 3000 PSD B fogatok fo
3aTBEPKEHOr0 MeToAy aHanidy 3a
pornomoroto Malvern Mastersizer 2000

nocsBi0YeHHs

169.

Knonigorpren

N1iBKOBOIO
060/10HKO10, N0 200
mr, no 10 TabneTok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
ynakoBLi

3aBog ElC

dapmaleBTUYHNI

YropuwumHa

3AT

dapmaleBTUYHNI

3asog ElC

YroplmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOB/IEHOTO
cepTudpikarta BiANoBiAHOCTI ab0 BUYYEHHS
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
hapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
OHoBneHn cepTudikaT Bif yxe
3aTBEPAKEHOI0 BUPOBGHMKA - OTPUMAHHS
OHOB/IEHOTO cepTuduiKaTy BiAMNOBIAHOCTI
MoHorpadii €Bponeiicbkoi thapmakonei ans
Ailo40i peyoBrHN KBETIaniHy hymapar Big
3aTBepXeHoro BUpobHrka «Medichem S.A.»,
Icnanis (R1-CEP 2014-081-Rev 00 Ha CEP
2014-081-Rev 01). fjtoua pegakuis: R1-CEP
2014-081-Rev 00. NMponoHoBaHa pefakLis:
CEP 2014-081-Rev 01. 3minu | Tvny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTopax
BUNpobyBaHHsA APl abo BMXiZHOrO
marepiany/npoMiKHOro NpoaykTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPOOHMLTBA
A®I (He3HaYHI 3MiHN Y 3aTBEPKEHMUX
MeTodax BUNpo6yBaHHs) - y po3gini 3.2.S5.4.2
Creuudikalis MeToayka BU3HAYEHHS
po3noainy po3mipiB 4acTok pymapary
kBeTianiHy (H3478-010) fonoBHEHO
aflbTepHaTMBHUM aHasli30M 3a J0MNOMOroo
Malvern 3000 PSD B fogatok fo
3aTBEPAKEHOro MeToAy aHanisy 3a
pornomoroto Malvern Mastersizer 2000

3a
peyenmom

UA/8157/01/03

b

TabneTtku, BKPUTI

060/10HKO, No 75 M,

TOBAPUCTBO 3

OBEMEXEHOIO

YkpaiHa

BCi cTagii
BMPOGHMLTBA,

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3MiHu | TMNYy - 3MiHK Woa0

3a

He

UA/3924/01/01

peyenmom

niosnsiea
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 10 Tabnetok y BIAMOBISANBHI KOHTPO/1b AKOCTI, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. €
6nicTepi: no 1 a6o 2, CTIO BUNYCK cepil: 3MiHUM Y KOpOTKili XapakTepucTuL, NlikapCbKoro
abo 3 6nictepu B «KOPIMOPAUJIA ToBapucTBo 3 3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
KOpPOO6Lii 3 KApTOHY «300POB'A» 0bMexeHot Me[N4YHOro 3acTocyBaHHsA
BiANOBIAA/ILHICTIO reHepuyHuX/ribpuaHNx/6ionofibHNX
"[locnifHWiA 3aBof, nNikapcbKyx 3aco6iB Nicna BHECEHHA Tiei camol
"rTHUC, 3MiHW Ha pedhepeHTHW npenapar (3MiHa He
YkpaiHa,; noTpebye HafiaHHSA XOAHNX HOBMX A0AATKOBUX
BCi cTagil AaHvX). 3MiHM BHECEHO A0 iHCTPYKLiT ANns
BMPOBHMLITBA, MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby
KOHTPO/b AKOCTI, y po3ginu "®apmakoTepaneBTuyHa rpyna. Kog,
BUNYCK cepil: ATX" (peparyBaHHs Ha3Bu 6e3 3MiHM Koy
ToBapucTBo 3 ATX),"®apmakonoriyHi BnactmeocTi",
06MeXeHo "Moka3aHHs", "B3aemogis 3 iHWnMu
BiANOBIAabHICTIO" nikapcbkMmn 3acobamu Ta iHWi BUamn
®APMEKC IPyr", B3aemogiin”, "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
YkpaiHa,; rogyBsaHHs rpyaar”, "Cnocib 3actocyBaHHsA Ta
BCi cTagii no3n", "Aitn", "Mo6iyHi peakwyii” BignoBigHO A0
BUPOOHMLTBA, iHbopMmaUii Woa0 MeguyHOro 3acTocyBaHHsA
KOHTPO/b SIKOCTI, pedoepeHTHOro nikapcbkoro 3acoby (Mna.ikc,
BWNYCK Cepil: TabneTku, BKpUTIi 060/10HKOW, 75 Mr). CynyTHS
ToBapucTBO 3 3MiHa
06MeXeHot - 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
BiANOBIAA/LHICTIO thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
"®apmaueBTnyHa 3060B'A3aHb Ta YMOB BuJavi peecTpadiiHoro
KOMMaHis noceigyeHHs, Bknoyaouy MNMnax ynpasniHHA
"3p0pos'a", pvi3vikaMu (3aCTOCYBaHHS TEKCTY, SKui
YkpaiHa NOrofpKEHNIA 3 KOMNETEHTHM OpPraHoM).
3asBHMKOM HajaHO OHOBEHWIA MnaH
ynpas/iHHA pu3nkamu Bepcis 2.1. 3MiHu
BHECEHO [0 YacTuH: | “3aransHa iHchopmauisa”,
VI “Pestome nnaHy ynpasniHHA pusvkamun’ ta
VIl “OogaTkn” Ha nigcTaBi OHOBNEHOT
iHhopMmauii 3 6e3nekn pedepeHTHOro 13
Mnasikc. Pe3tome nnaHy ynpasniHHA
pv3nkamu Bepcis 2.1 goaaeTbca. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
170. | KNOMIAONPEN | nopoLuok (cybcTaHuis) AT "dapmak” YkpaiHa MPABIIH IHAis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: - UA/15110/01/01
o B NnakeTax noTpiliHmX NNEBOPETOPIEC 3MiHu | TUNY - 3MiHK 3 AKoCTi. CepTudikat
rAPOCY/Ib®A | nonieTuneHoBuUx Ans MPAVBET signosigHocTi/l E-cepTudikar BignosigHoOCTI
T thapmaLeBTUYHOro NIMITEL €Bponelicbkiin hapmakonei/moHorpadii.
3aCTOCYyBaHHSA MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: aona A®l; ans BUxigHoro
mMarepiany/peareHTy/npoMiKHOTO MPOAYKTY,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

LLIO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakoner) -
OHoBneHni cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA NOAaHHSA
OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€Bponeiicbkinn hapmakonei CEP 2017-247-
Rev 01 (3aTBepmkeHo: R1-CEP 2017-247-Rev
00) ana APl Knonigorpernto rigpocynbdar Big,
3aTBEPKEHOr0 BUPOGHMKA.

FAK Hacnifok, NpuBeAeHo Ha3By Ta agpecy
BMpobHuka APl y BignosigHicTb o CEP

171.

KOKAPBOKCU
NA3N
rAPOXOPU,

PO34MH ANA iH EKLi,
50 mr/2 mn; no 2 mn B
amnyni; no 5 amnyn'y
6nicTepi; no 1 abo 2
6nictepn y nauyui

TOB «®3
«CTAOA»

YkpaiHa

TOB «®3
«CTAOA»

YKpaiHa

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 sIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
peyoByH. 3MiHa y MeToAax BUNpobyBaHHA
[0NOMDKHOT PeYOBUHU (HE3HAUHI 3MIHU Y
3aTBEPAKEHNX MeToAax BUNPOOyBaHb).
Hes3HauHi 3mMiHM B MeTOAj BUNpobyBaHHSA 3a
nokasHukom "MikpobionoriyHa yictora" B
cneuudikaLii JONOMKHOI peYOBUHM
ManeiHoBa kucnoTa (3MiHEHO Ki/lbKiCTb
BUMPOBYBaAHOro PO34MHY, L0 NPOMyCcKaloTh
Kpi3b hinbTp A1 3a6e3neyeHHss KOHTPo 11
cybCTaHLil Ha 0aVH iNbTp).

3a
peyenmom

UA/15971/01/01

172.

KONAPEKC

Tabnetku; no 12
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIlA KOopooLi

CTALA
ApuHaiimiTTens
Al

HimeyunH
a

BMPOBHMLTBO 3a
NOBHUM LK/TOM:
nakcoCmiTKnaiH
[JaHrapsaH
Nimiten, lpnaxgis;
BiAnoBsigae 3a
NepPBUHHY,
BTOPWHHY
yrakoBKy,
KOHTPO/Tb AKOCTI
(TinbKM
MikpobiosoriyHa
yucToTa), BUMycK
cepii:
XANEOH
ANTIKANA, C.A.,
Icnanis

Ipnangis/
Icnanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3neky 3acToCyBaHHSA ikapCbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BiTy 3 AOC/IIKEHb,
npoBeAeHVX Bi4noBigHO 40 niaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"B3aemogijs 3 iHWVMK NikapcbkMu 3acobamm
Ta iHWi B B3aemogiii”, "Oco6mMBoCTi
3acTocyBaHHs", "lNo6ivHi peakuii” BiANOBIAHO
[10 OHOB/EHOT iHdhopMaLii 3 6e3neku
3acTocyBaHHA Nnikapcbkoro 3acoby (eCTD
Bepcis 0002). BBefjeHHs1 3MiH NpoTsArom 3

6e3
peyenma

nionsiea
€

UA/2675/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MicsILiB Mic/s 3aTBepAKEHHS.
173. | KOHKOP® KOP | Tabnetku, BKpUTI Mepk Xenckea HimeuuunH Mepk Xenckea HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3322/01/01
nNiBKOBOIO KraA a KlraA, HimeuunHa; ITanis 3MiHM | TMNY - 3MiHK 3 AKOCTI. [oTOBUIA peyernmom
o6onoHkoto, no 2,5 mr; AinbHUUS nikapcbknii 3aci6. KOHTponb rotToBoro
no 10 TabneTtok y BignosigasbHa 3a nikapcbKoro 3acoby. 3miHa y MmeTofax
6nictepi; no 3 KOHTpONb cepil BMNPOOGYBaHHSI TOTOBOrO NiKApPCbKOro 3acoby
6nicTepy B KAPTOHHIi (koHTpO/Tb (iHWi 3miHW y MeTogax BUNpobyBaHb
Kopobui cTabinbHoCT): (BKIHOYAKOYM 3aMiHy a60 [JONOBHEHHS)),
Mepk CepoHo [LOMOBHEHHS MeToAiB KOHTpoto /13
C.n.A,, Itanis a/IbTEPHATVBHOIO METOAUKOK0 KOHTPO/O
yNbTpaBrncoKoeekTMBHO Xpomartorpadieto
(YBEPX) ans HacTynHux BunpobyBaHb:
«laeHTudikauis», «OQHOPIAHICTL A030BaHKX
0ANHULb», «KiNbKiCHE BU3HAYEHHS»,
«Bu3HauveHHs1 YnCcTOTW». 3MiHK | TURY - 3MiHK
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULI, Ha 5K 3iCHI0ETbCA
KOHTPONb/BMNPOGYBaHHSA cepii) AoAaBaHHSA
anbTepHaTUBHOI AinbHUL Mepk CepoHo
C.n.A., ITanisa, Ha sKiil 34jiACHIOETbCS
KOHTPO/b/BMNPOGYBaHHA SKOCTI cepii.
174. | KOHTPO/IOK® NMOPOLLOK 419 PO3UYUHY Takepa 'm6X HimeuuunH BMPOGHULITBO 3a HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/0106/02/01
a NMOBHWUM LMK/IOM: ITania 3MiHuM | TUnYy - 3MiHK 3 AkocTi. CepTudikat peuenmom

Ans iH'ekuid no 40 wr;
1 p1akoH 3 MOPOLLKOM
Y KapTOHHiIli kopobui

Takepa M'm6X,
HimeuumnHa;
BMPOBHULITBO
Hepo3dacoBaHOl
npoaykuii,
nepBuHHE
nakyBaHHS:
MaTeoH ITanis
C.N.A, ITanis;
Baccepbyprep
ApuHalimiTTennBe
pK F'M6X,
HimeuumnHa;
BMPOGHUK
BiANoBiganbHUIA 3a
KOHTPO/b AKOCTI:
Na6op /1IC CE eHf
Ko. KI, HimeuunHa

BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONeiichbkili
thapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONsi [OMNOMDKHOT peyoBuHU (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkil thapmakonei) -
OHOBREeHWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOGHUKA - MogaHHA
OHOB/IEHOTO cepTudikarta BignoBigHOCTI
€Bponelicbkiin dhapmakonei R1-CEP 2007-
246-Rev 05 (3aTBepaxeHo: R1-CEP 2007-
246-Rev 04) gns naHTonpasosy HaTpito
CecKBiriapary Bif, BXe 3aTBepXeHoro
BMpobHuka Takeda GmbH, Ta, K Hacnigok,
3MiHa agpecu BUPO6HUYOI AinbHULi Zydus
Takeda Healthcare Pvt. Ltd., a came, 3miHa
MOLUTOBOrO iHAEKCY palioHy Bawwui (IHgjs) 3 400
705 Ha 400 703.




Hasga

Popma sBUMYCKY

112

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

175.

KOPBANON®

Tabnetku; no 10

3arBepakeHo:
R1-CEP 2007-246-Rev 04
covering Site of production
Zydus Takeda Healthcare Pvt. Ltd.
C-4, M.1.D.C., Village Pawne Thane Belapur
Road, Vashi India — 400 705 Navi Mumbai,
Maharashtra.
3anponoHoBaHo:
R1-CEP 2007-246-Rev 05
covering Site of production
Zydus Takeda Healthcare Pvt. Ltd.

C-4, M.1.D.C., Village Pawne Thane Belapur
Road, Vashi India — 400 703 Navi Mumbai,
Maharashtra.
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb rotToBoro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPO6YBaHHSA) HesHauHa 3MiHa y
Bi3yaslbHOMY METOZi A1 KOHTPOO NOKa3HUKa
«Onuc», a came BUAAIAETLCA 3acTapinuii
[LOBIHWUK KOMbOPIiB. BBEAEHHSA 3MiH NPOTArom
6-TV MicsLIB NiCNsA 3aTBEPKEHHS.

nocsBi0YeHHs

TabneTtok y 6nictepi;
no1l,3a6o5
6nicTepiB y navui

AT "dapmak"

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHK
BMNpoGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikayisx, nig vyac
BMPOGHULITBA rOTOBOTO /iKapPCbKOro 3acoby
(iHWi 3miHK) 3miHK Jo posginy 3.2.P.3.4.
KOHTPO/Ib KPUTUYHKX CTaAii i TPOMIXHOT
npoAyKuii, a came Ha cTagji npuroTyBaHHs
cymiwi ansa TabnetyBaHHs (TabneTmaca): 3a
NOKa3HUKOM «KiflbKicHe BU3HAUYEHHSI» N1
eTnI0BOoro equipy a-6pomizoBanepiaHoBOT
KUCMoTn, MeHTony, heHobapbitany y
hopMy/ItoBaHHI KpUTEpITB NPUAHSATHOCTI
3aMmiHa «cepefHio Macy TabneTkm» Ha

«HOMIHaNbHY Macy TabneTkun»; 06’'egHaHHSA
MeTOAVMKM KiNlbKiICHOrO BU3HAYEeHHS eTUI0BOro
edpipy a-6pomizoBaniepiaHoOBOT KUCNOTK Ta
mMeHTONy (E®P, 2.2.28 (MeTopg X)) Ta 3amiHa
NocVNaHHSA Ha MeToZ, KOHTPOIo AN
heHobapbiTany 3 «€d, 2.2.28 (meTog X)» Ha
«E®*, 2.2.29 (meTog PX)», 6€3 3MiHN
MeTOAMKM BUNPOGYBaHHSA. 3MiHW | Tuny -

3MiHM 3 iKOCTi. [0TOBWIA NiKapcbknii 3aci6.

6e3
peyenma

UA/2554/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHN Yy BUPO6HMLTBI. 3MiHN BUNpo6yBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BMpobHuLTBA
roTOBOrO JIiKapCbKOro 3acoby (iHLi 3MiHW)
3MiHn fo po3giny 3.2.P.3.4. KOHTpo/b
KPUTUYHKX CTagili i NPOMiXHOT NPoAyKLii 3a
nokKasHUKoM «laeHTudikauis» Ha ctagii
TabneTyBaHHA (Hepo3dhacoBaHi TabneTkn), a
came 06’eJHAHHS METOAMKMN KifTbKICHOTO
BM3HAYEHHS eTUI0BOro edipy a-
6pomizoBasiepiaHOBOT KNC/IOTU Ta MEHTONY; Y
dhopMy toBaHHI KpUTepIiB NPUAHATHOCTI
3aMiHnTK «KinbkicHe BU3Ha4YeHHs. ETunoswi
echip a-6pomizoBanepiaHoBOi KUCNOTU» Ta
«KinbkicHe BU3HauYeHHs1. MeHToN» Ha
«KinbkicHe BU3HaueHHs. ETunosuii ecip a-
6pomizoBasiepiaHoBOT KUCNOTU, MeHTON».
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AoNYyCTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (iHLUi 3MiHK).
3MiHV BHOCATLCA 0 cneuudpikauii MN3, a
came [ofaHO NocuiaHHA Ha €Bponeicbky
thapmakoneto (po3ginm 2.2.28, 2.2.46, 2.2.29),
06’egHaHO po3ainy «KinbkicHe BU3HAUYEHHS.
ETnnosuii edip a-6pomizoBanepiaHoBoi
Kncnotu» i «KinbkicHe BU3HaUYeHHA. MeHToN»
(€9, 2.2.28, 2.2.46). 3MiHn | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTummx
MEX roTOBOrO NiKapCbKoro 3acoby (iHLUi 3MiHW)
JojaBaHHA nocunaHHA Ha JPY Ta npumiTkn
«**» B po3fin «MikpobionoriyHa umctoTa»
cneuudikauii M3, wo 6yna nponyLueHa.
*Ojtoye BudaHHs1 €sponelicbka dapmakonesi
(€EP); AepxasHa dapmakores: YkpaiHu (4PY)
**Mikpo6io102i4HUl KOHMPO/Ib MPoBoAUMU 3
rnepioduyHicMIo nepwa ma KoxHa rn'sma
HacmyrnHi cepii, asne He piowe 1 pa3y Ha pik

176.

KOPBANTAB

Tabnetku; no 10
Tabnetok y 6nictepax;
no 10 TabneTtok y
6nictepi; no 2 Ta 10
6nicTepiB y nayui 3
KapToOHyY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edhekTVBHOCTI Ta thapMakoHariagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX faHnx npo cuctemy
dhapmMakoHarnsay, 3miHa ynoBHOBaXeHO|

6e3
peyenma —
Ne 10 ma Ne
10x2; 3a
peyenmom —
Ne 10x10

UA/1028/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

0cobw, BignoBiganbHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAabHOI 3a 3[iiCHEHHS
thapmakoHarnagy (BK/vakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmakoHarnagy) - 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3asBHVKa, BiANOBIAa/IbHOT 38 papmMakoHarnsa

177.

KOPBANTAB
EKCTPA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10; No 10
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu B
KapTOHHI nauwi

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MmiHu | Tvny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHnx Npo cucTemy
hapMakoHarnsay, amiHa yrnoBHOBaXXeHOT
0cobw, BignoBiganbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnagy (BK/Yakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina
cuctemu chapMakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3as1BHVKA, BigNoBigabHOI 3a hapMakoHarnsg.

6e3
peyenma

UA/14729/01/01

178.

KPEMIEH

ma3b no 15 r a6o 30 r
y Ty6i; no 1 Ty6i B
nauui

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpMeEMCTBO
"Cnepko YkpaiHa"

Ykpaina

CninbHe
YKpPaiHCbKO-
icnaHcbke
nigNpMEMCTBO
"Cnepko Ykpaina"
(NOBHWIA LKA
BMPOGHMLTBA,
BUNYCK cepil;
KOHTPO/b SKOCTI)

Ykpaina

BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
3MiHK, NOB'sAI3aHi 3 HEOOXiHICTIO MPYBEAEHHS
y BiANOBiAHICTb A0 MoHorpadii 4PY abo
€sponelicbkoi dhapmakonei, abo iHwoi
HauioHa/1bHOT hapmakonel gepxasun €C
(3miHa y cneuudpikauisix, nos's3aHa 3i 3MiHaMun
B ®Y, abo EBponelicbkiin thapmakonel, abo
iHLWLIN HauioHanbHI thapmakonel gepxasu
€C). MpuBeaeHHs crneungikaLii 4ONOMDKHOI
peyosunHYM MponineHrnikonb y BiANOBIAHICTL A0
OHOB/1IEHOT MOHOrpadii € "Propylene glycol”.

3a
peyerimom

UA/2099/01/01

179.

KCEHMOMA

kancynu TBepai no 1
Mr, Mo 21 kancyniy
KOHTEliHepi 3
KPULLIKOIO,
HeOCTYMNHOW ANsi

A-p Peppi'c
JTabopatopic /ITg,

IHAis

[-p Pepgpj'c IHAiA
Jlabopatopic /114,

dTO-7

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHn | TMNy - 3MiHK WoAa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa YacToTV Ta/abo TepMiHiB NogaHHsA
perysisipHo OHOBJTHOBaHMX 3BITIB 3 6e3neku

3a
peyenmom

UA/20661/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BIAKPUTTA AiTbMu, No 1 nNikapcbKknx 3acobis - 3MiHa YacToTn Ta
KOHTelHepy Yy TEPMIiHiB NOAaHHA PeryasapHO OHOB/OBAHOrO
KapTOHHIA Kopo6Li; no 3BITYy 3 6e3neku:
100 kancyny [itoua pepakuis: NogaeTbcs BiANOBIAHO J0
KOHTEliHepi 3 nn.1 n. 2 rnasu 3 po3sginy V MNopagky
KPULLKOIO, 3pjiicHeHHs1 hapMakoHarnsay 3rigHo
HefOCTYMHOW AN cTaHfapTHoro rpadiky. [ponoHoBaHa
BiAKPUTTA A4iTbMU, MO 1 pepakuis: Yactota nogaHHa perynspHo
KOHTEliHepyY y OHOB/tOBAHOIO 3BITY 3 6e3nekn: 5 poki..
KapTOHHI Kopo6Lj; Mo KiHueBa aata Ansi BKIUYEHHs gaHnx go PO3b6
7 kancyn y 6nictepi, - 07.02.2029 p. fAaTa nogaHHsA - 08.05.2029 p.
no 3 6nictepn y PekomeHA0BaHO A0 3aTBEPA)KEHHN BiANOBILHO
KapTOHHI Kopo6Lj; no [0 NepioguyHOCTI MoJaHHS perynsipHo
10 kancyn y 6nicTepi, OHOBJ/IOBAHUX 3BITIB 3 6e3MNeKn NiKapCbKnx
no 10 6nictepiB y 3aco6is y €C.
KapPTOHHI KOpooOLii
180. | KCEHMOMA Kancynu Teepai no 2 O-p Peppi'c IHAis O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20661/01/02
Mr, no 21 kancyniy Na6opaTopic NiTg, Na6opaTopic /Ta, 3MmiHu | TUny - 3miHn wogo peyenmom
KOHTEliHepi 3 ®TO-7 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
KPULLIKOHO, 3MiHa YacToTu Ta/abo TepMiHiB NofaHHs
HeZoCTYMHO AN perynspHo OHOBJ/IIOBaHUX 3BITIB 3 6e3neku
BIAKPUTTA AiTbMu, no 1 nikapcbKknx 3acobis - 3MiHa YacToTn Ta
KOHTelHepy Yy TEPMIiHiB NOAaHHA PeryaspHO OHOB/OBAHOrO
KapTOHHI kopobLi; no 3BITYy 3 6e3neKu:
100 kancyny [itoua pepakuis: NogaeTbcs BiANOBIAHO J0
KOHTEliHepi 3 nn.1 n. 2 rnasu 3 po3sginy V MNopagky
KPULLKOIO, 3[ilicCHEeHHS dpapMakoHarnsay 3rigHo
HefOCTYMHOW AN cTaHfapTHoro rpadiky. [ponoHoBaHa
BiAKPUTTA A4iTbMU, N0 1 pepakuis: Yactota nogaHHa perynspHo
KOHTEHepy y OHOB/OBAHOTO 3BITY 3 6e3nekn: 5 poki..
KapTOHHIA Kopo6Li; Mo KiHueBa aata ans BKIUYEHHs gaHnx go PO36
7 kancyn y 6nictepi, - 07.02.2029 p. fAaTa nogaHHsA - 08.05.2029 p.
no 3 6nictepun y PekomeHA0BaHO A0 3aTBEPAKEHHS BiANOBILHO
KapTOHHI Kopo6Lij; Mo [0 NepioguYHOCTI MoJaHHS perynsipHo
10 kancyn y 6nictepi, OHOB/IOBAHMUX 3BITIB 3 6e3MeKn NiKapCbKnx
no 10 6nictepiB y 3aco6is y EC.
KapPTOHHI KOpooLii
181. | KCEHMOMA Kancynu TBepai no 3 O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/20661/01/03
Mr, no 21 kancyniy Na6opaTopic NiTg, Na6opaTopic /1Ta, 3miHu | TUny - 3MiHn Wwoao peyenmom
KOHTEliHepi 3 $dTO-7 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KPULLIKOHO, 3MiHa YacToTn Ta/abo TepMiHiB NoAaHHSA
HeJoCTYMHO AN perynspHO OHOB/HOBaHUX 3BITIB 3 6e3neku
BiAKPUTTA AiTbMK, NO 1 nikapcbKunx 3acobis - 3MiHa YacToTu Ta
KOHTelHepy Yy TEPMIiHiB NOAaHHA PErynspHO OHOB/OBAHOrO
KapTOHHI KopobLi; no 3BITYy 3 6e3neKu:
100 kancyn y [itova pepakuin: NogaeTbCA BifNoBIAHO A0
KOHTEliHepi 3 nn.1 n. 2 rnasu 3 po3sginy V MNopagky
KPULLKOHO, 3fiicCHEHHS dpapMakoHarasay 3rigHo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
HefOCTYMHOW AN cTaHfapTHoro rpadiky. [ponoHoBaHa
BiAKPUTTA A4iTbMU, N0 1 pepakuis: Yactota nogaHHA perynspHo
KOHTEliHepyY y OHOB/tOBAHOTO 3BITY 3 6e3nekn: 5 poki..
KapTOHHI Kopo6Lj; Mo KiHueBa aata Ans BKIOUYEHHs gaHnx go PO3b6
7 kancyn y 6nictepi, - 07.02.2029 p. fAaTa nogaHHsA - 08.05.2029 p.
no 3 6nictepn y PekomeHA0BaHO A0 3aTBEPA)KEHHN BiANOBILHO
KapTOHHI Kopo6Lij; Mo [0 NepioguYHOCTI MoJaHHS perynsipHo
10 kancyn y 6nicTepi, OHOBJ/IOBAHUX 3BITIB 3 6€3MNeKn NiKapCbKnx
no 10 6nictepiB y 3acobis y €C.
KapPTOHHIi KOpooOLyi
182. | KCEHMOMA Kancynu Teepai no 4 O-p Peppi'c IHAis O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20661/01/04
Mr, no 21 kancyniy Na6opaTopic /iTg, Na6opaTopic /Ta, 3MmiHu | TUny - 3miHn woao peyenmom
KOHTEliHepi 3 ®TO-7 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KPULLIKOHO, 3MiHa YacToTu Ta/abo TepMiHiB NofgaHHS
HeZoCTYMHO AN perynspHo OHOBJ/TIOBAHUX 3BITIB 3 6e3neku
BiAKpUTTA AiTbMu, no 1 nikapcbKknx 3acobis - 3MiHa YacToTn Ta
KOHTelHepy Yy TEPMIiHiB NoAaHHA PeryaspHO OHOB/OBAHOIO
KapTOHHI kopobLi; no 3BITYy 3 6e3neKu:
100 kancyny [itoua pepakuis: NogaeTbcs BifNoBiAHO J0
KOHTEliHepi 3 nn.1 n. 2 rnasu 3 po3sginy V MNopagky
KPULLKOHO, 3[ilicCHEeHHS dpapMakoHarnsay 3rigHo
HeJOCTYMHOW AN cTaHfapTHoro rpadiky. [ponoHoBaHa
BiAKPUTTA A4iTbMU, N0 1 pepakuis: Yactota nogaHHa perynspHo
KOHTEHepy y OHOB/OBAHOTO 3BITY 3 6e3nekn: 5 poki..
KapTOHHI Kopo6Lij; Mo KiHueBa aata ans BKIOUYeHHs gaHnx go PO3b6
7 kancyn y 6nictepi, - 07.02.2029 p. fAaTa nogaHHsA - 08.05.2029 p.
no 3 6nictepn y PekomeHA0BaHO A0 3aTBEPAKEHHS BiANOBIgHO
KapTOHHI Kopo6Lij; Mo [0 NepioguYHOCTI MoJaHHS perynsipHo
10 kancyn y 6nictepi, OHOBJ/IOBaHUX 3BITIB 3 6e3MeKn NiKapCbKnx
no 10 6nictepiB y 3aco6is y EC.
KapPTOHHIi KOpooLii
183. | IAKO3AM® TabneTkun, BKPUTI TOB "ACIHO YkpaiHa Brpo6HMLTBO, Ipevyis BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/18538/01/01
NAiBKOBOIO YKPAIHA" nepBUHHE Ta 3MiHu | TMNY - 3MiHK Woa0 peyernmom
060n0Hkot0, no 50 wr, BTOPVHHE 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 14 TabneTtok y nakyBaHHs, BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
6nictepi; no 4 KOHTpO/b Ta npo cuctemy dhapmakoHarnsgy (BBefeHHs
6nicTepn y KapTOHHIl BUMYCK cepii y3aras/ibHeHNX JaHnx Npo cucTemy
nauui nikapcbKoro hapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT
3acoby: ocobu, BignoBifasibHOI 3a 3AiCHEHHS
[xeHecapm CA, hapmakoHarnsgy; KOHTakTHoOT ocobm 3
peuisi; KoHTponb chapmakoHarnsay 3asaBHUKa AN 34iACHEHHS
cepii: KioENCiEc hapmakoHarnsgy B YKpaiHi, K0 BOHa
nra,., Mpevis BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAICHEHHS
thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmakoHarnsy) 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XXEHOI 0C06Y 3asBHMKa,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BignoBiAa/IbHOI 32 dhapmakoHarnsg
184. | NTAKO3AM® TabneTku, BKPUTI TOB "ACIHO Ykpaina Bupo6bHMLTBO, peuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18538/01/02
nNiBKOBOIO YKPAIHA" nepBUHHE Ta 3MiHu | TMNY - 3MiHK WoA0 peyernmom
o060n0oHkoto, no 100 BTOpPUHHE 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
mr, no 14 tabneTok y nakyBaHHs, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
6nictepi; no 4 KOHTpO/b Ta npo cuctemy dhapmakoHarnsgy (BBefeHHs
6nicTepy y KapTOHHIl BMMYCK cepil y3araslbHeHVX AaHux Npo cuctemy
nauui nikapcbKoro hapmakoHarnsagy, 3mMiHa yrnoBHOBaXeHOT
3acoby: ocobwu, BignoBifasibHOI 3a 3MiCHEHHS
[xenecbapm CA, hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
'peuisi; KoHTponb chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
cepii: KioENCiEc hapmakoHarnsagy B YKpaiHi, K0 BOHa
Nra., Mpeuis BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsay (BKIrouvatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0C06y 3asBHMKa,
BignoBiga/IbHOI 3a dhapmakoHarnsg
185. | TIAKO3AM® TabneTtku, BKPUTI TOB "ACIHO YkpaiHa Bupo6bHMLTBO, peuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/18538/01/03
nNiBKOBOIO YKPAIHA" nepBUHHE Ta 3MiHn | TMNY - 3MiHK Woa0 peyenmom
o060n0Hkoto, no 200 BTOPVHHE 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
mr, no 14 tabneTok y nakyBaHHs, BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
6nicTepi; no 2 abo 4 KOHTPO/b Ta npo cuctemy dhapmakoHarnsgy (BBefeHHs
6nictepn y KapTOHHIl BUMYCK cepii y3aras/ibHeHNX JaHnx Npo cucTemy
nauui nikapcbKoro hapmakoHarnsgy, 3mMiHa yrnoBHOBaXKeHOT
3acoby: ocobu, BignoBifasibHOI 3a 3AiACHEHHS
[xeHecapm CA, hapmakoHarnsgy; KOHTakTHoT ocobm 3
peuisi; KoHTponb chapmakoHarnsay 3asaBHUKa A1 34iACHEHHS
cepii: KioENCiEc hapmakoHarnsgy B YKpaiHi, K0 BOHa
nra,., Mpevis BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAICHEHHS
thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmakoHarnsy) 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeHOI 0Co6yu 3asBHIKa,
BiZNoBigaNbHOI 3a hapmakoHarnsg
186. | TAMOTPUH Tabnetku no 100 wr; TOB "ACIHO YkpaiHa TOB "®apma YKpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2112/01/02
100 no 10 TabneTtok y YKPAIHA" Crapt" 3MiHn | TMNy - 3MiHK WoA[0 peyenmom

6nicTepi; no 1, 3 abo 6
6nicTepiB B KAPTOHHIl
nauui

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHK [0 y3araslbHEHUX AaHuX
npo cuctemy apmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHOI
0cobu, BignoBigaibHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapMakoHarnsay B YKpaiHi, KLU0 BOHA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

187.

BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-daiina
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0Co6u 3asBHMKa,
BiNOBiAa/IbHOI 32 hapMakoHarnsag.

NAMOTPWUH 25

Tabnetku no 25 mr; no
10 TabneTok y
6nicTepi; no 1, 3 abo 6
6nicTepiB B KAPTOHHIA
nauuj

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3aras/ibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6u,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapMakoHarnsay (BKIro4Yatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cucTemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeHOI 0C06y 3asBHMKa,
BiANOBiAa/IbHOI 32 hapMakoHarnsag.

3a
peyenmom

UA/2112/01/03

188.

NAMOTPWH 50

Tabnetku no 50 mr; no
10 TabneTok y
6nicTepi; no 1, 3 abo 6
6nicTepiB B KAPTOHHIA
nauuj

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BifgNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsay 3asaBHUKa A1 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAaA/IbHOI 3a 34iICHEHHS
thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmakoHarnsy) 3MiHa KOHTaKTHUX
[AaHVX yNOBHOB&XXEeHOI 0C06 3asBHIKa,
BifnoBifa/bHOI 3a hapmakoHarnsg.

3a
peyenmom

UA/2112/01/01

189.

NAMOTPUH®

TabneTkun
avcneprosani, no 25
mr; no 10 Tabnetok y
6nictepi; no 3
6/1icTepy y KapTOHHIW

TOB "ACIHO
YKPAIHA"

Ykpaina

®apmallac C.A.

Ipevyis

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHn | TMNy - 3MiHK WoAa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy apmakoHarnsgy (BBefjeHHs

3a
peyenmom

UA/14222/01/01
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

190.

NAMOTPUH®

nauui

Tabnetkn

y3arasibHeHNX JaHnx nNpo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
ocobu, BignoBigasibHOI 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina
cucTemMu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3as1BHMKA, BignoBiga/bHOI 3a chapMakoHarnsag.

nocsBi0YeHHs

191.

NAMOTPUH®

Avcneprosari, no 50
mr; no 10 TabneTok y
6nictepi; no 3
6nicTepy y KapTOHHIN
nauui

Tabnetkn

TOB "ACIHO
YKPAIHA"

YkpaiHa

®apmallac C.A.

peuis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiACHEHHS
hapmakoHarnsay (BkIro4Yatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cucTemMu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asiBHMKA, BignoBigaibHOI 3a chapMakoHarnsg.

3a
peyenmom

UA/14222/01/02

Avcneprosari, no 100
mr; no 10 tabneTok y
6nictepi; no 3
6nicTepy y KapTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

®apwmallac C.A.

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BifgNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsay 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAICHEHHS
thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cucTemu chapmakoHarnsgy) - 3miHa

KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu

3a
peyenmom

UA/14222/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3as1BHMKA, BignoBiga/bHOI 3a chapMakoHarnsag.
192. | NAP®IKC TabneTku, BKPUTI TOB "TNEAPAPM Ykpaina KYCYM IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/21087/01/01
PAMIA NiBKOBOO nTar XENTXKEP NBT 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
060/10HKOI0, MO 8 Mr; nTa nikapcbkuii 3aci6. Cuctema
in bulk: Ne10000 KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
(10x1000) TabneTok: PO3Mipy ynakoBK/ roTOBOrO flikapCbKoro
no 10 Tabnetok y 3aco6y (iHWi 3MiHK) - BBEAEHHSA J0AAaTKOBOI
6nictepi, no 1000 ynakoBku y cpopmi in bulk y 38'a3ky 3
6nicTepiB y KAPTOHHIN BVMPOGHNYOI0 HEOOXIAHICTIO
Kopobui
193. | NTAP®IKC TabneTkun, BKPUTI TOB "TNIEA®PAPM YkpaiHa KYCYM IHAin BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a UA/20428/01/01
PANIA, NAiBKOBOIO nTta" XENTXKEP MBT 3MiHu | TMNy - 3MiHK 3 AKOCTI. [oTOBMIA peyernmom
060/10HKOI0, N0 8 Mr; nTa nikapcbkuii 3aci6. Cuctema
no 10 TabneTtok y KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
6nictepi, no 1 abo no pPO3Mipy yNnakoBK/ roTOBOrO fiKapCbKoro
10 6nicTepiB y 3aco6y (iHWi 3MiHK) - BBEAEHHSA f0AAaTKOBOI
KapTOHHIA ynakoBL,i ynakoBku y cpopmi in bulk y 38'A3ky 3
BVMPOGHNYOI0 HEOOXIAHICTHO
194. | NEBIUATAM TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11396/01/01
250 NiBKOBOO YKPAIHA" Crapt" 3MiHu | TURY - 3MiHN LWoAao peyenmom
060/10HKO10, M0 250 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
mr; no 10 TabneTok y BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
6nictepi; no 3 abo 6 npo cuctemy hapmakoHarnsgy (BBefeHHs
6/1icTepiB y KAPTOHHIN y3araJ/ibHeHUX AaHux Npo cuctemy
nauui hapmakoHarnsagy, 3amMiHa yrnoBHOBaXeHOT
ocobu, BignoBigasibHOI 3a 3AiACHEHHSI
thapmakoHarnsay; KOHTaKTHoOi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, K0 BOHa
BigMiHHa Big, yNOBHOBaXXEHOT 0co6M,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHWN y PO3MilLeHHI MacTep-thainna
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOI 0CO6Y 3asBHIKa,
BiNOBiAa/IbHOI 32 hapMmakoHarnsg.
195. | NEBIUATAM TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11396/01/02
500 NnNiBKOBOIO YKPAIHA" Crapt" 3MiHu | TUny - 3MiHKM Woa0 peyenmom
o60onoHkoto, no 500 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok y BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
6nictepi; no 3 abo 6 npo cuctemy dpapmakoHarnsgy (BBefeHHs
6nicTepiB y KAPTOHHIN y3araslbHeHVX aHux Npo cuctemy
nauui hapmakoHarnsagy, 3mMiHa yrnoBHOBaXeHOT
ocobu, BignoBigasibHOI 3a 34iCHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiMiHHA Bif YNOBHOBaXXEHOI 0co6HU,




121

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BigNoBiAa/IbHOI 32 3[iACHEHHSI
hapmakoHarnsgy (Bk/rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn hapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CObY 3asiBHYMKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg,.
196. | IEBOKOM Tabnetkn no 250 TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/7844/02/01
Mmr/25 mr, no 10 YKPAIHA" Crapt" 3MiHu | TUNYy - 3MiHK Woao peuenmom
Tabnetok y 6nictepi; 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 3 a6o 10 6nicTepis BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
B KapTOHHI navui npo cuctemy papmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaxeHoT
ocobwu, BignoBifanbHOI 3a 3MiCHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa BiJ YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapMakoHarnsgy (Bk/1rouvatouy KOHTaKTHI AaHi)
Ta/ab0 3MiHW y pPO3MiLLEHHI MacTep-thainna
cuctemn hapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CO6Y 3asiBHYKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg
197. | NEKAQON TabneTku, BKpUTI CaHpo3 CnoBeHis [03BiN Ha BUNYCK CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: Ges UA/18643/01/01
NOHr nNiBKOBOIO dapmacbioTikans cepiii: Nlek Ipeuis 3MiHu | TUny - 3MiHK Woao peyenma
o6onoHkoto, 200 a.a. PapmaLeBTUYHA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr/500 wr; no 6, 8 abo KomnaHisa a.4., 3MiHa YacToTv Ta/abo TepMiHiB NofgaHHs
no 10 TabneTtok y CnoBeHis; perynsipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
6nicTepi; no 1 BMPOGHULITBO 3a nNikapcbkunx 3acobis - 3MiHa YacToTn Ta
6nictepy no 6 MOBHUM LVIK/TOM: TEPMIiHiB NOAaHHA PEryaspHO OHOB/IOBAHOIO
Tabnetok abo no 2 PoHTic Xennac 3BiTYy 3 6e3neku: [itoya pegakuis: Yactota
6nictepy no 8 Megikan eHg NoJaHHsA perysisipHO OHOBJ/IKOBAHOrO 3BITY 3
Tabnetok abo no 1 un PapmacbioTikas 6e3neku - 13 pokiB. KiHueBa garta ans
2 6nictepu no 10 Mpopaktc C.A., BKIOYEHHA aaHnx no PO36 - 01.01.2025 p.
TabneToK y KapTOHHIl Ipeuis [ara nogaHHs - 01.04.2025 p. MNponoHosaHa
Kopoo6Li pepakuisf: Yactota nogaHHa perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn - 8 pokis
KiHueBa gaTa Ans BkA4YeHHs aaHnx o PO3b
- 03.11.2026 p. faTta nogaHHa — 01.02.2027 p.
PekomeHA0BaHO A0 3aTBEPKEHHS BiAMOBIAHO
[0 NepiognyHOCTI NoJaHHS perynsipHo
OHOBJIHOBAHUX 3BITiB 3 6@3MeKN NliKkapCbknux
3acobiBy €EC
198. | MI3OMNPEC 10 Tabnetku; no 10 AT "KMIBCbKI YkpaiHa AT "KNIBCbKUN Ykpaina 3minu | TUnY - 3MiHK 3 sikocTi. CepTudikar 3a UA/9533/01/01
Tabnetok y 6nictepi; BITAMIHHW BITAMIHHMIA BignosigHocTI/lE-cepTudpikat BignosigHoCTi peuyenmom
no 3 abo 5 6nictepis y 3ABOJA" 3ABOA" €sponelicbkili hapmakonei/MoHorpadii.
nayui 3 KapTOHY MogaHHA HoBOro abo OHOBJ/IEHOIO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHNLTBI A,
AN JONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoBNeHWit cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHMKA NOAAHHSA
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne CEP 2006-011-
Rev 05 (3atBepmkeHo: R1-CEP 2006-011-Rev
04) Ha A®I TigpoxnopoTiasug Big,
3aTBepakeHoro BupobHuka Changzhou
Pharmaceutical Factory, Kutaii.

199.

NMIBONPEC 20

TabneTku; no 10
Tabnetok y 6nictepi;
no 3 abo 5 6nictepis y
nauuj 3 KapToHy

AT "KWTBCBKIAI
BITAMIHHWIA
3ABOS"

YkpaiHa

AT "KWTBCBKIIA
BITAMIHHWI
3ABOJ"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AKoCTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikata BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: aona A®l; ans BUxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHOBReHWit cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA NOAaHHSA
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne CEP 2006-011-
Rev 05 (3aTBepmxeHo: R1-CEP 2006-011-Rev
04) Ha A®I TigpoxnopoTiasug Big,
3aTBepmxeHoro BupobHrnka Changzhou
Pharmaceutical Factory, Kutaii.

3a
peyenmom

UA/9533/01/02

200.

NITAK

PO34nH A1 iH'EKUIN, 2
Mmr/mn; no 5 mny
donakoHi; no 5
h/1aKOHIB y KapTOHHIi
Kopoobui

Ninomep Al

LLsenuapi
a

BTOPUHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
(3a BUHAITKOM
CTepuIbHOCTI Ta
6aKeHA0TOKCUHIB),
BWNYCK Cepil:
Ninomepn Arl',
LLiBeiiuapis;
KOHTPO/Ib SIKOCTI
TiNbKU
CTepUIbHOCTI Ta
6aKEeHAOTOKCUHIB:

LLisenuapis/
®paHuia/
HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHY | TYNY - 3MiHK WoA0
6e3nekun/edekTUBHOCTI Ta hapMmakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/THOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpKeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
negiatpnyHux gocnigpkenb (PIP) (3MiHy

3a
peyerimom

He
nionsiea
€

UA/17856/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Conbsiac Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
®paHuia, PpaHuis; opraHom).
BUPOBHMUTBO "in 3MiHV BHECEHO B IHCTPYKLiO A1 MeANYHOro
bulk", nepBuHHe 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
nakyBaHHs Ta "3acTocyBaHHSA y nepiof BariTHOCTi abo
NPOMIXKXHUIA rogyBaHHs rpyaar” BignosigHO [0 OHOBMEHOT
KOHTPO/Tb iHchopmawii Wwopo 6e3nekn 3acTocyBaHHSA
BUMNYLLEHNX Cepili: [ir040l pevyoBUHY 3rijHO 3 pekoMeHaaLlieto
FaynTt ®apma PRAC. TepMiH BBE,EHHSA 3MiH NPOTAroM 6
BonbgparwayseH MiCALIB MiCNSA 3aTBEPAKEHHS.
M6X, HimeuuunHa,;
BMPOGHMLTBO "in
bulk", nepBuHHe
nakyBaHHS Ta
NPOMIXHUIA
KOHTPO/b
BUMYLLEHWX CePIli:
TumoopraH
dapmauye Mm6X ,
HimeyunHa
201. | NOPATEK® cnpeii HasaslbHUIA, TOB "BANTAPTIH YkpaiHa BMPOGHMLTBO, Ykpaina BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 6e3 nionsiea UA/17398/01/01
[o3oBaHuii 0,05 %, no PAPMA" nakyBaHHs, 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenma €
10 r y cpnakoHi 3 KOHTPO/b AKOCTI: nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
posnwuaosayem, no 1 TOB iMnopTepa/3aMiHu, L0 CTOCYIOTBCS BUMYCKY
chakoHy y nauui "Mikpodpapm", cepii Ta KOHTPO/IO SKOCTi FOTOBOrO
YKpaiHa; nikapcbKoro 3acoby (3amiHa abo foaasBaHHS
BMNYCK Cepil: BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHS
TOB "BAJTAPTIH Ta/abo Bunyck cepii) - He BkItoyatoum
DAPMA", KOHTPONb/BUNPOGYBaHHSA cepil - 3MiHa
YkpaiHa BMPOOHUKA, LLIO BignoBigae 3a BUMycK cepii
roTOBOrO /iKapPCbKOro 3acoby BHOCUTLCA Y
3B’A3KY 3 ONTUMI3aLi€eto npoLecis: 3MiHu
BHECEHO B iHCTPYKLO 4719 MEANYHOIO
3acTOCyBaHHS NiKapCbKOro 3acoby y po3aiu
"BUpPOB6HUK", "MicLLe3HaxomKeHHS BUPOOHMKA
Ta agpeca Micus NPOBaKeHHs oro
LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
MapKyBaHHS yNakoBok BBegeHHS 3MiH
NpPOTAroM 6-T1 MiCALIB 3 JaTN 3aTBEPIXKEHHS.
3MmiHu | Tvny - 3MiHK WwWoao
6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHM) 3MiHWM BHECEHO B TEKCT
MapKyBaHHS BTOPWHHOT YNakoBKW NiKapCbKOro
3acoby y nyHkTn 1, 11, 15, 17 Ta B TeKCT
MapKyBaHHs NePBMHHOT YNakoBku y Nn.1.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsALiB 3 Aatu
3aTBEPAKEHHS.
202. | NIOPTYM cnpeli Ans poToBOi CninlbHe YKpaina CninbHe YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux martepianis: 6e3 nionsea UA/20696/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYyeHHs1
NOPOXHUHK 1,5 mr/mn; YKpPaiHCbKO- YKpPaiHCbKO- 3miHu | TMny - 3MiHn WwWoao peyenma €
no 30 mny icnaHcbke icnaHcbke 6e3nekun/edekTBHOCTI Ta thapMakoHarnagy.
nosieTuneHoBomMy nigNpPUEMCTBO nignpueMcTso 3MiHa y KOpOTKili XapakTepucTuLi Nikapcbkoro
KOHTeliHepi 3 Kpuwkot | “"Cnepko YkpaiHa" "Cnepko YkpaiHa" 3ac00y, TeKCTI MapKyBaHHS Ta iHCTPYKLii Ans
Ta KOBNa4ykoM B (noBHWIA LKA MeAMYHOro 3acTOCyBaHHA Ha niacTasi
KOMMNEKTi 3 BMPOGHMLTBA, perynspHoO OHOB/IIOBAHOrO 3BITY 3 6e3neku
NPUCTPOEM A5 BVNYCK Cepil; nikapcbkoro 3acoby, abo focnimKeHb 3
PO3NW/IOBaHHA Y KOHTPO/b AKOCTI) 6e3nekn 3aCToCyBaHHs Nikapcbkoro 3acoby B
nauuj 3 KapToHy nicnapeecTpaviiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHVX BignoBigHO 40 niaHy
negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom).
3MiHM BHECEHO B IHCTPYKLiO A1 MeAUYHOT0
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” BignosigHO [0 OHOBMEHOT
iHchopmawii Lwopo 6e3nekn 3acTocyBaHHA
[ir040T pevyoBUHY 3rigHO 3 pekoMeHaaLlieto
PRAC.

203. | NOTAP® TabneTku, BKpUTI ANKANOIL AL Pecny6nik ANKANOIL AL Pecnybnika | BHeCeHHS 3MiH [0 peecTpauliiiHux maTepianis: 3a UA/11210/01/01
nNiBKOBOIO Ckon'e a MisHiuHa Ckon'e MiBHiYHA 3MiHu | TUNYy - 3MiHK Woao peuenmom
060n0HkKot0, No 50 wmr; MakenoHis MakefoHis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 10 TabneTtok y BeefieHHs1 a60 3MiHV A0 y3arasibHeHUX JaHnX
6nictepi; no 3 npo cuctemy papmakoHarnsgy (BBefeHHs
6nicTepn y KapTOHHIN y3araJlbHeHUX AaHux npo cucrtemy
Kopobui thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi

ocobwu, BignoBifanbHOI 3a 3AiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapMakoHarnsagy (Bk1rouvatoUm KOHTaKTHI AaHi)
Ta/ab0 3MiHW y pPO3MiLLEeHHI MacTep-thainna
cuctemn chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[itoua pepakuis: Aue KyamaHoBscki / Ace
Kuzmanovski. NponoHoBaHa pefakuis: IBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX gaHnX
YNOBHOB&XEHOT 0CO6MU, BiANOBIAabHOI 3a
dhapmakoHarnsg.

204. | NOTAP® TabneTku, BKpUTI ANKANOIL AL Pecny6nik ANKANOIL AL Pecny6bnika BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/11210/01/02
nAiBKOBOIO Ckon'e a MisHiuHa Ckon'e MiBHiYHA 3MiHu | TUnNy - 3MiHK Woao peuenmom
060/10HKOt0, N0 100 MakefoHis MakefoHis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
mr; no 15 tabneTok y BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
6nictepi; no 2 npo cuctemy papmakoHarnsgy (BBefeHHs
6nicTepn y KapTOHHIl y3araJlbHeHUX AaHux npo cucrtemy
Kopobui thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOI
ocobwu, BignoBifanbHOI 3a 34iCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
hapmakoHarnsgy (Bk/rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn chapmakoHarnsgy) 3miHa
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAabHOI 3a thapMakoHarnsg,
[itoua pepakuis: Aue KyamaHoBscki / Ace
Kuzmanovski. MNponoHoBaHa pefakuis: IBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0co6MU, BiANOBiAa1bHOI 3a
hapmakoHarang,.
205. | MEAOTICTUH® | TabneTtku no 16 mr, no Megokemi NT/, Kinp Megokemi T4 Kinp/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/13526/01/01
10 TabneTok y (LeHTpanbHuii HigepnaHaun 3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA peuenmom
6nicTepi; no 3 3asog), Kinp; nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
6nicTepy B KAPTOHHIi dapmaueBTiLL iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
Kopobui AHaniTiw cepii Ta KOHTPOIO AKOCTi FOTOBOrO
Na6opaTopiym nikapcbKoro 3acoby (3amiHa abo fofaBaHHA
[yiseH B.B., OiNbHUL, Ha 5K 3AIACHIOETBLCSA
Higepnangy; KOHTPONb/BUNPOGYBAHHSA cepii) BBEAEHHS
XIMIYHWA | [04aTKOBOT BUPOGHMYOI AinbHULi BpaiiTnabe
hisnyHKin aHanis, B.B., HigepnaHaw, BignosigansHoi 3a XiMivHmi
MiKpO6ioorivHuiA i i3MUHMIA aHani3, MikpoBIO/IOriYHNIA KOHTPO/Tb
KOHTPO/b:
Bpavitna6e B.B.,
HigepnaHaun
206. | MEAOTICTUH® | Tabnetku no 24 mr, no Mepokemi T[, Kinp Mepokemi 1T/, Kinp/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13526/01/02
10 TabneTok y (LeHTpanbHuii HigepnaHan 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenmom
6nicTepi; no 3 3asog), Kinp; nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
6nicTepy B KAPTOHHii PapmaLeBTiLl iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY
Kopobui AHaniTiw cepii Ta KOHTPOIO AKOCTi FOTOBOrO
Na6opaTopiym nikapcbKoro 3acoby (3amiHa abo foAaBaHHA
[yiseH B.B., OiNbHUL, Ha 5K 3AIACHIOETBLCSA
Higepnangu; KOHTPONb/BUNPOGYBaAHHS cepii) BBEAEHHS
XIMIYHWA | [04aTKOBOT BUPOGHMYOI AinbHuULi BpaiiTnabe
hi3nyHKin aHanis, B.B., HigepnaHaw, BignosigansHoi 3a XiMivHmia
MiKpO6iooriyHuiA i i3MUHMIA aHani3, MikpoBIO/IOriYHNIA KOHTPO/Tb
KOHTPO/b:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Bpavitna6e B.B.,
Higepnavaun
207. | MEAONEHEM MOPOLLIOK A1 PO3UMHY Mepnokemi T/, Kinp Megpokemi NimiTeq, Kinp BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/11738/01/02
ans iH'exuii abo 3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA peuenmom
iHpysiino 1 r; 1 nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
ch/1aKoOH 3 MOPOLLKOM Y po3mipy cepii (Bkouaroun gianasoH po3mipy
KapTOHHIlA KOpooLi cepil) roToBOro Nnikapcbkoro 3acoby
(36inbLlueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPKEHUM PO3MIpPOM) - 36i/bLLEHHS
po3mipy cepii 'N3.
3areepaxeHo: 10 kr-60 kr. 3anponoHOBaHoO:
10 kr (7,460 dpnakoHis) - 160 kr (119,358
hNaKoHIB)
208. | MEKCIA 10 TabneTkun, BKpUTI HOBEJ1 INNAY TypeyuunH HOBE INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14012/01/01
NNiBKOBOIO CAHAI BE a CAHAI BE 3MiHm | TNy - 3MiHK 3 IKOCTI. FOTOBWI peyenmom
060/10HKO10, M0 10 Mmr, TIIKAPET A.LL. TIOXKAPET A.LL. nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
no 10 Tabnetok y po3mipy cepii (Bkntouarouy gianasoH po3mipy
6nicTepi; no 5 abo no cepii) roToBOro Nikapcbkoro 3acoby (iHLwi
10 6nictepiB y 3MiHW) BBEEHHS [0AATKOBOro po3mipy cepii
KapTOHHI/ ynakoBsLi; N3 800 000 TabneTok B fOMNOBHEHHS [0 BXe
no 25 Tabnetok y 3aTBEepKEHNX po3mipiB cepiit 75 000
6nictepi; no 2 abo no Tabnetok Ta 200 000 TabneTok.
4 6nictepn y
KapTOHHIA ynakoBLi;
no 14 tabneTtok y
6nictepi; no 2
6nicTepy y KapTOHHIl
ynakoBLi
209. | MENBEK® Tabnetkn no 7,5 mr: HOBE/ INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a He UA/3933/01/01
no 10 Tabnetok y CAHAI BE a CAHAI BE 3MiHu | Tuny - 3MiHKM Woa0 peyenmom | nidnsea
6nicTepi; no 1 a6o 3 TII>KAPET A.LL. TIIKAPET A.LL. 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. €
61icTepy y KapTOHHiIN 3MiHM Y KOPOTKIli XapaKTepuCTULLi NiKapcbKoro
ynakoBLi 3aco0y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeJMYHOro 3aCToCyBaHHSA
reHepuyHMX/riopuaHNX/6ionoaibHNX
nikapcbKyx 3aco6iB Nicns BHECEHHS Tiei camol
3MiHW Ha pedbepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHA XOAHWX HOBUX A0AATKOBUX
[aHunx). 3MiHM BHECEHO A0 IHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS /liKapcbKoro 3acoby
00 po3ginis: "dapmakonoriyHi
BacTmsocTi" ,"lMokasaHHA",
"MpoTunokasaHHa", "B3aeMogis 3 iHLLIMMUK
niKkapcbknmy 3acobamu Ta iHLWi BUan
B3aemogiit”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no3n", "Aitn", "Mo6iyHi peakwyii” BignoBigHO A0
pedrepeHTHOro sikapcbkoro 3acoby MOBIC,
tablets. BeegeHHs 3MiH npoTaroM 6-Tu micsuis
nicns 3aTBepAKeHHs

210.

ME/NIBEK®

Tabnetku no 15 mr: no
10 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHIl
ynakosui; no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakosL,i

HOBEJ1 ITAY
CAHAI BE
TIIKAPET A.LL.

TypeyunH
a

HOBE/ I1AY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHM Y KOPOTKill XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS
reHepuYHMX/ribpuaHNX/6ionodibHMX
nNiKapcbknx 3acobiB Nic/is BHECEHHSA TiET camol
3MiHV Ha pedhepeHTHW npenapart (3MiHa He
noTpebye HafiaHHSA XOAHNX HOBUX AO0AATKOBUX
LaHnx). 3MiHM BHECEHO A0 IHCTPYKUiT ANs
MeAMYHOro 3acTOCYBaHHS /likapCbKoro 3acoby
00 po3ainis: "®apmMakonoriyHi
BnacTueocTi" ,"lMoka3aHHs",
"MpoTunokasaHHs", "B3aeMogis 3 iHLWMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiit", "OcobaMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "Cnocié 3actocyBaHHA Ta
no3n", "Aitn", "MobiyHi peakwyii" BigNoBigHO A0
pedhepeHTHOro nikapcbkoro 3acoby MOBIC,
tablets. BBeieHHs 3MiH NPOTAroM 6-T MicsLiB
nicns 3aTBepmKeHHs

3a
peyenmom

He
niosnsea
€

UA/3933/01/02

211.

ME/IBEK®

pO34UH A8 iH'EKLiA,
15 mr/1,5mnno 1,5
M B amnynax
o6’emom 2 m/1; no 3
amny/n B KAPTOHHIi
ynakoBLi

HOBEN INAY
CAHAI BE
TIIKAPET A.LL.

TypeuunH
a

lgon 1nay Jonym
CaHai Be
Tipkapet A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyYHUX/ribpuaHNx/6ionogibHmNX
niKapcbknx 3acobiB Nic/is BHECEHHA TiET camol
3MiHV Ha pedhepeHTHWI npenapart (3MiHa He
noTpebye HaflaHHSA XOAHNX HOBUX A0AATKOBUX
LaHnx). 3MiHW BHECEHO A0 IHCTPYKUiT ANns
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
00 po3ainis: "®apmMakooriyHi
BnactumeocTi" ,"lMoka3aHHs", "B3aemogis 3
HLIMMKM NikapcbkMKW 3acobamu Ta iHLWi BUam
B3aeMogiin", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogysaHHa rpyaar”, "Cnocio
3acTocyBaHHs Ta go3u", "MobiuHi peakwi"
BiAMNOBIAHO 40 petepeHTHOro NikapCbKoro
3acoby MOBIC solution for injection.
BBefieHHs1 3MiH NpoTArom 6-T1 MicaUiB nicas

3a
peyenmom

He
nionsiea
€

UA/3933/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBEPAKEHHSA
212. | METAAOH-3H pO34UH opasibHUiA, 1 TOBAPUCTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13189/01/01
mr/mn, no 200 mn abo OBMEXXEHOIO 06MexeHo BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: peyenmom
no 1000 mny BIANOBIAANBHI BiANOBiAA/IbHICTIO 3miHu | Tvny - 3MiHK WwWoao
hnakoHax pasom 3 CTHO "XapkiBcbke 6e3nekun/ethekTVBHOCTI Ta dhapMakoHarnsgy
BIZANOBIAHOO KiNTbKICTIO «KOPIMOPALIA hapmaueBTuyHe (iHWi 3MiHM) OHOBMIEHO TEKCT MapKyBaHHS
[,03yH0UnX NPUCTPOIB; «300POB'A» niANpPMEMCTBO NepBUHHOI Ta BTOPUHHOI YNaKoBKN
no 200 mn a6o no "340poB'a nikapcbKoro 3acoby, a came BUy4YeHo
1000 mn'y chnakoHi; Hapoay" iHchopmawito, 3a3HayYeHy pocCiiCbKOK MOBOO,
no 1 dpnakoHy pa3om 3 BHECEHO 3MiHM y N. 1, 17 TeKCTy MapKyBaHHs
[,03YH04UM NPUCTPOEM nepBUHHOI ynakosku Ta n. 1, 11, 17 BTOPUHHOT
y KOpOGL,j 3 KApPTOHY YyMaKoBKW, a TakoX 3p06/1I€HO HE3HAYHI
peAakuiiHi MpaBKu B iHLWIMX MyHKTax TEKCTY
MapKyBaHHs. BBeieHHs 3MiH NpoTArom 6-Tu
MicsILiB Nicns 3aTBEpPAKEHHS
213. | METAAOH-3H pO34MH OpasibHUiA, 5 TOBAPUCTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13189/01/02
mr/mn, no 200 mn abo OBMEXXEHOIO 06MeXeHo BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: peuenmom
no 1000 mny BIANOBIAANBHI BiANOBIAA/ILHICTIO 3MmiHu | TUny - 3MiHn Wwoao
onakoHax pasom 3 CTIO "XapkiBcbke 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsagy
BiANOBIAHOO KiSIbKICTIO «KOPIMOPALIA hapmaLeBTuyHe (iHWi 3MiHM) OHOB/IEHO TEKCT MapKyBaHHs
[03Y0UnX NPUCTPOIB; «300POB'A» nigNpMEMCTBO NepPBUHHOIT Ta BTOPUHHOT YNaKkoBKK
no 200 mn a6o no "3p0poB'A nikapcbKoro 3acoby, a came BUTy4eHo
1000 mn 'y chnakoHi; Hapoay" iHchopMmaLito, 3a3HauYeHy poCiiCbKO MOBOH,
no 1 dpnakoHy pa3om 3 BHECEHO 3MiHM Y N. 1, 17 TeKCTy MapKyBaHHS
[,03yH04MM NPUCTPOEM NnepBUHHOI ynakosku Ta n. 1, 11, 17 BTOPUHHOT
Y KOpO6Lj 3 KApTOHY yNaKkoBKU, a TakoX 3p06/1eHO He3HauHI
peAakLiiHi NpaBku B iHLIMX MyHKTax TEKCTY
MapKyBaHHs. BBeieHHA 3MiH NpoTArom 6-Tu
MiCALB Nicaa 3aTBepAKEHHSA
214. | METOOKEKT® | po34uH 415 iH'eKuii, Megak HimeuumnH BUPOGHMK, WO HimeuyunHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/5873/01/02
50 mr/mn; no 0,15 mn [esenbliadt drop a Bignosigae 3a 3MiHW | TNy - 3MiHK Woao0 peuyenmom
(7,5 mr), abo no 0,20 KAiHiwe BTOPUHHE 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy
M (10 mr), abo no LLineuianbnpenapa nakyBaHHs1, (iHLWIi 3MiHW). 3MiHN BHECEHO Y TEKCT
0,25 mn (12,5 wr), abo Te M6X MapKyBaHHS, MapKyBaHHSA NepPBUHHOT (N. 6) Ta BTOPUHHOT (.
no 0,30 mn (15 wmr), KOHTPONb/BUNPOBY 2, 3, 16, 17) ynakoBKK NikapcbKoro 3acoby 1a
a6o no 0,35 mn (17,5 BaHHS cepii Ta 3a 3p06/1eHO HE3HAYHI pedakUiiiHi npaBku.
Mr), a6o no 0,40 mn BUNYCK cepil: BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
(20 wmr), a6o no 0,45 Mepak 3aTBEPLKEHHS.
M (22,5 mr), abo no esenbwadt rop
0,50 mn (25 wmr), abo KiHiLwe
no 0,55 mn (27,5 wmr), LWneujansnpenapa
a6o no 0,60 mn (30 Te M6X,
Mr) PO3YMHY Y HimeuuunHa;
nonepeAHL0 BUPOGHUK, LLIO
3aMoBHEHOMY LUNPWL; BignoBsigae 3a
no 1 wnpuiy pasom i3 BUMPOGHMLITBO
BOya0BaHo nikapcbKoro
iH'EKLLIHOO TO/IKOK0 B 3aco6y, NepBUHHE
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6nicTepi; no 3 abo 5,
abo 6 6nictepiB y
nauuj

(iHWi 3MiHM) 3MiHM BHECEHO A0 IHCTPYKLUIT ANs
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
y po3ginn "Cknag", "Mikapcbka opma” (Lwoso

OCHOBHWMX (hi3MKO-XiMiYHUX BNAcT1BOCTEN),

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTYpPHOMY nakyBaHHS,
YapyHKoBOMy 61icTepi; KOHTPONb/BUNPOBY
no 1 6nictepy B BaHHSA cepii:
KapTOHHI/ KopoobLi OHkoTek ®apma
MpopakwH MvéX,
HimeuuunHa;
BMPOGHVK, LLIO
Bignosigae 3a
BTOPWHHE
nakyBaHHS:
LTeremaHH MM6X
& Ko. KI'.,
HimeyunHa;
Mepak
Iesenbwadt drop
KniHiwe
LLineuianbnpenapa
Te M6X,
HimeyynHa
215. | MET®OPMIH TabneTku, BKPUTI TOB "APTEPIYM YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/18846/01/03
nNiBKOBOIO nTta" "Knismegnpenapa 3MiHK, WO NoTpebytoTb HOBOT peecTpavii - peyernmom niosnsea
060/10HKOI0, Mo 500 T 3MiHa abo foAaBaHHsSi HOBOI CUN €
Mr; no 10 TabneTok y nii/po3BefeHHs — 3MiHa cunu aii (poaaBaHHsA
6nictepi, no 6 HOBOI cunm gji) (3aTBepMAXeHO: TabneTku,
6nicTepiB y navui BKpUTI NNiBKOBOI 060/10HKO0, No 850 Mr, no
1000 wr).
Pestome nnaHy ynpasniHHA pusmkamy Bepcis
1.1 pogaetbcs.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiagHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBepAXEHOro Haka3om MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
216. | MET®OPMIH TabneTkun, BKpUTI TOB "APTEPIYM YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/18846/01/01
NNiBKOBOK nTta" "Knismegnpenapa 3MiHW | TYNY - 3MiHK Woa0 peyenmom nionsiea
060/10HKO10, 0 1000 T 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnsgy €
mr, no 10 TabneTok y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"Cnoci6 3acTtocyBaHHs Ta fo3n", "Ynakoska"
LWoA0 AofAaHHA HoBOoI cunm aii 500 Mr Ta
3aTBEPMKEHHS EANHOI IHCTPYKLT 415 BCiX
[,03yBaHb JIiKapcbKoro 3acoby.
217. | MET®OPMIH TabneTku, BKPUTI TOB "APTEPIYM Ykpaina NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/18846/01/02
nNiBKOBOIO nTta" "Knismegnpenapa 3MiHu | TMNY - 3MiHK WoA0 peyernmom niosnsea
o60onoHkoto, no 850 T 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy €
Mmr, no 10 TabneTok y (iHWi 3MiHW) 3MiHM BHECEHO A0 IHCTPYKLUIT ANns
6nictepi; no 6 MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKOro 3acoby
6nicTepiB y navui y po3ginn "Cknag”, "Nlikapcbka chopma” (oo
OCHOBHWX (Pi3NKO-XiMiYHUX BNacTUBOCTEN),
"Cnoci6b 3acTocyBaHHA Ta go3un", "Ynakoska"
LLOA0 AoAaHHA HOBOI cunm aii 500 Mr Ta
3aTBEPMKEHHSA €AUHOT IHCTPYKLIT 415 BCiX
[03yBaHb JIiKapCbKoro 3acoby.
218. | MIKA®YHrIH- NMopoLIoK AN MicTtpan Kenitan AHrniA BMPOGHMLTBO PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/19972/01/01
BICTA KOHUeHTpaTy ans MeHeKMeHT roToOBOI NiKapCbKol 3MiHu Il TUny - 3MiHu 3 AKkocTi. ADL. (iHLWi peuenmom
po3unHy Ans iHdysil Niviten dopmu, nepBrHHA 3MiHW) OHOB/IEHHA MacTep-chainny Ha Ad|
no 50 Mr y dpnakoHi; 1 yrnakoBKa: MikadpyHriH HaTpito Big, 3aTBEpAXEeHOro
onakoH B nauuj POM®APM Bupo6HMka MEDICHEM MANUFACTURING
KOMMAHI CP/1, (MALTA) LTD., ManbTa. 3atBepmxeHa Bepcis:
PymyHis; ASMF AP/OPMCF122/2022-07-11.
BTOPUHHA 3anponoHoBaHa Bepcis: ASMF
ynakoBka, AP/OPMCF925/2025-06-16
KOHTPO/b Cepil,
BUNYCK cepil:
POM®APM
KOMMAHI CP/1,
PymyHis
219. | MIKA®YHrIH- NMOpOLIOK ANns MicTtpan Kenitan AHrnisA BMPOBGHULITBO PymyHis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/19972/01/02
BICTA KOHUeHTpaTy ans MeHeXMeHT roToOBO[ NiKapCbKoil 3MiHu Il TUny - 3MiHu 3 AkocTi. ADL. (iHwWi peuyenmom
PO34nHy Ans iHdysiit Nimiten dopmu, neperHHA 3MiHU) OHOB/IEHHSI MacTep-haiiny Ha AdI
no 100 mr y chriakoHi; yrnakoBKa: MikadpyHriH HaTpito Big, 3aTBepAKEHOro
1 chnakoH B nayui POM®APM BMpo6HMka MEDICHEM MANUFACTURING
KOMMAHI CP/1, (MALTA) LTD., ManbTa. 3atsepxeHa Bepcis:
PymyHist; ASMF AP/OPMCF122/2022-07-11.
BTOPUHHA 3anponoHoBaHa Bepcis: ASMF
ynakoBka, AP/OPMCF925/2025-06-16
KOHTPO/b Cepil,
BUNYCK cepil:
POM®APM
KOMMAHI CP/1,
PyMyHis
220. | MIO3M MOPOLLIOK AN CaHodpi B.B. Higepnax HanoBHEHHS Ipnangis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/11618/01/01
NPUroTyBaHHS an chnakoHiB Ta Benbrisa 3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat peyenmom
KOHUeHTpaTy ans BMPOBOHULITBO BignosigHocTI/TE-cepTudpikat BignosigHoCTi
PO34nHy Ans iHdysiit KiHL,eBOro €sponelicbkili hapmakonei/MoHorpadii.
no 50 wmr; 1 chnakoH 3 NPOAYKTY, MogaHHA HOBOro abo OHOB/IEHOTO




131

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MOPOLUKOM Y
KapTOHHI navwi

MapKyBaHHS Ta
nakyBaHHs,
KOHTPO/b AKOCTI
N3, Bunyck cepii:
[xeH3aim lpnang
Nimiten, lpnaxgis;
BMPOGHMLTBO AC,
NpUroTyBaHHs
po3uunny 13 ana
niodpinizauii:
[xeHzaiim
®naHgepc,
Benbrisa

cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHNLTBI A,
ansa ponomikHoi peyosuHu (FE-cepTudikar
BiAMOBIgHOCTI €Bponeiickkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy
ab0 fONOMiXHOT peqyoBuHM) - OHOBEHUIA
cepTuqikaT Bif BXe 3aTBEP)KEHOIO
BMPOGHUKa. MNogaHHs oHoeneHoro ME-
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
®apmakonei R1-CEP 2000-171-Rev 04
(3aTBepmxeHo: R1-CEP 2000-171-Rev 03)
Ansa BuxigHoi cuposuHn Donor Bovine Serum,
New Zealand origin Big, BXe 3aTBepXeHoro
BMPOO6HKKa, SKWi1 3MIHMB Ha3By 3 Life
Technologies New Zealand Limited, A Div of
Invitrogen Corp (18-24 Botha Road, PO Box
1061, Penrose, Auckland 6, New Zealand) Ha
Thermo Fisher Scientific New Zealand Limited.
Afpeca 3anuaeTbCa He3MiHHOK. 3MiHu |
TMny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHNLTBI A,
Ansa ponomikHoi peyosuHu (FE-cepTudikar
BiAMOBIgHOCTI €Bponeiickkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy
ab0 fONOMiXHOT peqyoBuHM) - OHOBEHUIA
cepTuqikaT Bif BXe 3aTBEP)KEHOIO
BMPOGHMKA.

MopaHHsA oHoBneHoro E- cepTudikata
BiAnoBigHOCTI EBponeiickkili ®apmakonei CEP
2000-171-Rev 05 gns BUXigHOT CUPOBUHM
Donor Bovine Serum, New Zealand origin Big,
BXe 3aTBepAKeHoro BnpobHuka Thermo

Fisher Scientific New Zealand Limited

221.

MIOPUKC®

Karncyu
NPOIOHIOBaHOT Aji

TBepai no 15 mr; no 14

TOB "ACIHO
YKPAIHA"

YkpaiHa

nepBuHHa Ta
BTOPMHHA
ynakoBka, f103BiN

EcToHis/
CLUA/

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy.

3a
peyenmom

UA/14641/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kancyn y 6nictepi; no Ha BUMYCK cepii: BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
1 6nictepy y AciHo EcToHis OY, npo cuctemy papmakoHarnsgy (BBefeHHs
KapTOHHiA KOpO6Li EcToHis; y3araJlbHeHUX AaHux npo cucrtemy
BUPOGHMLITBO dhapmakoHarnsgy, 3miHa yrnosHOBaxeHoT
Hepo3dhacoBaHol ocobwu, BignoBifanbHOI 3a 34iCHEHHS
NPOAYKLT: hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Apape thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
dapmacbioTikans, thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
IHK., CLUA, BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
KOHTPO/b SKOCTI BigNoBiAa/IbHOI 32 3[jACHEHHSI
Ta [OCNIMKEHHS hapmakoHarnsgy (Bk/rovatouy KOHTaKTHI AaHi)
cTabinbHocTi: TOB Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
"®apma Ctapt", cuctemn chapmakoHarnsgy). 3miHa
YkpaiHa KOHTaKTHUX JaHuX YNOBHOBaXeHOI 0cobu
3asBHUKA, BiANOBIA&/ILHOI 3a (hapmakoHarnsg,.
222. | MIOPUKC® Kancynu TOB "ACIHO YkpaiHa nepBrHHA Ta EcToHia/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/14641/01/02
NPOIOHIOBaHOI Aji YKPAIHA" BTOPVHHA CuwA/ 3MiHu | TUNYy - 3MiHK Woao peuenmom
TBepAi no 30 wmr; no 14 ynakoBKa, [403BiN YkpaiHa 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
kancyn y 6nictepi; no Ha BUMYCK cepii: BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
1 6nictepy y AciHo EcToHis OY, npo cuctemy papmakoHarnsgy (BBefeHHs
KapTOHHI Kopobui EcToHis; y3araJlbHeHUX AaHux npo cucrtemy
BUPOGHMLITBO chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT
Hepo3dhacoBaHOl ocobwu, BignoBifanbHOI 3a 3MiCHEHHS
NPOAYKLi: hapmakoHarnsgy; KOHTakTHOT 0cobm 3
Apape thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
dapmachbioTikans, thapMakoHarnagy B YkpaiHi, KLU0 BOHA
IHK., CLLUA; BigMiHHa Big, yNOBHOBaXXEHOT 0CO6MU,
KOHTPO/b AKOCTI BigNoBiAa/IbHOI 3a 3MjACHEHHSI
Ta [OCNIMKEHHS hapMakoHarnsgy (Bk/1rouvatouy KOHTaKTHI AaHi)
cTabinbHocTi: TOB Ta/ab0 3MiHW y pPO3MiLLEHHI MacTep-thainna
"®apma Ctapt", cuctemu chapmakoHarnagy). 3miHa
YkpaiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3asBHVIKa, BiANoBiganbHOT 3a hapmakoHarnsg,.
223. | MOBEKC® TabneTku, BKpUTI TOB "Mosi Xenc" Ykpaina CaBa Xenckea IHais/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/10205/01/01
AKTVB 060/10HKO10, Mo 30 abo nta, IHais; YropwmHa 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenmom
60 TabneTok y nasAwLi; Megiton nikapcbkuii 3aci6. KOHTpoNb roToBOro
no 1 naswuji B PapmacbioTikas nikapcbKkoro 3acoby. 3MiHa y meToax
KapTOHHIA ynakoBL,i Nta., YropwumHa BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHW y MeTogax BunNpobyBaHb
(BKtOHaOUM 3aMiHy ab0 [ONOBHEHHS)) -
BBefeHHA anlbTepHaTUBHOT METOANKN
(hOTOMETPUYHOTO TUTPYBAHHSA A1 KOHTPOSHO
nokasHuka «KinbKicHe BU3HaYEHHS.
XOHAPOITUHY cynbhaTt HaTpilo» A0 BXe
3aTBepmxeHoro Ch-metoay. Y cneundikauii
3a NoKa3HUKOM «KinbKiCHe BU3HaYEHHS.
XOHAPOITMHY cynbdiat HaTpio» A0AaHO
nocuaaHHs Ha BiANOBIAHY METOANKY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
224. | MOBEKC® TabneTku, BKpUTI TOB "Mosi Xenc" YkpaiHa CaBa Xenckea IHgis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/10206/01/01
AKTVB 060/10HKO10; in bulk: nrta, IHais; YropwmHa 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
no 1000 Tabnetok y Megiton nikapcbkuii 3aci6. KOHTPOb roTOBOro
noAgiiHoMy dapmacbioTikan nikapcbKoro 3acoby. 3MiHa y meTogax
nonieTnaeHoBoMy N1g., YropwyHa BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
nakeTi y 6aHuj; no 1 (iHWi 3MmiHW y MeTogax BunpobyBaHb
6GaHLj B KAPTOHHIl (BKTHOHAKOUM 3aMiHy 260 [OMNOBHEHHS)) -
KopoobLi BBefeHHA anbTepHaTUBHOT METOANKN
(hOTOMETPUYHOTO TUTPYBAHHS A5 KOHTPO/THO
nokasHuka «KinbkKicHe BU3HaUEHHS.
XOHAPOITUHY Cy/bhaT HaTpilo» A0 BXe
3arBepmxeHoro Ch-metoay. Y cneundikauii
3a NokasHUKOM «KinbKiCHe BU3HaYEHHS.
XOHAPOITMHY cynbdiat HaTpito» A0AaHO
NnocuaaHHs Ha BiANOBIAHY METOANKY
225. | MOBEKC® TabneTku, BKpUTI TOB "Mosi Xenc" YkpaiHa CaBa Xenckea IHgis/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/9817/01/01
KOM®OPT 060/10HKO10, Mo 30 nta, IHais; YropwmHa 3MiHu | TMNY - 3MiHK 3 sIKOCTi. ToTOBUIA peyenma
TabneTok y naswLi; no Megiton nikapcbkuii 3aci6. KOHTpoNb rotToBOro
1 nNAWLi y KapTOHHIN dapmacbioTikan nikapcbKoro 3acoby. 3MiHa y meTogax
ynakosLi; no 60 N1p., YropwyHa BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
TabneTok y nasLwui; no (iHWi 3miHW y MeTogax BunpobyBaHb
1 a60 no 2 NAsALWKN B (BKTtOYa0uM 3aMiHy ab0 [ONOBHEHHS)) -
KapTOHHIl ynakoBsLyj; BBeeHHs1 anbTepHaTVBHOT METOAMNKN
no 120 TabneTok y POTOMETPUYHOrO TUTPYBAHHSA 4151 KOHTPO/IO
naswui; no 1 naswuiy nokasHuka «KinbKicHe BU3HAUYEeHHS.
KapTOHHIA ynakoBL,i XOHAPOITUHY Cy/nbhaT HaTpilo» A0 BXe
3arBepgxeHoro Co-metogy. NponoHoBaHwii
a/IbTEPHATUBHUIA METOZ, € 3PYYHUM Y
npo6oniAroToBLi Ta fae MOX/IMBICTb
oTpUMaTV TOYHI pe3ynbTaTy 3a KOpoTKi
NpPOMiXKM Yacy. Y cneuudikadii 3a
NOKa3HNKOM «KiflbKiCHe BU3HAUYEHHS.
XOHAPOITMHY cynbgaTt HaTPil» A0AAHO
nocuNaHHA Ha BiANoBIAHY METOANKY
226. | MOBEKC® TabneTtku, BKPUTI TOB "Mosi Xenc" YkpaiHa CaBa Xenckea IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/9818/01/01
KOM®OPT o060n0oHkoto; in bulk: Nta, IHais; YropmHa 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
no 1000 TabneTok y Megiton nikapcbknii 3aci6. KOHTpob roToBoro
noaBiliHMX dapmacbioTikan nikapcbKoro 3acoby. 3miHa y meTofax
noslieTuIEeHoBMX Nta., YropwumHa BMNPOGYBaHHSI rTOTOBOrO NiKApCbKOro 3acoby
nakeTax

(iHWi 3miHW y MeTogax BUNpobyBaHb
(BKKOYAOUM 3aMiHy a60 [ONOBHEHHS)) -
BBefieHHs anbTepHaTUBHOT METOANKN
(HOTOMETPUYHOTO TUTPYBAHHSA A1 KOHTPOO
nokasHuka «KinbKkicHe BU3HaYEeHHS.
XOHAPOITUHY CynbdhaT HaTpito» A0 BXe
3arBep/xeHoro Cd-metogy. MNponoHoBaHWi
aNbTepHATUBHUIA METOZ, € 3pYYHUM Y
npo6boniAroToBLi Ta A€ MOX/IMBICTb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
OTpVMATV TOYHI pe3ynibTaTu 3a KOpOTKi
NPOMDXKM Yacy. Y crneundikauii 3a
NOKa3HNKOM «KiflbKiCHe BU3HAUYEHHS.
XOHAPOITUHY cynbdhaT HaTpio» A0AaHO
nocvnaHHs Ha BiANoBiAHY METOANKY
227. | MOMETA3OH- cnpeli HazaNbHUA, TOB «TeBa YKkpaina BMPOBHMLTBO 3a Yecbka BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a UA/15611/01/01
TEBA cycneHsis, 50 mMkr/go3y YkpaiHa» MOBHVM LVK/IOM: Pecny6nika 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom

no 10 r (60 po3) y
nakoHi 3 f03yUnM
crnpei-Hacocom Ta
posnuatoBayem,
3aKpUTM KOBMAYKOM;
no 1 dpnakoHy B
KapTOHHIlA KOpooLi

Tesa Yex
IHAacTpis c.p.o.

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa y
NEepPBUHHIN yNakoBL,i roTOBOro /ikapcbKoro
3aco06y (sIKicHWIA Ta KinbkicHWiA cknag) - M'ski
Ta HecTepubHI pigki nikapcbki hopmu - 3miHa
y NEPBUHHII yNakoBLji rOTOBOro /likapcbKoro
3acoby: 3MiHa cknagy martepiany
LUTOKY/pYXOMOTO YLLifIbHIOBa4a Hacocy
(HiTpuNbHUIA enactomep 404E) Ha HoBWIA
iHWoro cknagy (HiTpunbHUiA enactomep 405).
BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPMXEHHS - 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MeX NepBMHHOT yNakoBKW rOTOBOrO
nNikapcbKoro 3acoby (40NOBHEHHS
cneumdikauii HOBUM NOKa3HWKOM 3
Bi4NOBIAHMM MEeTOLOM BUNPOGYBaHHSA) -
[OOMNOBHEHHA creumdikavii Hacoca HOBUMM
BMNPOGYBaHHSAMUN BU3HAYEHHS PO3MIpIiB
(3aranbHuii giameTp, AOBXMHA KOpnycy,
[0BXMWHA LUTOKY) 3 Bi4NOBiAH/M METOL0M
BMNPOGYBaHHS, KW MONAArae y BUMIpIOBaHHI
pO3MipiB. BBEZEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMAKEHHS - 3MiHM | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MmiHa napameTpiB cneundikauii Ta/abo
[0NYyCTUMUX MEX NEPBUHHOI YNakoBKN
roTOBOro Nikapcbkoro 3acoby (40MNOBHEHHS
cneumdikaLii HOBVUM NOKa3HWKOM 3
BiAMOBIAHMM METOL0M BUNPObGYBaHHS) -
[ONOBHEHHS cnevmdikauii HaHoca HOBUM
nokasHukom «lrepmeTunyHicTb» (Tightness) 3
BiANOBIAHUM METOA0M BMNPOOYBaHHA Ha
repMeTUYHICTb Ta CYMICHICTb i3 (h/1akOHOM,
3riAHO 3 AA@HNMUN KOHTPOSIIO0, SIKMIl NPOBOANTL
noctayasibHUK HaHOCIB. BBEAEHHS 3MiH
NPOTArom 6-TW MiCALIB MiC/A 3aTBEPIXKEHHS -
3MiHu | TMNY - 3MiHK 3 SKocTi. FoToBUIA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX NepBMHHOT yNakoBKW rOTOBOTO
nikapcbKoro 3aco6y (40NOBHEHHS
cneumdikaLii HOBYUM NOKa3HWKOM 3
BiAMOBIAHMM METOLOM BUNPOBYBaHHS) -
[OMOBHEHHSA creuudikaLii Hacoca HOBUM
NoKa3HUKOM 3 BifNOBIfH/M METOAOM
BUMPOOYBaHHA NEPBUHHOI YNaKOBKV rOTOBOrO
nikapcbKoro 3acoby «4ncno HaTuckaHb A0
nepuoro po3nuneHHs» (Number of strokes to
prime), 3riAHO 3 AaHVMU KOHTPOJIHO, SKWIA
NpoBOANTL NOCTaYaIbHUK HAHOCIB. BBEAEHHS
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS - 3MiHM | TUMNY - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbkuMii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
nocTavasnibHvKa nakyBasibHVX MaTepianis abo
KOMNIEKTYHUMX (SKLWO 3a3Ha4YeHO B AOCLE)
(BUTYYEHHS NOCTaYa/IbHKKA) - BUTYUYEHHS
iHchopmawii o400 BMPOGHMKIB KOMMOHEHTIB
Hacoca. 3anuieHo nuie iHdopmadito npo
BMPOGHMKA HacOCiB. TakoX BHECEHI HE3HAYHI
pefakLiiiHi 3MiHW y yacTuHu po3giny 3.2.P.7,
AIKi CTOCYIOTbCSA Hacoca. BBeAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPAXEHHS -
3MmiHu | TMRY - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTuMmx
MeX NepBMHHOT yNakoBKW rOTOBOrO
NikapcbKoro 3acoby (A0NOBHEHHS
cneumdikauii HOBUM NMOKa3HNKOM 3
Bi4NOBiAHVM METOLOM BUNPOBYBaHHS) -
[OMNOBHEHHSA creumndikavii go3aTtopa HOBUMMN
BMNPOGYBaHHSAMUN BU3HAYEHHS PO3MIpIiB
(30BHiILLHIli giameTp, 3aranbHa BUCOTA) ANA
noKpaLLleHHs KOHTPOJI0 SKOCTI. BignosigHa
MeToAVKa NoNSArae y BUMIpOBaHHi pO3MipiB.
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
3aTBEPAKEHHS - 3MiHU | TUMy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX NepBMHHOT yNakoBKW rOTOBOTO
nikapcbKoro 3aco6y (40NOBHEHHS
cneumdikaLii HOBUM NOKa3HWKOM 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BiAMOBIAHMM METOLOM BUNPOBYBaHHS) -
[O0NOBHEHHS cnevumdikavii nepBUHHOT
yNaKoBKM FOTOBOrO /iKapCbKOro 3acoby
(mo3aTopa) HOBVMMU BUNPODOYBAHHAMU:
«Po3nogin po3mipis 4acTok MeToL0M
nasepHoi andppakuii» (Droplet size —
distribution by laser diffraction) BignosigHo fo
[JaHux noctadasibHUKa. BBEAEHHSA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPAXKEHHS -
3MmiHu | TMRY - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTuMmx
MeX NepBMHHOT yNakoBKW rOTOBOrO
NikapcbKoro 3acoby (A0NOBHEHHS
cneumdikauii HOBUM NMOKa3HNKOM 3
BiANOBiAHMM METOLOM BUNPOBYBaHHS) -
[OMNOBHEHHA crieumdikavii go3aTopa HOBUM
nokasH1MkoM «Popma po3nunieHHs» (Spray
pattern) 3 BiaNoBiAHUM METOAOM
BMNPOOGYBaHHS, BIANOBIAHO A0 AAHUX
rnoctadyasibH1Ka. BBEAEHHSA 3MiH MPOTArom 6-Tu
MicsILiB Micns 3aTBepKEHHS - 3MiHW | Tvny -
3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa nocTavasibHMKa nakyBanbHUX
MaTepianis abo KOMNAEKTYUMX (KO
3a3HavYeHo B AOCbE) (BUYYEHHS
noctavyanbHUKa) - BUAaseHHs iHhopmaui
LLI0A0 BMPOBHMKIB KOMNOHEHTIB Ao3aropa.
3anuweHo nuwe iHopmaL,iio Npo BUPOOHMKa
no3atopiB. TakoX BHECEHI pefakLiliHi 3MiHN Yy
po3gin 3.2.P.7, wo cTocyeTbecAa fo3aTopa.
BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB micas
3aTBEpPMKEHHS - 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
nocravasnbHUKa naxkyBasibHUX MaTepianis abo
KOMNEKTYHUMX (SIKLO 3a3HaYEHO B AOCLE)
(BTy4EHHSI NocTavanbHYKa) - BUTYYEHHS i3
[ocbke iHhopmau,i Woao BUPO6HUKa (h1akoHIB
Medisize, BignosigHo iHdopmMaLis Lwoao
nocTavasibHuKa i ioro cxemu/ceptudpikatn
aHaUslisy BUIy4arTbes i3 fOCbE. 3anvLnInCh
h1akoHM, SKi NoCTavaloTh iHLLI 3apeecTpoBaHi
BUPOGHWKN. BBEAEHHA 3MiH NPOTArOM 6-Tu
MicsILiB Micns 3aTBepKEHHS - 3MiHW | Tvny -
3MiHK 3 siKocTi. FoTOBUIA Nikapcbkuii 3aci6.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa y NepBUHHIiA yNakoBL,i rOTOBOro
NikapcbKoro 3acoby (iHLWi 3MiHW) BUAAIEHHS i3
[10CbE OAHOTO 3 a/IbTEPHATUBHUX BININX
6apBHuKiB Remafin PE — White RB6 F, wo
BVKOPWCTOBYETLCA AN (hapbyBaHHSA
dh/1aKoHIB, OCKi/IbkM GapBHUK € 3acTapifivm i
GifbLLe He 3aCTOCOBYETLCS Y BUPOGHULTBI.
Lleit 6apBHUK BUAANEHO i3 onucy dh/1akoHiB, a
TakoX i3 geknapauiin matepianis ons
BUPOGHMLTBA (PN1aKkoHIB. BBEAEHHSA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPAXEHHS -
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6. 3MiHa y
NEePBUHHIN yNakoBL,i roOTOBOro /likapcbKoro
3aco06y (iHLWi 3MiHN) - BUNPaB/IEHHS
CXEeMaTNYHOrO KPec/eHHA (PaKoHiIB i
HaBe[eHHAM CMPOLLEHVX KPec/eHb. Takox
BHOCATbCA pefakToOpChbki NpaBku po3giny
3.2.P.7. BBEJEHHA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepMXeHHs - 3MiHn | Tuny - 3MiHn 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikaui Ta/abo JonycTuMmx
MeX NepBMHHOT yNakoBKW rOTOBOr0
NikapcbKoro 3acoby (A0NOBHEHHS
cneumdikauii HOBUM NMOKa3HNKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
[OMNOBHEHHS creumndikauii dhiakoHa HOBUM
MOKa3HUKOM, a came: yepes 3MiHW y hopMi
LAk A0 cneundikauii gonakoHa (h1akoH i3
[0[AaTKOBUM YLLiNbHIOBAIbHUM KiflbLIEM)
[04a€eTbCA HoBEe BUNPOOYBaHHA «BucoTta
Kinbusa» (Height of rim). MeTtog nonsirae y
BMMIPIOBaHHI BUCOTM KiflbLSA | 32CTOCOBYETLCA
TiNbKM A0 d)1AKOHIB 3 YLUiIbHIOBa/TbHUM
KinbLeM. BBeAEHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS - 3MiHM | Tuny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneyudikauin Ta/abo
J0NyCTUMUX MEX NEPBUHHOI YNakoBKN
roToOBOro NikapCcbKoro 3acoby (iHLi 3MiHK) -
3MiHa NnapameTpiB cneuudikaliin ans
NepBUHHOT YNaKoBKM rOTOBOTO /TiKapCbKOro
3acoby (¢pnakoHa), a came 3MiHa rpaHUYHOrO
BMiCTYy MiKpoopraHi3mis 15 BiANOBiAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMMoram EP: 3a3HauyeHHa BMMOT

MiKp0o6i0n10riYHOro BUNPOBYBaHHS Ha
"3arasibHe Uncio aepobHUX MIKPOOpraHi3mis
(TAMC) i 3arasibHe 4ncno ApiKAKOBOTO i
nniceHeBoro rpuoka (TYMC) " 3 «He 6GinbLue
10 KYO/oguHuuto» (NMT 10 CFU/unit) Ha «He
6inble 10* KYO/wTyky» (NMT 10* CFU /pcs)
Takox A0 BUMOT BK/IIOYEHO NOCWUIaHHA Ha
BignosigHy cTatTio EP. PefakTopcbki npasku
(8ofaHo NoBHY pPo3LIMEPOBKY CKOPOYEHHS
«TAMC — Total Aerobic Microbial Count» i
«TYMC — Total combined Yeasts and Molds
Count», 3MiHEHO hOpMY/IOBaHHS 3
«OAMHVLB» Ha «LUTYKN»). BBEAEHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXKEHHS -
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikaui Ta/abo JonycTuMmx
MeX NepBMHHOT yNakoBKW rOTOBOrO
NikapcbKoro 3acoby (A0NOBHEHHS
cneumdikauii HOBUM NOKa3HWKOM BiAMNOBIAHUM
MEeTOA0M BUNPOGYBaHHS) - AONOBHEHHS
cneuudikaLii NnepBMHHOI YNakoBKV roTOBOrO
nikapcbkoro 3acoby (¢hsiakoH) HOBUM
NMOKa3HMKOM 3 BiNOBIAHUM METOAO0M
BMNpobyBaHHA «CneundiuHi MikpoopraHiamm»
(3AiNCHIOETLCA KOHTPOJIb OKPEMMUX
crneundiyHUX MiKpoopraHiaMis nig vac
BMNPOGYBaHHA MiKPOBIOOrYHOT YACTOTH
dhnakoHa 3 BUMOroto «He BUSBNIEHO»).
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
3aTBEPAXKEHHSA 3MiHK | TURy - 3MiHM 3 SIKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTummx
MeX NepBMHHOT yNakoBKW rOTOBOTO
nikapcbkoro 3acoby (iHwi 3MiHW) - 3MiHa
napameTpiB cneuudikaLiin nepBUHHOT
yNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(tbnakoH), a caMe OHOBJ/IEHHSA (DOPMYOBAHHSA
BMMOr napameTpiB «MapkyBaHHs», «Popma i
Konip mMatepiasiiB NEPBUHHOI YNaKOBKM»,
«[MOKPUTTA NOBEPXHI (H1IAKOHIB i
«lgeHTuyHicTb MeTogom 14» (Labelling, Shape
and colour of primary packaging materials,
Surface finish of bottles and Identity IR)

BiANOBIAHO 10 YWMHHWX BHYTPILLHIX CTaHAAPTIB,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

6e3 3MiH 3MiCTy BUNPOOyBaHb. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPKEHHS
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWii 3aci6. 3MiHa y
mMeTofax BUNPO6yBaHHSA NEPBUHHOT yNakoBKM
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW Y
MeToAax BUNPo6yBaHb (BK/IKOHAOUN 3aMiHy
abo gofasaHHsA)) - BUTYYEHHS i3 po3giny
3.2.P.7 nocunaHHs Ha BHYTPILLHIO METOAMKY
“MapkyBaHHs" (Labeling) ans
BMNPO6OBYBaHHA h/1akoHa i 3amiHa onmncom i3
BiANOBIAHOK 3MIHOK Y crieumdikaw,i.
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
3aTBEPAKEHHS - 3MiHU | TUMy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWii 3aci6. 3MiHa y
MeTofax BUNPO6YyBaHHSA NEPBUHHOT yNakoBKM
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW Y
MeToAax BUNPo6yBaHb (BK/IKOHAIOUN 3aMiHy
abo gofasaHHsA)) - BUTYYeHHS i3 po3giny
3.2.P.7 nocunaHHs Ha BHYTPILLHIO METOAMNKY
«®opma i konip matepianis NEPBUHHOI
ynakoBku» (Shape and colour of primary
packaging materials) nn1s1 BUNpo6oByBaHHS
donakoHa i 3aMiHa onncom i3 BifnoBigHO
3MiHOI0 y cneuudikaLyii. BBEAEHHS 3MiH
NpPOTArom 6-Tu MiCALIB MiCNs 3aTBEPAKEHHS -
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKyrnoproBaibHWii 3aci6. 3MiHa y
mMeToAax BUNPo6YyBaHHA NEPBUHHOT yNakoBKM
rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW Y
MeToAax BMNPOoOyBaHb (BK/IKHAKUMN 3aMiHY
a60 fofaBaHHSA)) - BUNYYEHHS i3 po3ainy
3.2.P.7 nocunaHHs Ha BHYTPILLHIO METOLMUKY
«[lMokpnTTA NoBepxHi donakoHiB» (Surface
finish of bottles) ans Bunpo6oByBaHHSA
chnakoHa i 3amiHa onvcom i3 BiANOBIAHO0
3MiHOW y cneuudikallii. BBEAEHHS 3MiH
NPOTArom 6-TW MiCALIB NiC/A 3aTBEPOXEHHS -
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWiA 3aci6. 3MiHa y
MeTofax BUNPO6YyBaHHSA NEPBUHHOT yNakoBKM
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW Y
MeToAax BUNPo6yBaHb (BK/IKOHAIOUN 3aMiHy
abo aofasaHHs)) - BUTYYeHHs i3 po3giny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3.2.P.7 nocunaHHs Ha BHYTPILLHIO METOAMKY

«3aranbHa Bucota» (Total height) ans
BMNPO6OBYBaHHA h/1akoHa i 3amiHa onmncom i3
BiANOBIAHOK 3MIHOK Y crieumdikaw,i.
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
3aTBEPAKEHHS - 3MiHU | TUMy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWii 3aci6. 3MiHa y
MeTofax BUNPO6YyBaHHSA NEPBUHHOT yNakoBKM
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW Y
MeToAax BUNPo6yBaHb (BK/IKOHAOUN 3aMiHy
abo gofasaHHsA)) - BUAANIEHHSA 3 PO3Ainy
3.2.P.7 nocunaHHs Ha BHYTPILLHIO METOAMKY
«lgeHTnyHicTb MeTogom 14» (Identity IR) i3
3aMiHO0 Ha NOCWU/aHHA Ha CTaTTio
«ABcop6LjiHa cnekTpohoToMETPIsA B
iHbpavepBoHOMY Aiana3oHi» EP. Cama
MeToAMKa 3anvwaeTbes 6e3 3MiH. BignosigHi
3MiHW NPOMOHYIOTLCA [0 BHECEHHSA Y
cneumaikauito pnakoHy. BBefeHHs 3MiH
NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXKEHHS -
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
chopmu abo po3Mipy KOHTeliHepa um
3aKynopBaUILHOTO 3ac06y (NePBUHHOI
ynakoBku) (HeCTepUsIbHI Nikapcbki 3acobu) -
[ofaBaHHsA anbTepHaTMBHUX ME dnakoHiB 3i
3MiHEHO (hOpPMOIO LWINIKKM ([0 dhiakoHa
[04aHO YLiNbHIOBa/IbHE KinbLge), [0
3apeecTpoBaHoro ME dnakoHy. BBeAeHHS
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA 3MiHK | TURy - 3MiHM 3 SIKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
nocTavasnibHvKa nakysasibHVUX matepianis abo
KOMMNIEKTYHUMX (SKLWO 3a3Ha4YeHO B [JOCHE)
(BUNYYEHHA NocTavasIbHUKA)- BUSTYYEHHS i3
[0cCbe iHhopmaL,ii woa0 BUPOBHUKIB
KOMMOHEHTIB (h/1aKOHIB. 3a/INLIEHO Nnwe
iHbopmaLito o0 BUPOOHUKA cammx
h1aKoHIB. BBEAEHHS 3MiH NPOTArOM 6-TK
MiCALIB MiC/1A 3aTBEPIKEHHS - 3MiHM | Tuny -
3MiHM 3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6.

Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6.

3MmiHa y MmeTogax BunpobyBaHHA NEPBUHHOI
ynaKkoBKU rOTOBOr0 NiKapcbKoro 3acoby (iHwi
3MiHM Y MeTofax BUNpo6yBaHb (BKIHOYAK0UN
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aMiHy abo foAaBaHHs)) - BUTYYEHHS i3
po3ainy 3.2.P.7 nocunaHHs Ha BHYTPILIHIO
MeToAMKY «30BHILLHINA AiamMeTp Kopnyca»
(External diameter of body) ans
BUNPO6OBYBaHHSA h1akoHa i 3aMiHa OnucoMm i3
BiANOBIAHOK 3MIHO Y creumdikav,i.
BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB micas
3aTBEPAXKEHHSA

228.

MOTWUNITAC

Kancynm m'siki no 120
mr; no 10 kancyny
6nictepi; no 2 a6o no
4 6nictepu B
KapTOHHIA ynakoBsL,i

MakHin MpogaxTtc
Nimiten

AHrnis

Brpo6HMLTBO,
KOHTPO/b
roToBOro

NPOAYKTY, BUMYCK
cepii: KataneHt
®paHce beHaliim,
PpaHLjs;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHS:
KataneHt
[xepmaHi
LLopHaopd M6X,
Himeyunna

PpaHuin/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapmakoHariagy.
3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
perynspHoO OHOBJ/THOBaHUX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHa YacToTu Ta
TEPMiHiB NOAAHHSA PerynsipHO OHOBJ/IIOBAHOIO
3BiTYy 3 6e3neku:

[itova pepakuis: Yactota nogaHHa perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn 13 pokis.
KiHueBa aata ans BKIOUYeHHs gaHnx go PO36
- 28.04.2025 p. flata nogaHHsA - 27.07.2025 p.
MponoHoBaHa pegakuis: YactoTa nogaHHs
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn 9
poki. KiHLeBa fata 15 BKIOYEHHS JaHUX A0
PO3B - 02.04.2028 p. flata nogaHHA —
01.07.2028 p. PekomeHgoBaHo 10
3aTBEPKEHHA BIAMNOBIAHO A0 NEPIOANYHOCTI
noJaHHs peryasipHO OHOB/OBAHMX 3BITIB 3
6e3nekun nikapcbknx 3acobie y EC.

6e3
peyenma

UA/16873/01/01

229.

MOTOPUKC

TabneTtku, BKPUTI
NiBKOBOO
060710HKO0, MO 10 mr;
no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nictepn y navui

AT "KUIBCbKMIA
BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KUTBCbKUI
BITAMIHHMIA
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BiTy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IIKEHDb,
npoBeAeHVX Bi4noBigHO 40 niaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3acToCyBaHHSA NiKapcbKoro 3acoby Ao posginy
"MpoTrnokasaHHA" BiANOBIAHO [0 OHOB/EHOI
iHhopmaLii 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -

6e3
peyenma

He
niosnsea
€

UA/3797/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
npoTsirom 6 MicsiLiB Micnsi 3aTBEPAKEHHSI
230. | MYNbTUBIK 2 pO34uH Ans dpeseHiyc HimeuuunH PpeseHiyc HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20834/01/01
MMOnbIn remogianisy / Megwvkan Kep a Megavikan Kep 3MiHn | TUnYy - 3MiHK 3 skocTi. CepTudikat peyenmom
KANIKO remodpinbTpaLii; no [oiiunang M'meX [oitunang MreX BignosigHocTi/l E-cepTudikat BignosigHoOCTI
5000 mn y cuctemi €Bponelicbkiin hapmakonei/MmoHorpadii.
[BOKaMepHOro MiLlka,; MopaHHA HoBOro abo OHOBMEHOTO
no 2 MiLlKn Y cepTudpikaTa BiANOBIAHOCTI 260 BUIYyYEHHS
KapTOHHIlA KOpooLi cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCH Y BUPOOGHULTBI AdI;
AN 0ONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakone) -
OHoBNEeHWit cepTudikaT Big yxe
3aTBEpAKEHOro BUpobHuKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 1997-
059 - Rev 04 (3atBepaxeHo: R1-CEP 1997-
059 - Rev 03) ans gitoyoi peyoBuHM Glucose
monohydrate Bif BXe 3aTBEPKEHOIO
BMpo6Huka Cargill, S.L.U., IcnaHisi.
231. | HASIK® cnpeii HasaslbHUIA, Kaccenna-mep HimeuuunH Knoctepdpay HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/9132/01/01
po34uH; no 10 mny 'M6X eHg Ko. KI a BepniH M'M6X 3MiHu | TUnNy - 3MiHK Woao peyenma

donakoHi; no 1
dhnakoHy 3 HacafKo
NS pO3NWNEHHS B
KapTOHHI Kopo6Li; no
10 mny donakoHi; no 1
donakoHy pasom 3
chikcoBaHo
Hacafkoto ans
po3nWneHHs B
KapTOHHI KopoobLi

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssefeHHs
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarniagy, 3miHa yrnoBHOBaxKeHOI
ocobu, BignoBigasibHOI 3a 3MiACHEHHST
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0Co6M,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy (Bk/irouvatoum KOHTaKTHI AaHi)
Ta/ab0 3MiHKN y PO3MiLLEeHHI MacTep-thainna
cuctemu chapmakoHarnagy). 3miHa
YNOBHOBAaXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[Litova pepakuis: Gisela Stap / lizena LWTacc.
MponoHoBaHa pepakuis: Melanie Hessmer /
MenaHi Meccmep. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI
3a (papmakoHarnsg B Ykpaidi. Jitoua
pepakuis: LWWanka OneHa BonogumupisHa.

[MponoHoBaHa pegakuin: Bucoubka Onbra
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
puropisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3a8BHVKa, BiANOBIAaNbHOI 3a thapmakoHarnsg,
B YKpaiHi.
232. | HASIK® ansd cnpeii HasaslbHUiA, Kaccenna-mepn HimeuuunH Knoctepdpay HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/9133/01/01
OITENA po34uH; no 10 mny 'm6X eHg Ko. KI a BepniH M'm6X 3minu | TUny - 3miHn woao peyenma
chnakoHi; no 1 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
dhnakoHy pasom 3 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
HacagKolo ans npo cuctemy capmakoHarnsgy (BBefeHHs
po3nnieHHs B y3aras/ibHeHUX JaHnx Npo cucTemy
KapTOHHIA Kopo6Lii; no hapmMakoHarnsagy, 3amMiHa yrnoBHOBaXeHOT
10 mn y chnakoHi; no 1 ocobwu, BignoBifasibHOI 3a 3MiCHEHHS
chnakoHy 3 hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thikcoBaHoO hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
Hacajkor ans hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
pO3MUsIEHHS B BiAMIHHA BiJ YNOBHOBaXeHOi 0co6u,
KapTOHHIlA KOpooLi BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapMmakoHarnsay (BKIrouYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-dhaiina
cuctemu chapMakoHarnsgy). 3miHa
YNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
[Litova pepakuis: Gisela Stap / l3zena LWTacc.
MponoHoBaHa pegakuis: Melanie Hessmer /
Menani Meccmep. 3MiHa KOHTaKTHUX AaHuX
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI
3a (papmakoHarnsag B Ykpaii. Jitoua
pegakuist: Lanka OneHa BonogumupisHa.
MponoHoBaHa pepakuis: Bucoupka Onbra
['puropisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3a8BHMKa, BiANOBIAaNbHOI 3a hapMakoHarnsg,
B YKpaiHi
233. | HAK/TO®EH PO34NH A5 iH'EKLN, KPKA, a.4., HoBo CnoBeHis KPKA, g.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/3480/03/01
75 mr/3 mn; no 3 Mn B MecTo MecTo 3MiHY | TYNY - 3MiHK WoA0 peyenmom nionsiea
amnyni; no 5 amnyn y (BUPOGHMLTBO “in 6e3nekun/edekTUBHOCTI Ta hapMmakoHariagy. €
6nicTepi; no 1 bulk”, nepsuHHe 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
6nicTepy B KapTOHHiIl Ta BTOPVHHE 3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Kopobui nakyBaHHs, Me[U4YHOro 3acTocyBaHHA Ha nigcTasi
KOHTPO/b Ta perynisipHoO OHOBJ/THOBAHOTO 3BITY 3 6e3nekn
BUNYCK cepil; nikapcbkoro 3acoby, abo focnimKeHb 3
KOHTPO/b cepil) 6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
negiatpnyHux gocnigpkenb (PIP) (3MiHy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom)
3MiHVN BHECEHO [0 IHCTPYKLUii 415 MeAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Oco6numBocTi 3acTocyBaHHA", "Mo6IYHI

peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMmaLi
3 6e3neku Ailyol peyoBMHY (AUKNodeHaKy
Hatpito) 3rigHo 3 pekomeHgauiamm PRAC.

234,

HAKNO®EH
JiNo)

Kancynu no 75 mr; no
10 kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHI Kopobui

KPKA, a.4., Hoso
MecTo

CnoBeHis

KPKA, 4.4., Hoso
MecTo

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapmakoHariagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimkeHb 3
6e3nekn 3acToCyBaHHs NiKkapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 NiaHy
negjiatpnyHmx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom).
3MiHN BHECEHO A0 IHCTPYKLUii 415 MEeAUYHOTO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "Mo6IYHI
peakuii" BiANOBIAHO A0 OHOBNEHOI iHChopMmaLi
3 6e3neku Ailyol peyoBMHY (AUKNodeHaKy
HaTpito) 3rigHo 3 pekomeHgauiamm PRAC.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHVY BHECEHO A0 IHCTPYKUIT Ans
ME[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
[0 posginy "Mo6iuHi peakuyii” (woao
NnoBiZOMNEHHS NPO NiZo3ptoBaHi NOGIYHI
peakuji).

3a
peyerimom

He
niosnsiea
€

UA/3480/06/01

235.

HEBIAP®

TabneTkn no 5 mr, no
10 TabneTok y
6nictepi, no 3
6nictepy B navui

TOB "APTEPIYM
nTar

YkpaiHa

MAT
"Knismegnpenapa
T" (BUPOGHMLTBO 3

npoaykuii in bulk
ipMU-BUPOGHMKA
AkTasic Jlimiteq,
ManbTa, dipmu-
BUPOGHMKA
"BankaHdapma-
AdynHiua" Afl,
Bonrapis,
KOHTPO/b SKOCTI,

YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKNHOYatouy dianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPAKEHUM PO3MipOM) 36i/bLUEHHS
po3mipy cepii N3 (BUPOGHULTBO 3 NPOAYKLi
in bulk cipmun-Brpo6HMKa "BankaHtapma-
OynHiua" AL, Bonrapis) 3aTBepaXeHo:
MakcUMasbHWiA po3mip cepii 2 500 000
TabN1eToK. 3anponoHOBAHO: MaKCUMasIbHUM

3a
peyenmom

UA/17235/01/01
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMNYCK cepii) po3mip cepii 3 500 000 TabneToK.
236. | HEO-AHIH® NbOASHUKK, MO0 8 Ovsacbapma M'mM6X | HimeyunH BUNYCK cepil: HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7673/01/01
BE3 LLYKPY NbOASAHUKIB Y 6icTepi, a [vsadhapma 3miHu | TUny - 3miHn woao peyenma
no 2 6nictepu B M6X, HimeyunHa; 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
KapTOHHIA KopobLii; no BMPOBHULITBO BBeneHHs ab0 3MiHM [0 y3arasibHeHUX JaHuX
12 nboasHUKIB Y Hepo3chacosaHoi npo cuctemy capmakoHarnsgy (BBefeHHs
6nicTepi, no 2 abo no npoayKuii, y3araslbHeHVX AaHux Npo cuctemy
4 6nictepu B nepBuHHE Ta hapmakoHarnsagy, 3mMiHa yrnoBHOBaXeHOT
KapTOHHI Kopobui BTOPVHHE ocobwu, BignoBifasibHOI 3a 3MiCHEHHS
nakyBaHHS, thapmakoHarnsgy; KOHTaKTHoi ocobm 3
KOHTPO/b SIKOCTI: chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
Knoctepdpay hapmakoHarnsagy B YKpaiHi, K0 BOHa
BepniH MvM6X, BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
HimeyunHa BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsay (BKIrouvatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemu chapMakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg,
[Oitova pepakuis: Gisela Stap / l3sena WTacc.
MponoHoBaHa pegakuis: Melanie Hessmer /
Menani Meccmep. 3MiHa KOHTaKTHUX AaHuX
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6W 3asiBHMKA, BifnoBigasibHOI
3a (papmakoHarnsag B Ykpaii. Jitoua
pegakuist: Lanka OneHa BonogumupisHa.
MponoHoBaHa pepakuis: Bucoupka Onbra
[puropisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3a8BHVKa, BiANOBIAaNbHOI 3a hapMakoHarnsg,
B YKpaiHi.
237. | HEO-AHIH® NbOASAHWNKK; MO 12 [Oveadchapma MM6X | HimeuuunH Bignosigae 3a HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/10762/01/01
BULLHA NbOASAHUKIB Y 6icTepi; a BUNYCK cepil: 3MiHW | TYNY - 3MiHK Woa0 peyenma
no 2 6nictepu B [nsacapma 6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
KapTOHHI KopoobLi mM6X, HimeyunHa; BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHWX
BUPOGHMLITBO npo cucTemy papmakoHarnsgy (BBefeHHs
Hepo3dacoBaHoI y3arasisHeHNX faHnX Npo cucTemy
NPOAYKLi: thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi
Knoctepdpay ocobwu, BignoBiganbHOI 3a 34iACHEHHS
BepniH Mv6X, hapMakoHarnagay; KOHTakTHoi ocobu 3
HimeuunHa

thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSN
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHa Bif, yNOBHOBaXKEHOT 0CO6M,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsagy (Bk/rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina

cuctemu dhapmakoHarnsgy) - 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoua pepakuin: Gisela Stap / lNsena LWTtacc.
MponoHoBaHa pepakuis: Melanie Hessmer /
MenaHi M'eccmep. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiAMNOBIAa/IbHOI 3a hapMakoHarnfg. 3miHa
KOHTaKTHOT 0CO6U 3asBHWKA, BifnoBigabHOI
3a hapmakoHarnag B Ykpaini. fitoua
pepakuis: LWanka Onera BonogumupisHa.
MponoHoBaHa pepakuis: Bucoubka Onbra
IpuropisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm
3asBHVKa, BigNOBIAa/IbHOT 3a hapmakoHarnsg
B YKpaiHi.

238.

HEO-AHIH®
LWABIA

NbOAAHUKM; No 12
NbOASHUKIB y 6nicTepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

[OvBadchapma Mm6X

HimeuumnH
a

Bignosigae 3a
BUNYCK cepil:
[nsacapma
M6X, HimeyunHa;
BMPOBHULITBO
Hepo3dgacoBaHOl
NPOAYKLIi:
Knoctepdpay
Bepnin M'm6X,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT
ocobwu, BignoBifanbHOI 3a 3MiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
hapMakoHarnsgy (Bk/1rouvatouy KOHTaKTHI AaHi)
Ta/ab0 3MiHW y pPO3MiLLEHHI MacTep-thainna
cuctemu chapmakoHarnagy). 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[itoua pepakuin: Gisela Stap / lNsena LWTtacc.
MponoHoBaHa pepfakuis: Melanie Hessmer /
MenaHi Meccmep. 3MiHa KOHTAKTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI
3a papmakoHarnsg, B Ykpaini. fitoua
pepakuis: WWanka OneHa BonogumupisHa.
MponoHoBaHa pegakuis: Bucouybka Onbra
puropisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsg,
B YKpaiHi.

6e3
peyenma

UA/10972/01/01

239.

HIBANIH

Tabnetku no 10 mr, no
10 TabneTok y

AT "Cogpapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 sKocTi. FoToBUIA

3a
peyenmom

UA/3335/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

6nicTepi, no 1 abo 2
6nicTepy B KAPTOHHIi
nauuj

nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWii 3aci6. 3MiHa y
NepPBUWHHIiA yNakoBLi rOTOBOrO NiKapCbKoro
3acoby (SKicHWIA Ta KinbkicHuiA cknaa) - Teepai
nikapcbki hopmn. 3mMiHa NEPBUHHOIO
nakyBasibHoro martepiasny (MBX-nnisku) i3
«TBEPAA, 3eneHa, nposopa MNBX-nniBka» Ha
«TBEpAa, 6e36apBHa, npo3opa MBX-nniBky»,
6e3 3MiHN TOBLLUMHWN Ta 6ap’epHUX
B/1acTMBocTei. 3miHu Il Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo
[OMyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BMpo6bHULTBA
roTOBOrO NiKapCbKOro 3acoby (BUyUYEeHHs
BMNPOGYBaHHSA y NpoLeci BUPOOHULITBA, ke
MOXe MaTu iCTOTHWIA BN/IMB Ha 3arasibHy
SKICTb FOTOBOrO J1iKAPCbKOro
3ac00y)BUTyYEHHSI HACTYMHMX NMOKAa3HUKIB i3
NPOMIXHOI cneumdikaLii B npoueci
BUpo6HMLTBA J13: — «KiflbKiCHE BU3HAYEHHS
ranaHTaminy rigpobpomigy» Ha eTani
NigroToBKM CyMilli Ana TabneTyBaHHs; —
«KinbKicHe BU3HAYEHHS ranaHTamiHy
rigpobpomigy B oaHii TabneTui» Ha eTani
TabnetyBaHHs; — "30BHilLHIli BUTNAA Ta AKICTb
OPYKy Ha 6nicTepi” Ta "[loCcTOBIpHICTb HanNuciB
Ha 6nicTepi" gns eTany NePBMHHOIO
nakyBaHHs; — "30BHIlLHili BUrNag Ta sKicTb
ApyKy Ha nayyi", "KinbkicTe 6nictepis y nayui”,
"HasBHicTb iHCTPYKUIiT 4519 MeANYHOro
3acTocyBaHHA" Ta "[OCTOBIPHICTb MapKyBaHHS
Ha nauui Ta B iHCTPYKLiT" gns etany
"BTOpuHHe nakyBaHHs". Takox Bigbynucs
3MiHW y (hopMy OBaHHI BUMOT 3a
nokasHukamu «Mass of one tablet» Ta
«Uniformity of mass» Ha eTani TabneTyBaHHs
BignosiaHo o sumor Ph. Eur. 2.9.5.

240.

HIBOPAN®

Kpem, 20 mr/rno 151y
Ty6i; mo 1 Ty6i B
KapTOHHIA ynakoBL,i

CTAIA
ApuHaiimiTTens
Al

HimeyunH
a

BMPOGHMLITBO
Hepo3dacoBaHOro
NPOAYKTY,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Cepii,
BUMYCK Cepiii:
fAHcceH
PapmaLeBTnka

Benebris/
Pecny6nika
Cepbis/
HimeuunHa/
PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
BUMPAaBIEHO TEXHIYHY NMOMUIIKY Y TEKCTI
MapKyBaHHS NePBUHHOT YNakoBKW NiKapCbKoro
3acoby, fonyLueHy nig vac npoueaypu 3MiH
(Hakaz MO3 Ne 1078 Big 08.07.2025 p.), a
came y n. 6. IHWE pgoaaHo iHdopmauito: "15 1
Kpem [l 30BHILUHbOrO 3aCTOCyBaHHSA
(HasABHWI NoroTun 3asBHUKA)". 3a3HaueHe
BUNPaB/IEHHS BiAgNOBigae martepiasiam
PEECTPALLIHOIO JOCLE.

6e3
peyenma

UA/9849/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
HB, Benbris;
BMPOOHULITBO
Hepo3acosaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
«Xemothapm» All,
Bpwau, Bigain
BMPOGHMYa
AinbHuus Waba,
Pecny6nika
Cepbis;
KOHTPO/b cepiii:
CTALA
Xemocpapm CP,
PymyHist;
BUNYCK Cepil:
CTALA
ApuHaiimiTTens
Al', HimeyunHa
241. | HICTATUH- CycneHsis opasibHa, TOBAPUCTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/17727/01/01
3400POB'A 100000 MO/mn no 50 OBME>XXEHOIO 06MeXeHo 3MiHu | TUNY - 3MiHK 3 AKoCTi. CepTudikat peuenmom
My chakoHi, BIANOBIAANBHI BiANOBIAA/LHICTIO signosigHocTi/l E-cepTudikar BignosigHOCTI
3aKyrnopeHomy CTHO "®apmavueBTUYHa €Bponelicbkiin hapmakonei/moHorpadii.
KpuLKoto; no 1 «KOPIMOPAUJIA KOMNaHis MopaHHA HoBOro abo OHOB/IEHOTO
hakoHy 3i Wwnpuuy- «300POB'A» "3p0pos'a" cepTuchikata BiANOBIAHOCTI 260 BUNYYEHHS
[03aTopoM cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
CKNafeHnM y KopoobLii thapmakonei: aona A®l; ans BUxigHoro
3 KapTOHY marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
[ONs [OMNOMDKHOT peyoBUHU (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHOBReHWit cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHUKA - NOAAHHSA
OHOBJ/IEHOTO cepTudlikarta BifgnoBigHOCTI
€Bponeiicbkit hapmakonei Ne CEP 1999-099
- Rev 09 (3atBepaxeHo: CEP 1999-099 - Rev
05) ans APl HicTaTuHy Bif 3aTBEPAYKEHOTO
BMpo6Huka CAPUA BIOSERVICES S.P.A.,
Italy, skt 3MiHMB Ha3By Ha OLON S.P.A.,
Italy.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micasa
3aTBEPAKEHHS.
242. | HICTATUH- TabneTkn, BKPUTI TOBAPUCTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7727/01/01
3400POB'A 060/10HKOI0, N0 OBMEXXEHOO BMPOGHMLTBA, 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikaT peyenmom
500000 OZ; no 10 BIANOBIAANBHI KOHTPO/b SKOCTI, BignosigHocTI/IE-cepTudpikat BignosigHoCTI
Tabnetok y 6aictepi; CTHO BMNYCK cepil: €sponelicbkiin dpapmakonei/MmoHorpadii.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 2 6nictepu y «KOPIMOPALIA ToBapucTso 3 MopaHHsA HoBOro abo OHOBIEHOTO
KapTOHHIlA KopooLi «340POB’'AA», 06MeXeHo cepTudikaTa BignoBiAHOCTIi a0 BUMYyYEHHS
Ykpaina BiANOBIAA/LHICTIO cepTudikaTa BignoBiAHOCTI EBpoONechkiii
"papmMaueBTNYHa hapmakonei: ana A®l; gns BuxigHoro
KOMNaHis MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
"3p0pos'a”, LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI;
YkpaiHa; AN JOMOMDKHOI peyoBuHM (cepTudikat
BCi cTagii BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
BUPOBHMLTBA, OHoBNEeHWit cepTuddikaT Big yxe
KOHTPO/b SIKOCTI, 3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
BUNYCK cepil: OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ToBapucTBo 3 €sponeiicbkiii hapmakonei Ne CEP 1999-099
0bMexeHot - Rev 09 (3atBepgxeHo: CEP 1999-099 - Rev
BiANOBIAA/ILHICTIO 05) ana A®| HicTaTuHy Bif, 3aTBEPIKEHOr0
"®APMEKC Bupo6Huka CAPUA BIOSERVICES S.P.A.,
FPYM", YkpaiHa Italy, sikuin 3miHMB Ha3By Ha OLON S.P.A.,
Italy. BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepikKeHHs.
243. | HI®PYPOKCA3WM | kancynu TBepgi no 100 ANKANOIL AL Pecny6nik ANKANOIL AL Pecnybnika | BHeCeHHS 3MiH [0 peecTpauliiiHux maTepianis: 3a UA/16750/01/01
Db, ANTKANOIp, Mr: no 10 kancyny Ckon’e a MisHiuHa Ckon’e MiBHiYHA 3MiHu | TUNYy - 3MiHK Woao peuenmom
6nicTepi; no 1 abo no MakegoHis MakefoHis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
2 abo no 3 bnictepn y BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
KapTOHHI nauui npo cuctemy papmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaxeHoT
ocobwu, BignoBifanbHOI 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa BiJ YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/bHOI 3a 3MjACHEHHSI
hapMakoHarnsgy (BK/1rouvatoUm KOHTaKTHI AaHi)
Ta/ab0 3MiHW y PO3MiLLEHHI MacTep-thainna
cuctemn chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg.
[itoua pepakuis: Aue KyamaHoBscki / Ace
Kuzmanovski. NponoHoBaHa pefakuis: IBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX gaHuX
YNOBHOB&XEHOT 0CO6MU, BiANOBiJaIbHOI 3a
dhapmakoHarnsg.
244. | HI®YPOKCA3W | kancynu TBepgi no 200 ANKANOIL AL Pecny6nik ANKANOIL AL Pecny6bnika BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/16750/01/02
b ANKANoIpg, Mmr: no 10 kancyny Ckon’e a MisHiuHa Ckon’e MiBHiYHA 3MiHu | TUnNy - 3MiHK Woao peuenmom
6nicTepi; no 1 abo no MakegoHis MakefoHis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
2 bnictepn y BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
KapTOHHI nayu,i npo cuctemy papmakoHarnsgy (BBefeHHs
y3arasibHeHVX aHux npo cuctemy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
dhapmakoHarnsgy, 3miHa yrnosHOBaxeHoT
ocobwu, BignoBifanbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
hapmakoHarnsgy (Bk/irovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn chapmakoHarnsgy) 3miHa
YMNOBHOBA&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Aue KyamaHoBscki / Ace
Kuzmanovski. MNponoHoBaHa pefakuis: IBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
hapmakoHarang,.
245. | HOKCNPEN HasanbHuii crnipeit 0,05 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/1703/01/01
%, no 10 mny YKpaiHCbKO- YKpaiHCbKO- 3MiHu | TUNY - 3MiHK 3 AKocCTi. CepTudikat peyenma
KOHTEliHepi 3 icnaHcbke icnaHcbke signosigHocTi/l E-cepTudikar BignosigHoOCTI
npo6koto- nignpveMCcTBO niANpPMEMCTBO €Bponelicbkiin hapmakonei/moHorpadii.
posnuoBayem; no 1 "Cnepko YkpaiHa" "Cnepko YkpaiHa" 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
KOHTeHepy B nauui 3 (NOBHUIA LMKN y BiANOBigHICTb A0 MoHorpacii 4dY abo
KapToHY BMPOGHMLTBA, €Bponelicbkoi hapmakonei, abo iHwoTi
BUNYCK cepil; HaLioHanbHOT hapmakonel aepxasun €C
KOHTPO/Ib SIKOCTI) (3miHa y cneumdikauisx, nos'asaHa 3i 3MiHaMu
B J®Y, abo EBponelicbkiil thapmakonei, abo
iHLLIN HaLioHaNbHI thapmakonel fepxasu
€C) MNpuBeaeHHs crneumdikaii 4ONOMiIXHOT
peyoBunHYM MponineHrIikob y BiANOBIAHICTL A0
OHOBJ1IEHOI MOHorpacii €® "Propylene glycol".
246. | HOKCNPEN HasanbHWiA cnpei 0,05 CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/12675/01/01
AKTNB % no 10 mny YKpaiHCbKO- YKpaiHCbKO- 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT peyenma
KOHTEliHepi 3 HacocoM icnaHcbke icnaHcbke BignosigHocTI/IE-cepTudpikat BignosigHoCTi
3 po3nusoBayem; no 1 nignpMeEMCTBO nigNpMEMCTBO €sponelicbkin dhapmakonei/moHorpadii.
KOHTEliHepy B "CMEPKO "Cnepko YkpaiHa" 3MiHU, NOB'A3aHi 3 HEOOXiHICTIO MPYBEAEHHS
KapTOHHI nayu,i YKPAIHA" (NOBHWIA LKA y BiANoOBigHICTb A0 MoHorpadii 4PY abo
BMPOGHMLTBA, €sponelicbkoi dhapmakonei, abo iHwoi
BUNYCK cepil; HauioHa/IbHOT hapmakonel aepxasun €C
KOHTPO/b SKOCTI) (3miHa y cneuudpikauisix, nos'sa3aHa 3i 3MmiHaMun
B ®Y, abo Esponelicbkiin thapmakonei, abo
iHLWLIN HauioHanbHI thapmakonel gepxasu
€C) MNpuBeaeHHa cneuudikauii 4ONOMDKHOT
peyoBunHYM MponineHrnikonb y BiANOBIAHICTL A0
OHOB/1IEHOT MOHOrpadii € "Propylene glycol”.
247. | HOKCMNPEN cnpeii HazaslbHUA CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1703/01/02
ANTAYNIA 0,025 %, 15 mny YKpalHCbKO- YKpaiHCbKO- 3MiHu | TMny - 3MiHK 3 akocTi. CepTudiikaT peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTeliHepi i3 icmaHcbke icnaHcbke BignosigHocTi/l E-cepTudikar BignosigHOCTI
npo6Koto- nigNPUEMCTBO nignpUeMCcTBO €Bponelicbkiin hapmakonei/MmoHorpadii.
posnustoBayem Ta "CMNEPKO "Cnepko YkpaiHa" 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS
KPULLKOKO 3 KOHTPOIEM YKPAIHA" (NoBHWIA LUKN Y BignoBigHICTb A0 MoHorpadii 4PY abo
NnepLLoro BigKpuTTS; BUPOOHMLTBA, €Bponelicbkoi hapmakonei, abo iHwoT
no 1 koHTeliHepy B BUNYCK Cepil; HaujioHasIbHOI thapmakonei aepxasu €C
nauuj 3 KapToHy KOHTPO/Ib SIKOCTI) (3miHa y cneumdikauisx, nos'a3aHa 3i 3aMiHaMu
B ®Y, abo EBponeiicbkiit thapmakonei, abo
iHWIli HawioHaNbHIV hapmakonel aepxasm
€C) MNpuBeaeHHs crneumdikavii 4ONOMiIXHOT
peyoBuHY MponineHrnikosnb y BigNOBIAHICTb A0
OHOB/IEHOI MOHOrpadii E® "Propylene glycol”.
248. | OKTAHAT MOPOLLIOK AJ151 PO3UMHY OkTachapma ABcTpist BMPOGHMLITBO 3a Lsewis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/15468/01/01
Ans iH’ekuiin no 50 dapmaueBTrka NMOBHMM LMK/IOM 3a ABcTpisi/ 3MiHu | TUNY - 3MiHKU 3 AKOCTI. 3MiHKN A0 peuenmom
MO/mn; KapToHHa MpogykTioHcrec BUKNHOYEHHAM PpaHuin/ peecTpauiiiHoOro NocBig4YeHHS BHACIAOK iHLINX
Kopobka Nel: MicTUTb M.6.X. BTOPUHHOI HimeuunHa perynsaTopHux npoueayp. NM®/BA3®
1 chnakoH 3 NOPOLLKOM yNaKoBKU: (macTep-chaiin Ha nnasmy/3aranbHuii haiin Ha
0151 PO3YMHY ANns Oktachapma AB, BaKUMHHWIA aHTUreH). BkItoYeHHs HOBOro,
iHEKLLINA. LLBewjs; OHOBJ/IEHOTO abo 3MiHeHOro macTtep-daiina Ha

KapToHHa kopobka
Ne2: mictntb 1
chnakoH 3
PO34MHHMKOM (BOAA
Ans iH'ekuidi no 5 mn
(250 MO/chnakoH) abo
10 mn (500
MO/dnakoH)) Ta
KOMNNEeKT ans
PO3YMHEHHA Ta
BHYTPILLHbOBEHHOTO
BBefeHHs (1 wnpwy
oaHopasosuit, 1
[BOCTOPOHHA roska, 1
ronka 3 ginbTpom, 1
ronka ans iH'ekuin, 2
MPOCOYEHi CNNPTOM
TamnoHu) y nakeTi abo
6nictepi. Kopobka Ne
1 Ta Kopo6ka Ne 2
06’eQHYIOTbCA MiXK
c060t0 NNacTMKOBOID
NAiBKOO

BMPOBHMLTBO 3a
MOBHVM LVK/IOM,
BK/THOHAI0UM
Bi3yasibHy
iHCneKujto:
OkTadapma
dapmavuesTmKa
MpopykTioHcrec
M.6.X., ABCTpIs;
BMPOBHMLTBO 3a
MOBHWUM LMK/IOM 3@
BUK/OYEHHAM
BTOPUHHOI
yMakoBKU:
OxkTacapma,
dpaHuis;
BTOPUHHE
nakyBaHHS,
BizyasibHa
iHCnekujs:
OkTadhapma
[Leccay 'm6X,
HimeuumnHa;
BMPOGHMLITBO
Kpionpeujnitara:
OkTadhapma
MpogaykuioHcrecen
nwadt Joinunang
M.6.X., HimeyunHa

nnasmy y peectpauiiiHe JOCbe Ha NikapCbkuii
3aci6 (npoueaypa 2-ro etany ana NMo)
(BK/IHOYEHHSA OHOB/IEHOT0/3MIHEHOTO MacTep-
chaiina Ha nnasmy, AKLO0 3MiHW He BNAMBalOTb
Ha B/1ACTMBOCTI FOTOBOrO /IKAPCbKOro 3acoby).
OHoBeHHS MacTep-haiiny mactep-caiina Ha
nnasmy y peectpauiiiHomy Aocbe. 3MiHW He
BMN/IMBAIOTb HA B/1ACTUBOCTi TOTOBOrO
nikapcbKoro 3acooby.
3arBepaKeHo:
EMEA/H/PMF/000008/05/11/031/G.
3anponoHoBaHo:
EMEA/H/PMF/000008/05/AU/032/G
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
249. | OKTAHAT MOPOLLIOK A1 PO3UMHY OkTachapma ABcTpist BMPOGHMLITBO 3a Lsewis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15468/01/02
Ans iH'ekujii no 100 dapmaueBTuka NMOBHWM LMK/IOM 3a ABcTpisi/ 3MiHY | TUNY - 3MiHK 3 AKOCTi. 3MiHK A0 peuyenmom
MO/mn; KapToHHa MpogykTioHcrec BUKNHOYEHHAM PpaHuin/ peecTpawiiHoro NocBiAYeHHS BHAC/ILOK IHLLUNX
Kopobka Nel: MicTUTb M.6.X. BTOPUHHOT HimeuunHa perynsaTopHux npoueayp. NM®/BA3®
1 chnakoH 3 NOPOLLKOM yNaKoBKU: (macTep-chaiin Ha nnasmy/3aranbHuii haiin Ha
ONA po3UnHy Ana OkTachapma AB, BaKLUMHHWIA aHTWUreH). BKIOYEHHS HOBOrO,
iH'exuili. KapToHHa LLBewjs; OHOBJ/IEHOTO abo 3MiHeHOro macTtep-daiina Ha
kopob6ka Ne2: micTuTb BUPOGHMLTBO 3a nnasmy y peectpauiliHe JOCbe Ha NikapCbKuii
1 donakoH 3 MOBHUM LMK/IOM, 3aci6 (npouenypa 2-ro etany ans NM®)
PO34MHHMKOM (BOAA BK/THOHAI0UM (BK/IOYEHHS1 OHOB/IEHOTO/3MIHEHOTO MacTep-
Ans iH'ekuin no 10 mn Bi3yasibHy (haiina Ha nnasmy, SiKLLLO 3MiHU HE BMNNBAKTb
(1000 MO/hnaxoH)) iHCnekKu;jto: Ha BNacTMBOCTI FOTOBOrO /liKapCbKOro 3acoby).
Ta KOMMNIeKT AN OkTadapma OHoBreHHS MacTep-haiiny mactep-caiina Ha
PO3YMHEHHA Ta dapmMaLeBTUKa nnasmy y peectpauiiHomy Aocbe. 3MiHW He
BHYTPILLHbOBEHHOTO MpogykTioHcrec BN/IMBaIOTb Ha B/1ACTUBOCTI FOTOBOrO
BBeAeHHs (1 wnpwy, M.6.X., ABCTpis; nikapcbKoro 3acoby.
ofiHopasoBwuid, 1 BUPOGHMLTBO 3a 3arBepAXKeHo:
[OBOCTOPOHHSA roska, 1 NOBHMM LMK/IOM 3a EMEA/H/PMF/000008/05/11/031/G.
ronka 3 goinbTpom, 1 BUK/OYEHHAM 3anponoHoBaHo:
ronka ans iH'ekujn, 2 BTOPWHHOI EMEA/H/PMF/000008/05/AU/032/G
NPOCOYEeHi CNMPTOM yNaKoBKM:
TamnoHu) y naketi abo OxkTtacapma,
6nictepi. Kopobka Ne PpaHuis;
1 Ta Kopo6ka Ne 2 BTOPVHHE
06’eQHYI0TbCA MiXK nakyBaHHs,
€06010 NNAaCTUKOBOIO BisyasibHa
NAiBKOO iHCnekujs:
OkTadapma
[Leccay M'm6X,
HimeuuunHa;
BMPOGHMLTBO
Kpionpeujnitara:
OkTadapma
MpogaykuioHcrecen
nwadt JoiAunaHg
M.6.X., HimeyunHa
250. | OJIACIH® Tabnetku, Wo TOB "ACIHO YkpaiHa IxeHecapm CA pevis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/18649/01/01
amcnepryoTscs B YKPAIHA" 3MiHu | TUNYy - 3MiHK Woao peyernmom
POTOBI NOPOXHWHI, NO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
5 mr, no 7 TabneTok y BeefieHHs1 @60 3MiHV A0 y3arasibHeHUX JaHnX
6nictepi; no 4 npo cuctemy papmakoHarnsgy (BBefeHHs
6nicTepy B KAPTOHHIi y3araJlbHeHUX AaHux npo cucrtemy
nauuj thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi
ocobwu, BignoBifanbHOI 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHa Bifl yNOBHOB&XEHOI 0CO6M,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BigNoBiAa/IbHOI 32 3[iACHEHHSI
hapmakoHarnsgy (Bk/rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn chapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0cobm
3a8BHMKA, BiANOBIAaNIbHOI 3a (hapmakoHarnsg
251. | OJIACIH® Tabnetku, Wo TOB "ACIHO YkpaiHa IxeHecapm CA pevis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/18649/01/02
ancnepryoTscs B YKPAIHA" 3MiHu | TUNYy - 3MiHK Woao peyernmom
POTOBI NOPOXHWHI, NO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
10 wr, no 7 TabneTok y BeefieHHs1 @60 3MiHV A0 y3arasibHeHUX JaHnX
6nictepi; no 4 npo cuctemy papmakoHarnsgy (BBefeHHs
6nicTepy B KAPTOHHIi y3araJlbHeHUX AaHux npo cuctemy
nauuj thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi
ocobwu, BignoBifanbHOI 3a 3MiCHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa BiJ YNOBHOBaXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapMakoHarnsgy (Bk/1rouvatouy KOHTaKTHI AaHi)
Ta/ab0 3MiHW y pPO3MiLLEHHI MacTep-thainna
cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOi 0cobm
3a8BHMKa, BiANOBIAaNbHOI 3a (hapmakoHarnsg
252. | ONIAETPUM® Kancynu m'ski, 20 000 dapmaLleBTUYHNI Monblwa BignosigansbHuii MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/20905/01/01
A3 ®OPTE 20 MO; no 10 a6o 14 3aBof, 3a BUNycK cepil: BUNPAB/IEHHS TEXHIYHOI NOMW/IKK, NOB’A3aHO 3 peyernmom
000 Kancyn y 6nictepi; no «[MONIb®APMA» dapmaueBTUYHNI HEKOPEKTHUM nepeHeceHHsaM iHhopmali 3
1 (Ne 10 a6o Ne 14), 2 C.A. 3aB0/, marepianis BUPO6GHUKA A0 METOZIB KOHTPO/IHO,
(2 x Ne 10) a6o 3 (3 x «MONb®APMA» B po3gini «Cneymdikanis» 3a nokasHNUKOM
Ne 10), 6nictepu B C.A, MonbLa; «KinbkicHe BU3HaueHHs BiTamiHy [13 BuMoru
KapTOHHIA KopoobLi Brpo6HMLUTBO, Ons cneumdikayii Ha TepMiH NPUAATHOCTI».
nepBuHHe, 3a3HaueHe BMNpaB/IeHHs BiAMNoBiAae
BTOPUHHE LOKyMEeHTaLiT BUPOGHKKa, sika npeacTaBneHa
nakyBaHHs, B apXiBHUX MaTepianax.
KOHTPO/b cepil:
dapmaleBTUYHNI
3aBof,
«MNOJIb®APMA»
C.A., MonbLia
253. | ONIPEH®-100 Kancynm TOB «TeBa Ykpaina Brpo6HMUTBO LLiBeiiuapis/ | BHeECEHHs 3MiH A0 peecTpauiliHnx MaTepianis: 3a He UA/5124/01/01
CP AENOKANC | nponoHrosaHoi gji no YkpaiHa» Hepo3chacosaHol HimeuunHa 3MiHu | TURY - 3MiHN LWoAao peyenmom nionsea
100 wr; no 10 kancyn npoaykuii, 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy. €
y 6nicTepi; no 2 KOHTPO/b SIKOCTI, 3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
6nicTepy B KOpPOOL [03BiN Ha BUMYCK 3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
cepii: AumMHo MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
dapma Al, perynsipHo OHOBJ/IHOBAHOIO 3BIiTYy 3 6e3neku
LLBeiiuapis; nikapcbKoro 3acoby, abo focnigpkeHs 3
MepBuHHA Ta 6e3nekn 3acToCyBaHHs /1ikapCbKoro 3acoby B
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BTOPUHHA nicnspeecTpauiiHnii nepiog, abo sk
ynakoBka: ALMHO pe3ynbTaT OLiHKK 3BiTY 3 AOCNIAKEHD,
dapma Arl, npoBefeHnxX Bi4NOBIAHO [0 NnaHy
LLiBeiuapis; negjiarpnyHux gocnigpkeHs (PIP) (iHwi 3miHW).
popatkoBa 3MiHM BHECEHI 10 iIHCTPYKUii AN MegnyHoro
na6oparopis, Lo 3acToCyBaHHSA fikapcbKoro 3acoby Ao po3ainis
npuiiMae y4acTb B "MpoTunokasaHHs", "OcobamBoCTi
KOHTpONI cepil: 3acTtocyBaHHs", "Mo6ivHI peakui™ woao
YHTEpP3yXyHrCiHCT 6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby.
UTyT Xennenep TepmiH BBeAEHHS 3MiH MPOTAroM 6 MicauiB
'M6X, HimeyunHa nicnsa 3aTBEPKEHHS.
254. | OMEMNPA30/ Kancynm 3 AHnaHTa Megikeap Benvka ApTypa IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/12374/01/01
AHAHTA MogudpikoBaHUM nrp. BputaHis dapmacbloTikan3 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
BUBINIbHEHHSIM MO 20 Met. 114. nikapcbkuii 3aci6. KOHTpOb roToBOro
mr; no 10 kancyny NiKapcbKoro 3acoby (iHLi 3MiHN) OHOB/EHHSA
6nicTepi; no 3 a6o 10 BXE 3aTBEPKEHUX METOAIB KOHTPO/IO SKOCTI
6nicTepiB y KAPTOHHIl N3, a came BUKNALEHHS TEKCTY [epXaBHO
Kopoobui MOBOIO 3lijHO Cy4aCHUX BUMOT Ta BHECEHHS
pejakuifiHuX NpaBoK BiANOBIAHO A0
MaTtepianis BUpo6Hvka MN3. 3miHu | Tny -
3MiHM 3 AKOCTi. F0TOBWMIA NiKapcbknii 3aci6.
KOHTpOsb roToBOro fikapcbKoro 3acoby. 3MiHa
y MeTogax BUnpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLWwi 3MiHK) 3amiHa
po3gainy «I'padiiyHe 306paXKeHHsT yNakoBKu»
Ha po3ain «MapkyBaHHs. Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHS».
255. | OM/1oC AyO kancynu, Teepgi, 0,5 ANKANOIL AL Pecny6nik BMPOGHMLTBO IcnaHis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/19278/01/01
mr/0,4 mr; no 30 Ckon’e a MisHiuHa NPOMIXHOT Pecny6nika 3MiHu | TUnNy - 3MiHK Woao peuenmom
Kancyn y cnakoHi MakegoHis npoaykuii MiBHIuHA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
(kancynny (ayTacTepig MakepfoHis/ BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
nonieTnaeHoBoMy kancynm PymyHis npo cucTemy hapmakoHarnsgy (BBefeHHs

h/1aKoHi 3 KPULLIKOHO,
AKka MICTUTb OCyLLyBaY
cunikarens); no 1
pNaKoHy Y KapTOHHIN
Kopoobui

XenaTtuHoBi M'sIKi),
Ta roToBOro
nikapcbKoro

3aco6y; nepBMHHa
Ta BTOPVHHA

ynakoBka,
KOHTPO/b AKOCTI
(XiMivHWiA/i3nyHM
1):
NNABOPATOPIOC
NNIECH ®APMA
C.A., IcnaHis;
BTOPWHHE
nakyBaHHs
(anbTepHaTMBHUI
BMPO6HUK): ATAIC

y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHOI
ocobu, BignoBigasibHOI 3a 3AiACHEHHSI
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0Co6M,
BiANoBiAabHOI 3a 3MjACHEHHS!
hapmakoHarnsgy (Bk/rouvatoum KOHTaKTHI AaHi)
Ta/ab0 3MiHWN y pPO3MiLLeHHI MacTep-thainna
cuctemu chapmakoHarnagy). 3miHa
YNOBHOBAaXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa/IbHOI 3a hapmakoHarnsg.
[Oitova pepakuisa: Aue KyamaHoBcki / Ace
Kuzmanovski. NponoHoBaHa pefakuis: IBoHa
TpneHocka Anekcoscka / lvona Trpenoska
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbK020 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
DAPMA, C.J1., Aleksovska. 3MiHa KOHTaKTHUX JaHnX
IcnaHis; YNOBHOBaXeHOT 0co6u, BignoBifanbHOT 3a

KOHTPO/Ib AKOCTI
(mikpobionoriyuHa
ynucTOoTa):
NABOPATOPIO
EYEBAPHE, C.A,,

Icnanis;
BUNYCK Cepil:
ANIKANOIQ AL
Ckor’e,
Pecny6nika
MiBHiuHa

MakefoHis;
BMPOGHMLITBO
MPOMiXKHOT
npoaykuii (nenetu
TamcynosvHy 3
MoamnhikoBaHUM
BUBI/IbHEHHAM):
K.O. 3EHTIBA
C.A., PymyHis;
BTOPWHHE
nakyBaHHs
(anbTepHaTMBHUI
BUPOGHMK):
MAHAHTIAN
IHTEIPA, C.J1.10.,
Icnaris;
KOHTPO/Ib AKOCTI
(XiMiyHWiA/i3nyHK
i, MikpobionoriyHa
yncTOoTa):
HET®APMANAB
KOHCANTIHT
CEPBICEC,
IcnaHis;
KOHTPO/Tb AKOCTI
(XiMiyHMA/chi3nyHN
n): PYHOACIOH
TEKHANIA
PE3EAPY EHA
IHHOBATbLOH,
Icnanis;
BMPOGHMLITBO
MPOMiXKHOT
npoaykuii (nenetu
Tamcyno3vHy 3

hapmakoHarnng,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MoamnhikoBaHUM
BUBI/IbHEHHAM)
BTOPUHHE Ta
nepBuHHE
nakyBaHHs
(anbTepHaTuBHUIA
BVPOGHWK):
NABOPATOPIOC
NIKOHCA, C.A,,
Icnaxis
256. | OHOPIO Tabnetku no 5 mr, no CaHpo3 CnoBeHis nepBuHHa Ta HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/12448/01/01
10 TabneTok y dapmacbioTikans BTOPVHHA PymyHis/ 3MmiHu | TUny - 3miHn woao peyenmom nionsiea
6nicTepi; no 2, abo no a.a. yrakoBKa, Monbwa/ 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. €
3, abo no 6, abo no 9 KOHTPO/b, A03BIN TypeyuunHa 3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
6nicTepiB y KAPTOHHIN Ha BUMYCK cepii: 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
Kopobui Cantotac ®apma MeJMNYHOro 3acTOCyBaHHSA Ha MigcTaBi
m6X, HimeyunHa,; perynisipHoO OHOBJIKOBAHOTO 3BITY 3 6e3neku
KoHTposb: C. K. nikapcbkoro 3acoby, abo gocnimkeHb 3
Canpo3 C. P. 1., 6e3neky 3acToCyBaHHSA ikapCbKoro 3acoby B
PymyHist; nicnsipeecTpauiiHuii nepiog, abo sk
nepBuHHa Ta pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IKEHD,
BTOPMHHA npoBefAeHuX BiANOBIAHO A0 NnaHy
yrnakoBkKa, negiatpnyHux gocnimxkers (PIP) (3MiHy
KOHTPO/1b, [03BiN Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHUM
Ha BUMYCK cepii: opraHom). 3MiHU BHECEHO B IHCTPYKLil0 AN
Nek C. A, MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
Monbua; [0 po3ginis "B3aemogia 3 iHWNMKN
BMPOGHMLITBO nikapcbkMmn 3acobamu Ta iHWi BUuam
Hepo3acoBaHoOro B3aemogiin” Ta "OcobMBOCTi 3acTOCyBaHHA"
NPOAYKTY: BiANOBIAHO A0 OHOBMEHOI iHChopMaLi Woa0
Canpos pyn 6e3nekn 3acToCyBaHHA fil0401 peYOBUHN
Carnuk YpyHnepi 3rifHO 3 pekoMeHpauieio PRAC. TepMiH
Inaknapi CaH. Be BBE/EHHSA 3MiH NPOTArom 6 micauis nicns
Tik. A.C., 3aTBEPKEHHA.
TypeyynHa
257. | OPTAMETPUN Tabnetkun no 5 mr; no OpraHoH CeHTpan | Lseliyapi 3a MOBHUM Higepnangy | BHeCEHHs 3MiH A0 peecTpauiliHix maTepianis: 3a UA/2844/01/01
® 30 TabneTtok y lcT TM6X a umkniom: H.B. 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
6nictepi; no 1 OpraHoH HaliMeHyBaHHsi Ta/abo agpecy Micus

6nicTepy y KapTOHHiIl
Kopoobui

NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
(BkNtOUaKoUM, 3a HeobXigHOCTI, Micue
NpoBeAEeHHS KOHTPO/O AKOCTI), abo BNacHuka
mMacTtep-aiina Ha A®|, abo nocTayanbHVKa
Adl/BuxigHoro
MaTepiany/peareHTy/NpoMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOGHULTBI AP (KO
3a3HaveHo y [0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkiin dhapmakonei y 3aTBepaKeHOMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCBE).
OHOB/EHHS IOPUANYHOT afpecn BUPOOHNYOI
AiNbHULI, BiANOBIAaUTbHOI 38 BUPOOGHMLTBO
NPOMDKHOrO NPOAYKTY Aito40l peyoBUHN
niHecTpeHony Laurus Labs Limited, 6e3 3miHu
MicCLie3HaXOMKEeHHS.
3arBepaKeHo:
Laurus Labs Limited
SY No. 31, Plot No. 102 & 103, Ramky
Pharma City Ltd Sez,
Parawada, Visakhapatnam
531019 Andhra Pradesh, India
3anponoHoBaHo:
Laurus Labs Limited
Plot No. 102 & 103,
Visakha Pharmacity Limited
SEZ, Parawada
Anakapalli — 531019
Andhra Pradesh
India
258. | OPIrN® TabneTku, BKpUTI TOB «[NIEA®APM YkpaiHa KYCYM IHAis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: - UA/21088/01/01
060/10HKO10, N0 500 NT0» XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
mr; in bulk Ne 4000 nTa nikapcekuii 3aci6. Cuctema
(10x400): no 10 KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
Tabnetok y 6nictepi, pPO3Mipy ynakoBKv roTOBOrO NikapCbKoro
no 400 6nicTepis B 3aco6y (iHWi 3MiHK) - BBEAEHHSA J0AAaTKOBOI
KapTOHHIA Kopobui; in ynakoBku y doopmi in bulk y 38'A3ky 3
bulk Ne 8000 BUPOBHNYOI HEOBXIAHICTIO
(10x800): no 10
Tabnetok y 6nictepi,
no 800 6nicTepis B
KapTOHHI/ Kopobui
259. | OPrin® TabneTku, BKpUTI TOB «MMEA®PAPM Ykpaina KYCYM IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a He UA/7654/01/01
060/10HKO10, N0 500 NT0» XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA peyenmom nionsea
mr; no 10 TabneTok y nTa nikapcbkuii 3aci6. KOHTpoNb roToBOro €
6nicTepi; no 1 nikapcbKkoro 3acoby. 3MiHa y meToax
6nicTepy B KapTOHHiIl BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby
ynakoBLi (He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BUMNPOOYBaHHS) - 3MiHa B METOax KOHTPO/IIO
SIKOCTi 38 NOKa3HMKOM «CynpoBifHI AOMILLIKM».
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuit 3aci6. KOHTponb roToBoro
niKapcbKoro 3acoby (iHwWi 3MiHW) - nepeknaz
MKS$ 3 pocilicbkoi MOBW Ha yKpaiHCbKy MOBY
015 NpUBEAEHHSA Y BiANOBIAHICTL i3 BUMOramu
UYMHHOI pefakuii Hakazy MO3 YkpaiHn Ne 426
Bi 26.08.2005. 3miHu | TMny - 3MiHM 3 AKOCTI.
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PeecmpayjiliHa npoyedypa

Ymosu Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

[oTOBWIA Nikapcbkunii 3aci6. CTabiNbHICTb.

Bionycky yBaHHs1

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

HimeyunHa

3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO J1iKapCbKOro 3acoby
(36inbLUEHHST TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ns Toprosoi ynakoBKu
(nigTBEPMAXYETLCA JaHUMW PEasIbHOro Yacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
NikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTtiB AOBrOCTPOKOBUX AOC/IHKEHD
CTabiNbHOCTI Y peasIbHOMY Yaci:
3aTBepmkeHo: TepMiH NpuaaTHOCTI 3 POKKU.
3anponoHoBaHo: TepMiH NPUAATHOCTI 4 POKK.
3MiHM BHECEHO B IHCTPYKUiIO 415 MeAUYHOT0
3acTocyBaHHSs NikapcbKoro 3acoby y po3gin
"TepMmiH npuaaTHOCTI". BBeAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPMKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
PO3Mipy YnakoBKv roTOBOrO /iKapCbkoro
3aco6y (iHWi 3MiHW) - BBEAEHHSA [0AAaTKOBOI
ynakoBku y doopmi in bulk y 38'A3ky 3
BVMPOGHMYOK HEOOXIAHICTHO
BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:

3a

UA/16115/01/01

260.

ODEB®

Kancynm m'siki no 100
mr, no 10 kancyny
6nictepi; no 6
6nicTepiB y KAPTOHHIN
ynakoBLi

Bepinrep
IHrenbxanmv
IHTepHewHN MTv6X

HimeyunH
a

MepBuHHE
(6nictepn) Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/b AKOCTI
3a MOKa3HUKOM
Mikpo6ionoriyHa
yucToTa Ta BUNycK
cepiii nikapcbKoro
3acoby: bepiHrep

IHrenbxainm
dapma MmbX i
Ko.KT, HimeuuunHa;
Brpo6HMLTBO,

ynakoBska Ta
KOHTPO/b SIKOCTI
(3a BMK/IHOYEHHAM
Mikpob6ionoriyHol
4yMCTOTH) Kancyn

bulk (e
po3dacoBaHoi pvi3vikamu» Ta AOAATKIB Y 3B'A3KY 3
npoaykuii): [ofaBaHHAM nNpobaem 6e3nekun, NoB’a3aHnx 3
KaraneHt HOBVM MOKa3aHHSM A/151 3aCTOCYBaHHSA

3MiHu |l TUny - 3MiHK WoAao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BMAadi peecTpayiiiHoro nocBigyeHHs,
BK/IIOYaK0uM MNnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3MiH(1), Aki(a) BUMaratTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM
[04aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
KOMMETEHTHWM OpraHoM, OCKifIbKM
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM
opraHom). 3asiBHMKOM BepiHrep IHrenbxaiim
IHTepHewHn M'm6X, HimeyurHa HagaHo
KOHCONiAoBaHy BEPCito MaHy ynpaBAiHHSA
pusukamun 12.3 (o Bktoyae Bepcii 12.0 Ta
12.2) ansa nikapcbKkoro 3acoby OPEB®,
Kancynu m ski no 100 mr Ta no 150 mr; no 10
Kancyn y énictepi, no 6 6nicTepiB y KapTOHHiIl
ynakoBLi. 3MiHVM BHEeCeHi A0 YacTuH: Il
«Cneundikauis 3 6e3nekm», Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMizaw,i
pu3ukiB» , VI «Pe3tome nnaHy ynpas/iiHHA

peyerimom
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ynakoBLi

KOHTPO/b SIKOCTI,
KOHTPO/b SIKOCTI
3a NOKa3HMKOM
MikpobiosnoriyHa
yucToTa Ta BUNycK
cepiit nikapcbkoro
3acoby: bepiHrep
IHrenbxainm
dapma MmbX i
Ko.KI', HimeuuwnHa,;
Bupo6bHMLTBO,
ynakoBka Ta
KOHTPO/Ib SIKOCTI
(3a BMK/TIOYEHHAM

Mikpob6ionoriyHoi

BK/ItOYar0umM MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(M), siKi(a) BUMaratoTb(€)
NoA&asTbLIOro 06rPYHTYBaHHS HOBUMM
[0[aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom). 3asBHMKOM BepiHrep IHrenbxarim
IHTepHewwHn MM6X, HimevunHa HagaHo
KOHCONiAoBaHy BEPCIt0 MaHy ynpaBAiHHA
pvsvkamu 12.3 (Lo BkItoYae Bepcii 12.0 Ta
12.2) ana nikapcbkoro 3acoby OPEB®,
Kkancysm m ki no 100 mr Ta no 150 mr; no 10
Kancyn y 6nictepi, no 6 6nicTepiB y KapTOHHIl

ynakoBLi. 3MiHV BHeceHi A0 YacTuH: Il

«Cneundikauis 3 6esnekm», Il «MnaH 3

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
HimeuyunHa nikapcbKoro 3acoby (B YkpaiHi He
E6epbax MvbX, 3aTBEpPAXYETLCA). 3MiHM Il TUNY - 3MiHK WoA0
HimeuumnHa; 6e3nekn/edeKTUBHOCTI Ta hapmakoHariagy.
AnbTepHaTBHa BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
na6opartopisa ans YMOB BMAaui peectpavyiiiHoro nocBigyeHHs,
npoBefeHHs BKtOYaroun MnaH ynpasniHHA pyu3nkamu
KOHTPOJO SKOCTI (3acTocyBaHHs 3MiH(1), siKi(a) BUMararTb(€)
(3@ BMK/IOYEHHAM noAabLIOro 06I'PYHTYBaHHSA HOBUMM
Mikpob6ionoriuHoi [04aTKOBMM [aHuMuU, Lo MaloTb HajaBaTucs
yncToTn): A eHg, KOMNETEHTHUM OpraHoM, OCKI/TbK/
Em WUTABTECT BUMaraeTbCs CyTTEBA OLjiHKA KOMMNETEHTHUM
Na6op cyp opraHom). 3asBHWUKOM BepiHrep IHrenbxaim
AHamITUK yHA, IHTepHewHn M'v6X, HimeuyurHa HagaHo
Cra6initatcnpydy KOHCOANif0BaHy Bepcito nnaHy ynpasBniHHA
Hr TM6X, pusvkamu 12.3 (Lo BkIoYae Bepcii 12.0 Ta
HimeuumnHa; 12.2) ansa nikapcbkoro 3acoby OPEB®,
AnbTepHaTMBHa Kancynu m siki no 100 mr Ta no 150 mr; no 10
nabopartopia ans Kancyn y 6nictepi, no 6 6nicTepiB y KapTOHHIl
npoBefeHHs ynakoBLj. 3MiHM BHECEHI 0 YacTuH: ||
KOHTPOJO SIKOCTI «Cneuundikauis 3 6e3nekn», Il «MnaH 3
MikpobionoriuHoi thapmakoHarnagy», V «3axoau 3 MiHiMizaw,i
yuctotu: Crc pu3ukiB» , VI «Pe3tome nnaHy ynpas/iiHHA
IHCTUTYT pu3nkamu» Ta f0AATKIB Y 3B’A3KY 3
dpeseHiyc MvbX, [ofaBaHHAM Npobaem 6e3nekun, NoB’s3aHnx 3
HimeyumHa; labop HOBUM MOKa3aHHAM /19 3aCTOCYBaHHS
NC CE eHg, Ko. KT, nikapcbKoro 3acoby (B YkpaiHi He
HimeuunHa 3aTBepaxyeTbes). Pestome MYP Bepcis 12.3
[00a€ETbCA.
261. | OPEB® Kancysm m'siki no 150 BepiHrep HimeuuunH MepBUHHE HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16115/01/02
mr, no 10 kancyny IHrenbxanm a (6nictepn) Ta 3MiHn |l TUny - 3MiHK Wwoao peyenmom
6nicTepi; no 6 IHTEepHewwHn M'meX BTOpPUHHE 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepiB y KAPTOHHIl nakyBaHHs, BHeceHHs abo 3miHa(u) 40 3060B'A3aHb Ta
MapKyBaHHS, YMOB BMadi peecTpayiiiHoro noceigyeHHs,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
YNCTOTH) Kancyn thapmakoHarnagy», V «3axoau 3 MiHiMisaw,i
bulk (He pusukiB» , VI «Pe3tome nnaHy ynpas/iHHA
po3chacoBaHoi pu3vKamun» Ta AOAATKIB Y 3B'A3KY 3
npoaykuii): [0faBaHHAM Npob6iem 6e3neku, NoB'a3aHnX 3
KaTtaneHt HOBUM MOKa3aHHAM /19 3aCTOCYBaHHS
HimeuunHa nikapcbKoro 3acoby (B YkpaiHi He
E6epbax Mv6X, 3aTBepAXyeTbCA). 3MiHM |l TRy - 3MiHM WoA0
HimeuuunHa; 6e3nekn/edekTBHOCTI Ta thapMmakoHarnagy.
AnbTepHaTBHa BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
nabopartopia ans YMOB BMAaui peecTpayiiiHoro nocBigyeHHs,
npoBefeHHs BK/ItOYaroumn MNnaH ynpasniHHSA pusukamm
KOHTPO/O AKOCTI (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
(3@ BMK/HOYEHHAM noAasibLIOro 06I'PYHTYBaHHSA HOBUMM
Mikpob6ionoriyHoi [04aTKOBUM [aHuMu, Lo MaloTb HajaBaTucs
uncToTn): A eHg KOMMNETEHTHUM OpPraHoM, OCKI/TbKU
Em WWTABTECT BVMAaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
Na6op cyp opraHom). 3asiBHMKOM BepiHrep IHrenbxaiiMm
AHaNITUK yHA, IHTepHewHn M'v6X, HimeyurHa HagaHo
Crabinitatcnpydy KOHCONiA0BaHy BEPCIt0 MaHy ynpaBAiHHSA
Hr TM6X, pusnkamu 12.3 (o Bktoyae Bepcii 12.0 Ta
HimeuuunHa; 12.2) ana nikapcbKoro 3acoby OPEB®,
AnbTepHaTuBHa Kancynu m siki no 100 mr Ta no 150 mr; no 10
na6opartopisa ans Kancyn y 6nictepi, no 6 6nicTepiB y KapTOHHIl
npoBeAeHHA ynakosLji. 3MiH1 BHECEHI A0 YacTuH: Il
KOHTPOJO SKOCTI «Cneundikauis 3 6e3nekm», Il «MnaH 3
Mikpob6ionoriyHoi thapmakoHarnagy», V «3axoau 3 MiHiMizaw,i
yuctotu: Crc pu3ukiB» , VI «Pe3tome nnaHy ynpas/iHHA
IHCTUTYT pu3nkamu» Ta fOAATKIB Y 3B’A3KY 3
®peseHiyc MvbX, [ofaBaHHAM nNpobaem 6e3nekun, NoB’a3aHnx 3
HimeuumnHa; Nabop HOBWM MOKa3aHHAM /191 3aCTOCYBaHHSA
NIC CE eHpg Ko. KT, nikapcbKoro 3acoby (B YkpaiHi He
HimeyunHa 3aTBepaxyeTbes). Pestome MYP Bepcisa 12.3
[03€ETLCA.
262. | OD/IOKAIH- masb no 15rabo 301 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/7088/01/01
OAPHNLUA® y Ty6i; no 1 1y6i y "®apmMaLeBTnyHa "papMaueBTUYHA 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADIl. KOHTpob peuenmom
nauuj dipma "apHuua” ipma "AapHuus" A®I. 3miHa y napameTpax cneuudikauii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BUXIAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTBCSA Y NpoLieci BUPOOHMLTBA
A®I (iHWi 3MiHW)
-BHECEHHS 3MiH [0 MaTepianis
peecTpaujiHoro gocke Ha 13 gnsa BxigHoro
KOHTpON0 Ha A®I NligokaiHy rigpoxnopuz,
BMpo6HMLUTBa thipmn GUFIC BIOSCIENCES
LIMITED, a came: NOKa3HUK «3a/IULLKOBI
PO3YMHHKKM» BifNOBIAHO A0 pekoMeHAaaLil
[dY 3miHeHO Ha3By po3ainy 3 «3a/IMLLKOBI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

KifIbKOCTi OpraHiyHnX PO34MHHUKIB» Ha
«3a/ILLKOBI PO3UMHHUKW». Ona Ad|
BMpo6HMLUTBa thipmn GUFIC BIOSCIENCES
LIMITED , India, HOpMyBaHHsA NpYBEAEHO 40
BMMOT aKTyaslbHUX MaTepianiB BUpobHuka. Y
3B'A3KY 3 LIMM, 3 METOI OnTuMmiI3aLjii Ta
MOKpaLLEeHHs aHaiTMYHMX NapameTpis, 6yo
pO3p0o6/1eHO METOAUKY KOHTPO/IIO BU3HAYEHHS
3aIMLLIKOBUX PO3UMHHVKIB. MeToamnkKy
BaNifoBaHo, 3a pesynbTatamu Banigaw,i
BHECEHO TepMiHW NPUAATHOCTI PO3UYUHIB.
HopMyBaHHsi Ta METOAMKY KOHTPONA ANS
Bupo6Huka SOCIETA ITALIANA MEDICINALI
SCANDICCI, Italy, 3anuwweHo 6e3 3MmiH.
CynyTHS 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA A®l abo BMXigHOTO
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPOOHMLTBA
A (iHWi 3MiHM Yy MeTogax BUNPOOYBaHHS
(BkNtOYarOUM 3aMiHy abo [0MNoBHEHHS) API
ab60 BMXigHOro/MPOMIXKHOIO NPoAyKTY) - 3MiHu |
MYy - 3MiHKU 3 AKOCTi. A®I. KOHTponb AdI.
3MiHa y napameTpax cneuudikauiin Ta/abo
[OMYCTUMNX MEX, BUHAUYEHUX Y
crneundikauisx Ha A®l, abo
BUXIZHWIA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYHOTBCS Y NPOLLeCi BUPOOHMLTBA
A®| (iHWi 3MiHW) - BHECEHHS 3MiH 10
marepianiB peecTpauiiHoro gocke Ha 13 ans
BXiJHOro KOHTpO/0 Ha A®I fligokaiHy
rigpoxnopug, supobHuyTea ipm SOCIETA
ITALIANA MEDICINALI SCANDICCI, ltaly, i
GUFIC BIOSCIENCES LIMITED, a came:
HOPMYBaHHS Ta METOANKY KOHTPONS
nokasHuka «MikpobionoriyHa ynctoTa»
NpuBELEHO Y BiAMNOBIAHICTb A0 BUMOT €D,
2.6.12, 5.1.4. NoKa3HUK «PO3UYMHHICTb»
BignosigHo fo sumor APY 1.4 «MoHorpadii»,
cTaTTi E® 1.5.1.7 «Characters» mae
pekomMeHAaLiliHWi XxapakTep, Ha Ui niacTasi,
BVMOIU [0 PO3YUHHOCTI Cy6CTaHLl
nepeHeceHo [0 3ara/lbH1X B1acTUBOCTEN.
CynyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMnpobyBaHHA APl abo BMXigHOTO
mMaTepiany/npomiKHOro NpoayKTy/peareHTy,

LLI0 BUKOPUCTOBYETLCSA Y NpoLeci BUpobHULTBA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
A®| (He3HAYHI 3MiHN Y 3aTBEPKEHUX
MeTofax BUNpobyBaHHS)
263. | NAHTOMPA30O | Tabnetku TOB «TeBa Ykpaina TeBa ®apma IcnaHis BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a UA/16874/01/01
N-TEBA racTpope3nCTEHTHI No YkpaiHa» CJY. 3miHu | Tvny - 3MiHK WwWoao peyenmom
40 mr; no 7 TabneTok y 6e3nekun/ethekTVBHOCTI Ta dhapMakoHarnsgy
6nicTepi, no 2 abo 4 (iHLWi 3MiHM). OHOBNEHO TEKCT MapKyBaHHS
6nicTepy B KOpPOO6L; NepBUHHOT Ta BTOPUHHOI YMakoBKU
no 10 TabneTok y nikapcbKoro 3acoby, a came BUy4YeHO
6nicTepi, no 3 TUTY/IbHY CTOPIHKY [0 TEKCTY MapKyBaHHS,
6nicTepy B KOpPOO6L; 3a3HayeHo iHhopmau,ito Woa0 3asBHUKA Y M.
no 14 tabneTtok y 11 TeKCTy MapKyBaHHA BTOPUHHOI Ta n. 5
6nicTepi, no 1 abo 2 NepPBVHHOT YNakoBKW, 3a3HAYEHO Ha3BY fil04oi
6nicTepy B KOpPOO6L; PEYOBUHM Y M. 2 TEKCTY MapKyBaHHS
no 15 ta6nertok y NepBUHHOI Ta BTOPUHHOI YNakoBKW, BKa3aHo
6nicTepi, no 2 HOMEp peecTpaLiiHoro NocBigYeHHs y n. 12
6nicTepy B KOpPOOL TEeKCTYy MapKyBaHHS1 BTOPUHHOT yNakoBKM,
YTOYHEHO SIOTOTMN Ta BHECEHO HE3HAYHiI
pefakLiiiHi NpaBKn B iHLWI NYHKTW TEKCTY
MapKyBaHHS. BBeieHHA 3MiH NpoTArom 6-Tu
MicALB Nicnsa 3aTBepAKEHHS
264. | NANABEPUHY PO34NH A5 iH'EKLIN, TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: 3a He UA/20835/01/01
rigPoOXnoPuAa, | 20 mr/mn; no 2 Mn B "®APMACEN" "OAPMACEN" 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom nionsiea
amnyni nikapcbkuii 3aci6. Cuctema €
nonieTuneHosii; no 10 KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3miHa
abo 50 amnyn y nauui PO3Mipy ynakoBKv roToBOrO flikapCbKoro
3 KapTOHY 3aco06y (3MiHa KinbkoCTi 0AMHULbL (Hanpuknag,
TabneTok, amnyn TOL0) B yNakosLi:) - 3miHa
nosa fianasoHoM 3aTBepKeHUX PO3MipiB
ynakoBku - BBefileHHs [104aTKOBOro
nakyBaHHs, a came no 2 Ma B amnyni, no 50
amnyn y navuj i3 KapToHy. 3MiHN BHECEHO B
po3zin "YnakoBka" B iIHCTPYKLitO An1s
Me[MNYHOr0 3aCTOCYBaHHS Y 3B'A3KY 3
BBE/leHHsIM [0AaTKOBOI YNakoBK/ Ta sk
HacnifokK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHS
[,04aTKOBOI YNakoBKM JliKapCbKOro 3acoby.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAKEHHS.
265. | NAPALETAMO | po3uuH s iHQy3if, B. bpayH HimeuumnH B. BpayH Megikan IcnaHis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a He UA/17143/01/01
N B. BPAYH 10 10 mr/mn; no 10 mny Menb3yHreH Al a CA 3MiHW | TNy - 3MiHK Woao0 peuyenmom niosnsza
Mrimn amnyni; no 20 amnyn y 6e3nekn/edekTUBHOCTI Ta hapMakoHariagy. €
KapTOHHI KopobLi; no 3MiHa y KOpOTKili XapaKTepuCcTuLi Nikapcbkoro
50 mn a6o 100 mny 3aco0y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
thnakoHi; no 10 MeJMYHOro 3acToCyBaHHA Ha MigcTasi
(pNaKOHIB Y KaPTOHHIA PerysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
KopoobLi nikapcbKkoro 3acoby, abo AocnimKeHb 3
6e3nekn 3acTocyBaHHsA NiKapCbKoro 3acoby B
nicaspeecTpauiiHuin nepiog, abo sk




163

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negjiarpnuHnx gocnigpkenb (PIP) (iHWwi 3miHW).
3MiHN BHECEHO A0 IHCTPYKLUIii 415 MEeAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMK fikapcbkuMu 3acobamm
Ta iHWi B1an B3aemogiin”, "Oco6/mBoCTi
3acTtocyBaHHA", "lMo6iYHI peakuii” BignoBigHO
[0 OHOBNEHOT iHGhopMauii 3 6e3nekn Aito4yoi
peyoBuUHM (NapaueTamony) 3rigHo 3
pekomeHpauismm PRAC. TepMiH BBeAEHHSA
3MiH NpOTArom 6 MicsLiB NiCNsA 3aTBEPKEHHS.

266.

NAPALIETAMO
N-BAKCTEP

pO34uH N8 iHQy3il,
10 mr/mn; no 100 mny
donakoHi; no 25
(h/1aKOHIB y KapTOHHIi
Kopobui

Bakctep XongiHr
Bi.Bi.

HinepnaH
an

BIE®DE
MEZLITAN C.M.A.

ITanis

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa YacToTv Ta/abo TepMiHiB NogaHHs
perynsipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
nNikapcbkunx 3acobis - 3MiHa YacToTn Ta
TEPMIiHiB NOAaHHA PEryaspHO OHOB/IOBAHOIO
3BiTy 3 6e3neku:

[itova pepakuin: Yactota nogaHHsA perynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku - 1 pik.
KiHueBa aata ans BkNOYeHHs faHunx o PO3b
- 07.05.2018 p. flata nogaHHA - 16.07.2018 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku - 5
pokis. KiHueBa gata A5 BKIIOYEHHS JaHuX A0
PO3B - 07.05.2026 p. faTa nogaHHA —
05.08.2026 p. PekomeHgoBaHo A0
3aTBEPAKEHHS BIANOBIAHO A0 NEPIOANYHOCTI
nofAaHHA PerynsipHO OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

3a
peyenmom

UA/20701/01/01

267.

NMEMO3AP

TabneTku
racTpopesnCTeHTHI Mo
20 wmr, no 7 TabneTok y
6nictepi, no 2
6nicTepy y KapoHHii
Kopob6ui, no 30
TabneTok y oNakoHi,
no 1 cpnakony y
KapTOHHIlA KOopooLi

CaH
dapmMacbloTUKa
IHoacTpi3 NimiTeq,

IHgis

CaH
PapmacboTuKa
IHpacTpi3 Mimiteq,

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHW | TYNY - 3MiHK Woa0
6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpKeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHVX BigNoBigHO A0 NaaHy
neajatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom)
3MiHM BHECEHO A0 IHCTPYKLUIii AN MEeAUYHOT0

3a
peyerimom

He
nionsiea
€

UA/13925/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6numBocTi 3acTocyBaHHA", "Mo6IYHI
peakuii" BiANOBIgHO A0 OHOBMEHOI iHhopMmaLi
3 6e3nekn Aitoyoi peyoBuHM (e30menpasony)
3rigHo 3 pekoMeHgauismm PRAC. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHS.

268.

NMEMO3AP

TabneTkun
racTpope3nCTEeHTHI No
40 wr, no 7 Tabnetok y
6nictepi, no 2
6nicTepy y KapoHHii
kopo6ui, no 30
Tabnetok y hNakoHi,
no 1 dpnakony y
KapTOHHIA Kopoo6Li

CaH
PapmacboTnKau
IHAacTpi3 NimiTeq,

IHAis

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHS", "To6iYHI
peaxui™ BignoBigHO 4,0 OHOB/EHOT iHhopmaLlii
3 6e3nekn Aitoyoi pevoBuHM (e3omenpasony)
3rigHo 3 pekomeHaauisvmm PRAC. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
niosnsea
€

UA/13925/01/02

269.

MEHTAJTIH
IC®

TabneTku, no 10
TabneTtok y 6nictepi;
no 1 6nictepy B naui
3 KapToHy; no 10
TabneTtok y 6nicrepax

ToBapucTBO 3
[04,aTKOBO

BiANOBIAANbHICTIO

"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKkoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHS /likapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO [0 NnaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[XEHO 3 KOMMNETEHTHUM YNOBHOBAXEHNM
opraHom)
3MiHV BHeceHo A0 [HCTpYKUii Ana MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHs", "OcobamMBoCTI

3a
peyenmom

He
nionsiea
€

UA/8694/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3actocyBaHHs", "lNepefo3yBaHHA" BiANOBIAHO
[0 OHOBMEHOT iHGhopMaLii Woao 6e3neku
3aCTOCYBaHHS Ait040i pevoBUHM METaMi3on.
TepmiH BBeAEHHS 3MiH MPOTAroM 6 MicauiB
nicnsa 3aTBepmxeHHs. CynyTHA 3MiHa - 3MiHN
Loao 6esnekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BuJavi peecTpadiiHoro
noceifgyeHHs, Bknoyaouy Mnax ynpasniHHA
pu3nkamm (iHWwi 3MiHK). 3a9BHUKOM HaJaHo
OHOBNeHWii MnaH ynpasniHHA pusukamu
Bepcis 2.3. 3MiH1 BHECEHO A0 YacTuH: |
«3arasibHa iHdhopmadis», || «Cneyudikanisa 3
6e3nekn», Il «MnaH 3 hapmakoHarnsgy», V
«3axoay 3 MiHimi3auii pusukie», VI «Pestome
nnaHy ynpasniHHA pusukamu», VI «ogatkm»
y 3B'A3Ky 3 oAaBaHHAM Npobaemu 3 6e3neku,
OHOBJIEHHAIM PYTUHHUX Ta BNPOBAKEHHAM
[0[aTKOBUX 3aX0AiB 3 MiHIMi3auii pn3ukiB Ha
nigctasi pekomeHgauii PRAC. Pestome Mnany
ynpas/iHHA pu3nkamu Bepcis 2.3 A0AA€ETLCS.
3miHu | TMny - 3MiHn WwWoao
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepuCTuL NikapCbKoro
3ac00y, TeKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3aCToCyBaHHs NiKkapcbkoro 3acoby B
nicnapeecTpaviiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeauyHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"B3aemogis 3 iHWKMMM NniKapcbkumu 3acobamu
Ta iHWi BUAy B3aemogiin", "OcobnmneocTi
3acTocyBaHHsa" Ta "lNo6iyHI peakui™
BiNOBIAHO A0 OHOBMEHOT iH(hopmaL,i LWoao
6e3nekn 3acTocyBaHHs fjit040i PevyoBUHN
napauetamosn. TepmiH BBE,EHHS 3MiH
NPOTArom 6 MicsLiB NiCNs 3aTBEPAYKEHHS.

270.

NEHTANTIH
®C EKCTPA
KANCynn

Kancynu; no 10 kancyn
y 6nicTepi; no 1 a6o 2
6nicTepy B KAPTOHHIi

nauuj

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTUBHOCTI Ta thapMmakoHarniagy.
BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX

3a
peyerimom

UA/10881/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

npo cucTemy hapmakoHarnsgy (BBefeHHs
y3arasisHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOI
0cobw, BignoBiganbHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAabHOI 3a 3[iiCHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina
cuctemu chapmMakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobm
3as1BHVIKa, BignoBiga/IbHOI 3a hapMakoHarnsg.

271.

MEHTACA

Cyno3nTopii peKkTasbHi
no 1000 wmr; no 7
cynosuTopiiB y
6nicTepi; no 4
6nicTepy B KOMM/IEKTI
3 ririeHiyHUMKn
HanasibHMKaMn B
KapTOHHI ynakoBL,i;
no 7 cynosutopiis y
6nicTepi; no 4
6nicTepy B KAPTOHHIi
ynakoBLij

deppinr
IHTEepHeLLHN
CeHtep CA

Lsenuapi
a

BMPOGHMLTBO:
deppiHr
IHTepHeLwHN
CeHTep CA,
LLiBefiuapis;
BiANoOBigabHUIA 3a
BMNYCK Cepil:
®eppiHr MM6X,
HimeuyunHa

LLsenuapis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MmiHu | Tvny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 NaaHy
negjatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom). 3MiHU BHECEHO A0 iIHCTPYKLT ans
Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
00 po3gainiB "Ocob/MBOCTi 3aCTOCYBaHHA" Ta
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchbopmawii 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6 MicALiB Nic/a 3aTBEPAXEHHS.

3a
peyerimom

He
nionsiea
€

UA/4990/01/01

272.

MEHTACA

TabneTku
NPOIOHTOBAaHOT Aji No
500 wmr; no 10
TabneTtok y 6nictepi;
no 5 a6o 10 6nictepis
Y KapTOHHIli kopobLyi

deppinr
IHTEpHeLLHN
CeHtep CA

LLsenuapi
a

BMPOGHWLTBO:
PeppiHr
IHTepHeLwHN
CeHtep CA,
LLiBeiiuapis;
BiANoBiganbHUIA 3a
BWNYCK Cepil:
®eppiHr FTM6X,
HimeuyunHa

LLisenuapis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHY | TYNY - 3MiHK WoA0
6e3nekun/edekTUBHOCTI Ta hapMmakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJ/THOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpKeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
negiatpnyHux gocnigpkenb (PIP) (3MiHy

3a
peyerimom

He
nionsiea
€

UA/4990/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom).
3MiHVN BHECEHO [0 IHCTPYKLUii 415 MeAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHS" Ta "T06IYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMmaLi
3 6e3nekun 3acToCcyBaHHS NikapCbkoro 3acoby.
BBefeHHA 3MiH NpoTArom 6 MicsiiB nicns
3aTBEPKEHHS
273. | NIAPOH TabneTku Wwmnydi no TOB "TNEADPAPM YkpaiHa KYCYM IHAis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/21089/01/01
DOPTE 500 mr/65 wr, in bulk: nTar XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA
Ne1344 (4x336): no 4 nTa nikapcbkuii 3aci6. Cuctema
Tabnetkny KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
6araToLiapoBomy PO3Mipy ynakoBKv roTOBOrO /iKapCbkoro
cTpuni, no 336 cTpunis 3aco6y (iHWi 3MiHK) - BBEAEHHSA [0AATKOBOI
Y KapTOHHIli kopobLi ynakoBku y doopmi in bulk y 38'A3ky 3
BMPOBOHUYOI HEOBXIAHICTIO. BBEAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
274. | NIAPOH TabneTku Wwmnydi no TOB "TNEAPAPM Ykpaina KYCYM IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/20607/01/01
DPOPTE 500 mr/65 wmr, no 4 nTar XENTXKEP NBT 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA peyenma
Tabnetkun y cTpuni; no nTa nikapcbkuii 3aci6. Cuctema
3 CTpUNN Y KapTOHHIA KOHTeliHep/3aKkynoptoBasbHKiA 3aci6. 3MiHa
ynakoBLi pO3Mipy YnakoBK¥ roTOBOrO /iKapCbkoro
3aco6y (iHWi 3MiHK) - BBEAEHHSA [0AAaTKOBOI
ynakoBku y ¢popmi in bulk y 38'A3ky 3
BMPOBOHUYOI HEOBXIAHICTIO. BBEAEHHS 3MiH
NpPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
275. | NIPUAOKCUHY | po3uuH ans iH'ekuiin 50 | AT "Jly6Hndpapm” Ykpaina AT "ly6Hnchapm" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/13549/01/01
rigpoxnorPvg | mr/mnno 1 mns 3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoToBUIA peyernmom
amnyni; no 10 amnyn y nikapcbknii 3aci6. KOHTpoNb roToBOro
nautii 3 KapToHy 3 nikapcbkoro 3acoby. 3miHa y meTogax
KapTOHHUMU BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby
neperopogkamu; no 1 (He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
M/1 B amnyni; no 5 BMNPOOYBaHHS). HE3HAYHI 3MiHW B MeToAUL
amnyn y 6nictepi 3 BUNPOGYBaHHS 3a NOKA3HUKOM
nnieku; no 1 a6o 2 «CTepw/bHICTb» BignoBigHO 40 3BiTy Npo
6nicTepu B navi 3 nepeBipKy NPUAATHOCTI METOAMKN Ta
KapToHYy BWJTyYEHHSA MOBHOIO ONUCY aHaNiTUYHOI
METOAVKN 3 METOAIB KOHTPOJIIO 3a NMOKa3HUKOM
«CTepuIbHICTb».
276. | NK-MEPL, PO34nH ANs iHdys3ild, Mepuy, HimeuunH npoaykuis in bulk, Icnanis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/9031/02/01
0,4 mr/mn; no 500 mn dapmachbloTikanc a nepBuHHE Ta HimeuunHa/ 3MmiHu | TUNY - AgMIHICTPaTUBHI 3MiHN. peyenmom
y thnakoHi; no 2 M6X BTOPVHHE Natsis BunyueHHst BUPOGHMYOI AibHUL (BKIHOUYAKUM
dh/1aKOHW Y KapTOHHii nakyBaHHs, AinbHuui ana A®I, npoMixHoro npoaykTy abo
Kopobui KOHTPO/Ib SIKOCTI roTOBOrO JliKapCcbkoro 3acoby, AiNbHWL AN
(XimiKo-pi3nyHi NpoBefeHHA NakyBaHHs, BUPOOHMKa,
BUNPOGYBaHHS, BiZiNOBIAA/ILHOTO 3a BUMYCK Cepild, Micue
MiKpOGiosoriyHni npoBeAEeHHS KOHTPO/IHO cepii) abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

KOHTpO/b Ta
BMNPO6GYBaHHS Ha
€HL,0TOKCUHMN):
B. BpayH Megikan,
C.A., IcnaHis;
KOHTPO/b AKOCTI
(XimMikO-hi3nyHi
BUNPOOYBaHHA) Ta
BUNYCK Cepil:
Mepu, dapma
mM6X i Ko. KraA,
HimeuumnHa;
BTopuHHe
nakyBaHHS:
MpecTix
MpomoyLuH
Bepkaydcdoepae
PYHF &
Bepb6ecepsic
M6X, HimeuuunHa,;
KoHTposb sKocTi
(XimMikO-hi3nyHi
BUNPOBYBaHHS,
MiKPOGIONOTiYHMIA
KOHTPO/b):
Na6opatopi ¢ho
AHanisic o
Bionomxmkanni
EkTiB KomnoyHac
NatsiaH IHCTITbIOT
och OpraHik
CiHTesic, /laTsis;
KoHTposb skocTi
(XimMikO-hi3nyHi
BUNPOBYBaHHS,
MiKpPOGIONOTiYHMIA
KOHTpO/Ib Ta
BMNPO6GYBaHHS Ha
€HL0TOKCUHMN):
Na6op /IC CE &
Ko. KT,
HimeuumnHa;
KoHTposnb skocTi
(XimiKo-pi3nyHi
BMNPOOYBaHHSA):
'BA ®apma 'M6X,
HimeuuunHa,;
EBOHIK

noctavasibH1Ka BUXiAHOTO matepiasny,
peareHTy abo AOMOMIKHOT pe4YOBUHY (SIKLLO
3a3HayeHo y A0CLE) - BUTYYEHHS BUPOGHMKA
BifjNOBIAa/IbHOTO 38 BTOPVHHE MaKyBaHHS:
X.E.N.M. T'mM6X (WTpaepwtpacce 16,
MoHcpenbs, Meccen, 36088, HimeuunHa).
3a/mwaoTbCs anlbTepHaTUBHI BUPOOHVKM
BignoBigasIbHi 32 BTOPUHHE NakyBaHHS:
MpecTix MNpomoyLwH BepkaydcdoepaepyHr &
Bepb6ecepsic 'M6X Ta b. BpayH Megikan, C.A.
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foaaBaHHs
OiNbHULL, Ha 5K 3AIACHIOETBCSA
KOHTPO/b/BUNPOBYBaHHA cepii) - AofaBaHHSA
BMPOGHUKA BiANOBIfa/IbHOTO 38 KOHTPO/1b
AKOCTI (XiMiKO-CPi3VYHI BUNPO6yBaHHS,
MiKpo6ionoriyHuiA KOHTPONb): Jlabopatopi o
AHanisic oy bionogxvkanni Ektis KomnoyHzc
NatsiaH IHCTiTIOT 0dp OpraHik CiHTesic,
Nareis / Laboratory for Analysis of Biologically
Active Compounds Latvian Institute of Organic
Synthesis, Latvia. TakoX3 METOI y3rof)KeHHs
po3AiniB fOCbE BHOCUTLCA BiNblL AeTallbHa
iHcbopmavis Npo Te, 3a AKi TN aHaNITUYHNX
MEeTOZIB BiANOBIAAIOTb Ai/IbHULi KOHTPOSIO
SAKOCTIi BifNOBIAHO [0 YUHHOTO PO3AiNny
3.2.P.3.1 Bupo6HuK(1). 3MiHn | TUny - 3MiHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHULI, Ha 5K 3MiCHI0ETbCA
KOHTPO/b/BUNPOBYBaHHSA cepil) - flogaBaHHA
BMPO6GHMKA BiANOBifaIbHOTO 38 KOHTPO/b
AKOCTI (XiMiKO-(Pi3NYHI BUNPOBYBaHHS,
MiIKPOBIONOriYHWIA KOHTPO/b Ta BUNPOGYBAHHS
Ha eHpoTokeuH): Jlabop JIC CE & Ko. KT,
HimeuuuHa / Labor LS SE & Co. KG, Germany
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
OnepeiiwHe M'm6X
— Na6op Mpogakt
NaitH AHaniTike,
HimeyumnHa;
EBOHiK
OnepeiiwHc
'mM6X, HimeuunHa
277. | NOCAKOHA3O | cycneHsis opasibHa, TOB «TeBa YkpaiHa BMPOGHULITBO 3a pevis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/19116/01/01
N-TEBA 40 mr/mn; no 105 mn Ykpaina» NOBHUM LK/IOM: 3MmiHu | TMny - 3MiHK WwWoao peyenmom
cycneHsii opasibHOT y Padapm C.A,, 6e3nekun/edekTVBHOCTI Ta thapmakoHariagy.
thnakoHax; no 1 'pevis; BTOPMHHA BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
chnakoHy pasom 3 yrakoBKa, YMOB BMAaui peecTpayiiiHoro nocBigyeHHs,
MipHOIO JTOXEUKOI0 Y KOHTpO/b cepii Ta BK/IlOYaoun MNnaH ynpasniHHA pusnkamuy (iHLWi
KapTOHHI Kopobui [03BiNT Ha BUMYCK 3MiHM). 3assBHUKOM HafaHO OHOB/EHWIA MnaH
cepii: [hkeHedhapm ynpaBniHHA pu3nkamu Bepcis 2.0 3MiHn
CA, Ipeuis; BHECeHOo A0 YacTuH: Il «Cneyudikadis 3
KOHTpPO~b cepii: 6e3nekn» VI «Pe3tome nnaHy ynpas/iHHA
KAKC NTA, Mpeuis pr3nKamms»
VIl «JdopaTkm» (0o04aTok 8) y 3B’A3Ky 3
OHOBJ/IEHHAM crieumdikavii 3 6esnekun giroyor
PeyOoBMHM NMOCaKOHA30/ BiANOBIAHO A0
aKkTyanbHOI pethepeHTHOT iHchopmadi.
Pestome MNnaHy ynpasniHHA pusmkamy Bepcis
2.0 popaetbea
278. | NPAMINEKC Tabnetku no 0,25 wr; TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13248/01/01
no 10 Tabnetok y YKPAIHA" Crapt" 3MiHu | TNy - 3MiHK Woa0 peyenmom
6nicTepi; no 3 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepy y KapTOHHIl BBeneHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnUX
nauui npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BifgNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsay 3asaBHUKa A1 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAaA/IbHOI 3a 34iICHEHHS
thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmakoHarnsy) 3MiHa KOHTaKTHUX
[AaHVX yNOBHOB&XXEeHOI 0C06 3asBHIKa,
BifnoBifa/bHOI 3a hapmakoHarnsg.
279. | NPAMINEKC Tabnetkun no 1,0 mr; TOB "ACIHO YkpaiHa TOB "®apma YKpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13248/01/02
no 10 TabneTtok y YKPAIHA" Crapt" 3MiHn | TMNy - 3MiHK WoAa0 peyenmom
6nicTepi; no 3 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepn y KapTOHHIl BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
nauui npo cuctemy dhapmakoHarnsay (BBeeHHs




Hasga

170

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

280.

MPAMIMNMEKCO/

y3arasibHeHNX JaHnx nNpo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
ocobu, BignoBigasibHOI 3a 3AiACHEHHST
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX yNoBHOBaXeHOI 0Co6u 3asBHIKa,
BiNOBiAa/IbHOI 32 hapMakoHarnsag.

nocsBi0YeHHs

281.

ACIHO

MPAMIMEKCO/N

Tabnetku no 0,25 wr;
no 10 TabneTtok y
6nicTepi, no 3
6nicTepy y KapTOHHIl
nauuj

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiACHEHHS
hapmakoHarnsay (BkIro4Yatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapMakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asiBHMKA, BignoBigaibHOI 3a chapMakoHarnsg.

3a
peyenmom

UA/20568/01/01

ACIHO

Tabnetku no 1,0 mr;
no 10 TabneTtok y
6nicTepi, no 3
6nicTepy y KapTOHHIl
nauuj

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3aras/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BifgNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsay 3asaBHUKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAICHEHHS
thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu chapmMakoHarnsgy). 3miHa

KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu

3a
peyenmom

UA/20568/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3as1BHMKA, BignoBiga/bHOI 3a chapMakoHarnsag.
282. | NPErAgon Kancynu no 75 mr; no My6nivuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/16387/01/01
10 kancyn y 6nictepi; aKuioHepHe akKujioHepHe 3MiHn | TUnYy - 3MiHK 3 skocTi. CepTudikat peyenmom nionsiea
no 3 abo 6 6nictepiB y TOBapUCTBO TOBapUCTBO BignosigHocTi/l E-cepTudikat BignosigHoOCTI €
nauui "HaykoBo- "HaykoBo- €Bponelicbkiin hapmakonei/MmoHorpadii.
BVPOGHNYNIA BMPOGHUUNI MopaHHA HoBOro abo OHOBMEHOTO
LEeHTP LEeHTp cepTudpikaTa BiANOBIAHOCTI 260 BUIYyYEHHS
"BopLyariBcbkuii "BopLuariBcbkuii cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
Ximiko- XimiKO- thapmakonei: ana A®l; gns BuxigHoro
hapmaueBTUUHNI hapmaLeBTUYHWIA Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
3asofg" 3asofa” LLIO BUKOPUCTOBYHOTLCH Y BUPOOGHULTBI AdI;

AN 0ONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakone) -
HoBuii cepTudikat Bif, HOBOro BUPOGHUKA
(3amiHa abo AONOBHEHHS) NOAAHHA HOBOTO
CepTudpikaTa BiANoOBigHOCTI EBpONEChKIi
thapmakonei Ne R1-CEP 2016-141-Rev 00
Ans gitoyoi pevosnHy Pregabalin Big HoBoro
BMpo6Huka Nantong Chanyoo Pharmatech
Co., Ltd, KnTali (qonoBHEeHHs1). 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyuerHs
BMPOGHWYOT AinbHNL (BK/THOYAKUU [iNTbHUL
onsa A®l, NnpoMiXHOro NPoAyKTy abo roToBOro
nikapcbKoro 3acoby, AinbHuLi ans
NpoBefeHHA NakyBaHHS, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiii, MicLe
npoBeAEeHHS KOHTPOSILO cepii) abo
noctavasibH1Ka BUXiAHOTO matepiasny,
peareHTy ab0 [ONOMiXHOI pe4OBUHY (KLLO
3a3HayeHo y focbe) CynyTHA 3MiHa
- 3miHu 3 gKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMXHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLEC BUPOOHMLTBA
A®| (iHWi 3MiHW) - 3MiHK 3 SKocTi. AdI.
KoHTposnb A®L. 3miHa y MeToAax
BunpobyeaHHA APl abo BMXigHOro
Marepiany/npoMiXXHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeCi BUPOOHMLTBA
A®I (iHWi 3MiHK) - BUTYYEHHS BUPOGHMKa
Aitoyoi pevoBuHN nperabanid - Teva API India
Private Limited», IHAiA. Sk Hacnigok, 3MiHW B
Cneuudpikanii / MeTogax KOHTPOIO Aitoyoi
PEYOBMHM, a came BU/Ty4EHO NOKa3HUKN
«MeTunkapbomar», «3aMWKOBI PO3YNHHUKN:

MeTaHo/1, eTaHos, 2-6yTaHos, TONYosi»,
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Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

6eH30/1), SKi BUKOPUCTOBYBANVCA [/18 BXIAHOMO
KOHTPOI0 cybCTaHLii BUpo6bHMka Teva API
India Private Limited, IHgis. 3minu | TUny -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoOCTI
a60 ymoBax 36epiraHHs rOTOBOrO J1iKapCbKOro
3ac006y (36i1bLUeHHs TePMiHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - [1s Toprosoi
yNakoBku (NiATBEPAKYETLCA AAaHNMM
peasibHOro yacy) 36i/bLUeHHS TEPMIHY
NpVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby 3 2
poKiB A0 3 poKiB. 3MiHV BHECEHO B pPO3fin
"TepMiH npuaaTHocCTi" B IHCTPYKLi0 AN
MeAMYHOro 3acToCyBaHHA MiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPAKEHHS.

3a

He

UA/16387/01/02

283.

MPErALON

kancynu no 150 mr; no
10 kancyn y 6nictepi;
no 3 abo 6 6nictepiB y
nauui

My6nivuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHNYNIA

LeHTp
"BopLyariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3asofg"

YkpaiHa

My6niyHe
akKujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUUNI

LieHTp
"BopLuariBcbKuii
XimiKo-
hapmaLeBTUYHWIA
3asofa”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBMEHOTO
cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCH Y BUPOGHULTBI AdI;
AN JONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbki hapmakone) -
HoBuii cepTudpikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo fONOBHEHHS) NOAAHHA HOBOTO
CepTudpikaTa BiANoOBigHOCTI EBpONEChKIi
thapmakonei Ne R1-CEP 2016-141-Rev 00
Ans gitoyoi pevosnHy Pregabalin Big HoBOro
BMpo6Huka Nantong Chanyoo Pharmatech
Co., Ltd, KnTali (4onoBHEeHHs1). 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHWYOT AibHUL (BK/THOYAKYU LiTbHUL
onsa A®l, NnpoMiXHOro NPoAyKTy abo roToBOro
nikapcbKoro 3acoby, AinbHuLi ans
NpoBefeHHA NakKyBaHHS, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiii, MicLe
NpoBeAEHHS KOHTPOSIIO cepii) abo
noctadasibH1Ka BUXiAHOTO matepiasny,
peareHTy ab0 [ONOMiXHOI pe4oBUHY (KLLO
3a3HayeHo y focbe) CynyTHA 3MiHa
- 3miHu 3 gKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo

A0NYyCTUMUX MeX, BUSHAYEHUX Y

peyenmom

nionsiea
€
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLEC BUPOOHMLTBA
A®| (iHWi 3MiHW) - 3MiHK 3 SKocTi. AdI.
KoHTposnb A®L. 3miHa y MeToAax
BunNpobyeaHHA APl abo BUXigHOrO
mMarepiany/npoMiXHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPobHMLTBA
A®I (iHWi 3MiHK) - BUTYYEHHS BUPOGHMKa
Aitoyoi pevoBuHN nperabanid - Teva API India
Private Limited», IHAiA. Sk Hacnigok, 3MiHW B
Cneuudpikauii / MeTofax KOHTPOO Ajtoyoi
PEYOBMHM, a came BU/Ty4EHO NOKA3HUKN
«MeTunkapbomart», «3anWKOBi PO3YNHHUKN:
MeTaHoJ1, eTaHos, 2-6yTaHos, ToNyon»,
6eH30/1), SKi BUKOPUCTOBYBANMCA A1 BXIAHOMO
KOHTPOI0 cy6CTaHLii BUpo6Huka Teva API
India Private Limited, IHgis. 3minu | TUny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax NpuaaTHoOCTI
a60 ymoBax 36epiraHHs FOTOBOrO J1iKapCbKOro
3ac006y (36i1bLUeHHS TePMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - 19 Toprosoi
yNakoBku (NiATBEPAKYETLCA AAHNMM
peasibHOro yacy) 36i/bLUeHHS TEPMIHY
NpVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby 3 2
poKiB A0 3 pokKiB. 3MiHV BHECEHO B pPO3fin
"TepMiH npuaaTHocCTi" B IHCTPYKLi0 AN
MeAMYHOro 3acTOoCyBaHHA NMiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.

3a

He

UA/16387/01/03

284.

MPErALON

kancynu no 300 mr; no
10 kancyn y 6nictepi;
no 3 6nictepun B navui

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHNYNIA

LeHTp
"BopLyariBcbkuii
Ximiko-
hapmaueBTUUHNI
3asofg"

YkpaiHa

My6niyHe
akKujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUUNI

LieHTp
"BopLuariBcbKuii
XimiKo-

hapmaLeBTUYHWIA

3asof”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOBMEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUIYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechkili
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCH Y BUPOOGHULTBI AdI;
AN JONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
HoBuii cepTudpikat Bif, HOBOro BUPOGHUKA
(3amiHa abo fONOBHEHHS) NOAAHHA HOBOTO
CepTudpikaTa BiANoBigHOCTI EBpONEChKii
hapmakonei Ne R1-CEP 2016-141-Rev 00

Ans gitoyoi pevosrHu Pregabalin Big HoBoro

peyenmom

nionsiea
€
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMpo6Huka Nantong Chanyoo Pharmatech
Co., Ltd, KnTali (qonoBHEeHHs1). 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHNL (BK/THOYAKUN [iNTbHULL
onsa A®l, NnpoMiXHOro NPoAyKTy abo roToBoro
nikapcbKoro 3acoby, AinbHuLi ans
NpOBefEeHHA NakKyBaHHS, BUPOOHMKA,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOSILO cepii) abo
noctavasibH1Ka BUXiAHOTO matepiasny,
peareHTy abo AOMOMIKHOT pe4YOBUHY (SIKLLO
3a3Ha4veHo y focbe) CynyTHA 3MiHa
- 3miHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiQHWIA/NPOMIKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCH Y NPOLEC BUPOOHMLTBA
A®| (iHWi 3MiHW) - 3MiHK 3 SKocTi. AdI.
KoHTposnb A®L. 3miHa y MeToAax
BunNpobyeaHHA APl abo BMXigHOTO
Marepiany/npoMiXHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS y NpoLeci BUPoOHMLTBA
A®I (iHWi 3MiHK) - BUTYYEHHS BUPOGHMKa
Aitoyoi pevoBuHN nperabani - Teva API India
Private Limited», IHAiA. Sk Hacnigok, 3MiHW B
Cnevuudpikauii / MeTofax KOHTPOIO AjtoUoi
PEYOBUHM, a came BU/Ty4EHO NOKa3HUKN
«MeTunkapbomart», «3annWKoBi PO3YNHHUKN:
MeTaHoJ1, eTaHos, 2-6yTaHos, ToNyon»,
6eH30/1), SKi BUKOPUCTOBYBANMCA [/18 BXIAHOMO
KOHTPOI0 cybCTaHLii BUpo6bHMka Teva API
India Private Limited, IHgis. 3miHu | TUny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoOCTI
a60 ymoBax 36epiraHHs rOTOBOrO J1iKapCbKOro
3ac006y (36i/1bLUeHHS TEPMiHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - [1s Toprosoi
yNakoBku (NiATBEPAKYETLCA AAaHNMM
peasibHOro yacy) 36i/bLIeHHS TEPMIHY
NpVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby 3 2
poKiB A0 3 POKiB. 3MiHV BHECEHO B pPO3fin
"TepMiH npuaaTHocCTi" B IHCTPYKLUi0 AN
MeAMYHOro 3acToCyBaHHA NMiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPAKEHHS.

285.

MPEAHISO/IOH

mMa3b 0,5% no 10ry
Ty6i a/IlOMiHiEBIN; no 1

An "CTALA-
YKPAIHA"

YkpaiHa

TOB "®3 "CTALA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 SKocTi. FoToBUIA

3a
peyenmom

UA/4992/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

Ty6i B NayLji 3 KapToOHyY

nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByVH. 3MiHa y MeToAax BUNpoGyBaHHSA
[OMOMDKHOT peYOBUHU (HE3HAYHI 3MiHN Y
3aTBEPMAXEHNX METOAaxX BUNPO6yBaHb) -
BU/yYeHHS JeTanisauii MeToguKn KOHTPOJIIO
cybceTaHuil «MNapadiH» 3a NoKasHUKOM
«Mikpob6ionoriyHa uncrota». 3miHu | Tuny -
3MiHM 3 AKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb fOMNOMDKHUX peyoBUH. 3MiHa Y
MeTogax BunpobyBaHHsA [OMNOMIKHOI
PEeYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHUX
MeTofax BUNPO6yBaHb) - BUTyYEHHS
METOAVKM KOHTPOS0 cy6cTaHuii «Emynbratop
Nel» 3a nokasHukom «MikpobionoriyHa
uncToTar.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y meTogax BUNpobyBaHHs
[OMOMDKHOT peYOBMHYW (HE3HAYHI 3MiHN Y
3aTBEPMXEHNX METOAaX BUNPOGYBaHb) -
BWYYEHHS geTaisauii MeTOANKM KOHTPOSIO
cy6eTaHuii «CTeapuHoBa kncrota 95» 3a
nokasHukoMm «MikpobiosioriyHa uncroTax.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByH. 3MiHa y MeToAax BUNpoGyBaHHSA
[OMOMDKHOT peYOBUHYU (HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METOAaxX BUNPO6yBaHb) -
BU/yYeHHS AeTanisaii MeToguKn KOHTPOJIIO
cy6cTaHuii «lnitepuH» 3a NoKasHUKOM
«MikpobionoriyHa yncrora.
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHUX
peyoByvH. 3miHa y meToAax BUNpobyBaHHSA
[0MNOMDKHOT PEeYOBUHU (HE3HAUHI 3MiHU Y
3aTBEPKEHUX MeToAax BUNpobyBaHb) -
BUJIyYEeHHA AeTanisauii MeToANKN KOHTPOJIIO
cyb6cTaHuii «MeTunnaparigpokcmbeHsoar» 3a
nokasHukoMm «MikpobionoriyHa uncroTar.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y meTofax BUNpobyBaHHs
[OMOMDKHOT peYOBMHYW (HE3HAYHI 3MiHN Y
3aTBEPMXEHNX METOAaX BUNPOGYBaHb) -
BWYYEHHS geTaisauii MeTOANKMN KOHTPOSIO
cy6cTaHuii «lMponinnaparigpokcnbeHsoar» 3a
nokasHukoMm «MikpobiosioriyHa uncroTax.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

286.

BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA
Y BignoBigHICTb A0 MoHorpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHasIbHOI thapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3aMiHaMu
B ®Y, abo EBponeiicbkiit thapmakonei, abo
iHWIli HawioHaNbHIV hapmakonel aepxasm
€C). NpuBeaeHHA MeToAy KOHTPO/IO
nokasHuka «laeHTudikauis» y BignosigHiCTb
[0 MoHorpadii EP 0496 «Glycerol», a came
BU/TyYEHHS1 METOZAiB KOHTposto . 3.3
«lpoeHTUikavis» Ta .n. 3.4 «laeHTudcpikauis»
(AKicHi peakuii) 3i cneuudikauii BXigHOro
KoHTposito Cn. 5.14-01-436 cy6cTaHuii
«nigepuH». 3MiHK | TUNY - 3MiHKX 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEChbKil
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo €sponeiicbkoi
thapmakonei, abo iHLOI HauioHaNbHOT
hapmakonei gepxasun €C (3miHa y
cneumdikauisix, noB'A3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLUiA
HauioHasbHi thapmakonei gepxasu €C).
3MiHn y cneundpikauii 4ns 4ONOMiIKHOT
pevoBUHN «INiLEpnH», a came NPUBEAEHHS
MeTOAY KOHTPO/II0 NoKasHuKa «Llykpu» y
BiANOBIAHICTb A0 MOHorpadii EP 0496

«Glycerol»

nocsBi0YeHHs

NPEAHITON®

XunpHa masb, 0,25%;
no 10, a6o 30 r, abo
50 ry 1y6i; no 1 Ty6i B
KapTOHHIW nayu,i

TOB «MIBE
YKPAIHA»

YkpaiHa

mi6e Mm6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWii 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTuMmx
MeX NepBMHHOT yNakoBKW rOTOBOTO
NiKapcbKoro 3acoby (BUIyYeHHSI HE3HAYHOro
nokasHuka (Hanpvkiag, 3actapinoro
nokasHuKa)) — BUTy4YeHHs NoKasHyKa TOYHOro
BMICTY a/1lOMiHil0 B a/1lOMIHI€EBI Ty6i, L0
BUKOPWCTOBYETHCA /19 BUTOTOB/IEHHS
roTOBOro NikapcbKoro 3acoby 3 po3ainy
3.2.P.7. Cuctema KoHTeiHep/
3aKynoproBasibHWIA 3aci6. AMOMIHIEBUIA LIap He
KOHTaKTy€e 3 rOTOBMM JliKapCbknm 3acobom. 3

rOTOBMM J1iKAPCbKMM 3aCO60M KOHTaKTye

3a
peyerimom

UA/10283/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3axXMCHe NOKPUTTS 3 BHYTPILLHBOT CTOPOHN
TpyOKW, MaTepian sIKoro YiTKo BU3HAYEHWIA | He
3MIHIOETBLCS B MeXax AaHuX 3MiH. AK Hacnifok,
BHECEHIi BignoBigHi 3miHM go po3giny 3.2.P.2.4

287.

MPEAHITON®

mMa3b 0,25 %; no 10,
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHI nauui

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e MmM6X
ApuHarimitTTens

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneundikayii Ta/abo JonycTUMmx
MeX NepBUHHOT yNakoBKW rOTOBOTO
niKkapcbKoro 3acoby (BU1yYeHHSI HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro
nokasHuKa)) — BUTy4YeHHS NoKa3HVKa TOYHOro
BMICTY a/THOMiHil0 B afltoMiHieBili Ty6i, Lo
BVIKOPWCTOBYETLCS A/151 BUTOTOB/IEHHS
roTOBOrO JliKapcbKoro 3acoby 3 po3giny
3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBaUsibHUIA 3aci6. ANOMIHIEBMIA Wap He
KOHTaKTy€e 3 rOTOBMM JliKapCbknm 3acobom. 3
roTOBUM NiKapPCbKUM 3aCO60M KOHTaKTye
3axMCHe MOKPUTTS 3 BHYTPILUHBbOI CTOPOHU
TpybKu, MaTepian siKoro YiTKo BU3HAYEHWiA | He
3MIHIOETBLCA B MEXax aHnX 3MiH. FK Hacnigok,
BHECEHI BignoBifHi 3MiHn 10 po3giny 3.2.P.2.4

3a
peyenmom

UA/10283/02/01

288.

APEAHITON®

Kpem, 0,25 %; no 10,
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHIi navui

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasbHuiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NepPBUHHOI YNakoBKWN rOTOBOro
NikapcbKoro 3acoby (BWUIyYeHHs1 He3HauYHOro
nokasHuka (Hanpvkiag, 3actapinoro
noKasHuKa)) — BUTy4YeHHs NoKa3HMka TOYHOro
BMICTY a/THOMiHil0 B a/ltoMiHieBili Ty6i, Lo
BWKOPWUCTOBYETLCSA 711 BUTOTOB/IEHHS
roTOBOrO MiKapCbKOro 3acoby 3 po3giny
3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3aci6. ANOMIHIEBUIA LIAp He
KOHTaKTY€ 3 rOTOBMM JlikapcbkuM 3acobom. 3
rOTOBUM NiKaPCbKUM 3aCO60M KOHTaKTye
3axMCHe NOKPUTTS 3 BHYTPILLHBLOT CTOPOHM
TpyOKu, MaTepian sIKoro YiTKO BU3HAYEHWiA | He
3MIHIOETLCS B MeXax AaHuxX 3MiH. FK Hacnifok,
BHECEHIi BiiNoBiAHi 3MiHW A0 po3ainy 3.2.P.2.4

3a
peyenmom

UA/10283/03/01

289.

MPOA/IOP

Tabnetku; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KopobLi; no

TOBAPWCTBO 3

OBMEXEHOO

BIANOBIAA/bHI
CTIO

YkpaiHa

ToBapucTtso 3
06MexeHoH
BiANOBIAALHICTIO
"PapmaueBTnyHa

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHu | TUNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
po3Mipy cepii (BKIKYaUM gianaszoH po3Mipy

6e3
peyenma

UA/7974/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

24 TabneTtkn y
6nictepi; no 1
6nicTepy B KAPTOHHiIl
KopobL;

no 10 TabneTtok y
6nictepax

«KOPTOPALIA
«3[00POB’A»

KOMMaHis
"3popos'a”

cepii) roToBOro NikapcbKoro 3acoby
(3MeHwWweHHs 1o 10 pasis) BBEAEHHS
[0[aTKOBOro po3mipy cepii /13 o151 ynakoBku
Ne 20 (10x2) y 6nictepax. [itoua pegakuis:
ToBapuCTBO 3 0OMEXEHOO BifNOBIAANBHICTIO
"®apmMalieBTUYHa koMnaHisa "3gopos’a”: Liex
'N3 Po3mip cepii cknagae: 8,750 tuc. yn. Ne
24 (24x1) abo 10,500 Tuc. yn. Ne 20 (10x2),
a6o 21,000 tuc. yn. Ne 10 y 6nictepax
(205,000 «r) - ginbHuua TP uexy M13; Liex
'N® Po3mip cepii cknagae: 8,750 Tuc. yn. Ne
24 (24x1) a6o 10,500 tuc. yn. Ne 20 (10x2),
a6o 21,000 tuc. yn. Ne 10 y 6nictepax
(105,000 «r) - ginbHULA TP uexy M.
MponoHoBaHa pegakuis: ToBapucTeo 3
06MEXEHOI0 BignoBigasbHICTO
"apmaLieBTMYHA KOMNaHisA "3gopos’a”: Liex
'N3 Po3mip cepii cknagae: 8,750 Tuc. yn. Ne
24 (24x1) abo 10,500 tnc. yn. Ne 20 (10x2),
a6o 21,000 tuc. yn. Ne 10 y 6nictepax
(105,000 «r) - ginbHWLA TN uexy MN3; 1,959
Tmnc. yn. Ne 20 (10x2) y 6nictepax (19,590 «r) -
dinbHuus TNeMMTadcC uexy M3. Uex M
Po3wmip cepii cknagae: 8,750 Tuc. yn. Ne 24
(24x1) a6o 10,500 Tnc. yn. Ne 20 (10x2), abo
21,000 Tunc. yn. Ne 10 y 6nictepax (105,000 kr)
- AinbHnus TP uexy Mo.

290.

PENI®®YNbTP
A

Cyno3nTopii peKTasibHi;
no 6 cynosuTopiis y
CTpuni; No 2 cTpunu B
KapTOHHIA Kopoo6Li

TOB "baiiep”

YkpaiHa

IcTiTyTO [e
Anxeni C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa yacToTv Ta/abo TepMiHiB NogaHHs
perynsipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHM y YacToTi Ta AaTax
nofAaHHA PerynsipHoO OHOB/IIOBAHOIO 3BITY 3
6esneku.

[itova pepakuin: Yactota nogaHHsA perynsipHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekn 13 pokiB.
KiHueBa aata ans BkNOYeHHs faHunx o PO3b
—01.01.2025 p. Aarta nogaHHsa — 01.04.2025
p. MponoHoBaHa pegakuis: Yactota nogaHHA
perynsipHoO OHOB/IOBAHOrO 3BiTy 3 6e3nekn 8
pokis. KiHueBa garta 4515 BKIHOYEHHS JaHuX 0
PO3B - 03.11.2026 p. farta nogaHHA —
01.02.2027 p. PekomeHao0BaHoO [0
3aTBEPAKEHHS BIANOBIAHO A0 NEPIOANYHOCTI
nofAaHHA PerynsipHO OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

6e3
peyenma

UA/1954/01/01

291.

PEHEWPO

PO34MH ANA iH KL,

TOB HB®

Ykpaina

BiANOBIAaIbHUIA 3a

Ykpaina

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis:

3a

He

UA/14966/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
250 mr/mn, no 4 mn B "MIKPOXIM" BMPOGHMLTBO Ta 3miHu | TMny - 3MiHn WwWoao peyenmom niosnsiea
amnyni; no 5 amnyn y KOHTPONb/BUNPOBY 6e3nekun/edekTBHOCTI Ta thapMakoHarnagy. €
KacerTi; no 1 kaceTi B BaHHA cepii, He 3MiHN Y KOPOTKili XapakTepucTuL, NlikapcbKoro
nauuj 3 kKapToHy; no 4 BK/IOYA0UM 3ac00y, TeKCTI MapKyBaHHS Ta iHCTPYKLii Ans
mA B amnyni; no 5 BUMYyCK cepii: MeAMYHOr0o 3acTOCYBaHHS
amnyn y kacerti; no 2 MpuBaTHe reHepnyHuX/ribpuaHnx/6ionogibHmNX
KaceTu B mauui 3 akujioHepHe nikapcbKyx 3acobiB Micns BHECEHHS Tiei camol
KapToHy TOBapuCTBO 3MiHM Ha pethepeHTHW npenapart (3MiHa He
"lekxim-Xapkis", noTpebye HafaHHS XO4HUX HOBUX A0AATKOBUX
YkpaiHa; [AaHnx) - 3MiHM BHECEHO [0 IHCTPYKLi A1
BiiNOBIfgaNbHWIA 3a MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
BMPOBHMLUTBO Ta y po3ginn "OcobAnBOCTi 3aCTOCYBaHHA",
KOHTpO/Ib/ "Mepeno3yBaHHA" 3rigHO 3 iIH(hOpPMAaLLiEO LWoA0
BUNPOBYBaHHSA MeAMYHOro 3acToCyBaHHA pethepeHTHOro
cepii, BKIOYaum nikapcbkoro 3acoby (MIATUNIH, po3unH ans
Bunyck cepii: TOB iH'ekui, 1000 mr/4 mn) - BBeAeHHS 3MiH
HB® "MIKPOXIM", NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPOYKEHHS
YKpaiHa;
BiANOBiAa/IbHWIA 32
BUNYyCK cepii, He
BK/THOHAI0YM
KOHTPO/1b/BMNPOGY
BaHHs cepii: TOB
HB® "MIKPOXIM",
YKpaiHa;
BiANOBigabHUIA 3a
BMPOGHULITBO Ta
KOHTPO/1b/BMNPOGY
BaHHA cepii, He
BK/THOHAI0YM
BMMYCK cepii: AT
"Tanuudpapm”,
YKpaiHa
292. | POAKKYTAH® kancysv no 20 mr; no YEMNADAPM LLiBefiuapi Brpo6HMLUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/2865/01/01
10 kancyn y 6nictepi, LLBeiiy, M6X a Hepo3dhacoBaHOl 3MiHu | TUNYy - 3MiHK Woao peuenmom
no 3 6nictepu B NpoAyKUii, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHIA KopoobLi nepBrHHE Ta BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
BTOPWHHE npo cucTemy hapmakoHarnsgy (BBefeHHs
nakyBaHHSl, y3arasibHeHUX faHUX Npo cucTemy
BUNPOOYBaHHSA chapmakoHarnsgy, 3miHa yrnoBHOBaxeHoT
KOHTPOJHO SIKOCTI, ocobwu, BignoBifanbHOI 3a 3MiCHEHHS
BWNYCK Cepil: hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
KeTteneHt chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
[xepmaHi thapMakoHarnagy B YkpaiHi, KLU0 BOHA
E6epbax Mm6X, BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
HimeuumnHa; BigNoBiAa/IbHOI 3a 3MjACHEHHSI
BMNPO6YBaHHsA hapMakoHarnsagy (Bk/rouvatoum KOHTaKTHI AaHi)

KOHTPOJIHO SKOCTI:

Ta/ab0 3MiHM y PO3MILLLEHHI MacTep-thainna
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
lenita AT, cuctemn chapmakoHarnagy). 3miHa
HimeyunHa YMNOBHOB&XEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
[Oitoua pepakuis: Dr. Rudite Schillinger.
MponoHoBaHa pepakuyis: Ludmila Koch. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3a8BHVKa, BiANOBIAaNbHOT 3a thapmakoHarnsag,
B YKpaiHi. 3MiHa MicL,e3Haxo4KeHHs MacTep-
thaiina cuctemm chapmakoHarnsgy. 3miHa
Micus 34iiCHEHHA OCHOBHOI AjisiNIbHOCTI 3
chapmakoHarnsgy.

293. | POAKKYTAH® Kancynu no 10 mr; no UEMNTADPAPM LLiBeiiuapi Bupo6bHuuTBO HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2865/01/02
10 kancyn y 6nictepi, Lseliy, Mm6X A Hepo3dgacoBaHOl 3MiHu | TNy - 3MiHK WoA0 peyenmom
no 3 6nictepu B npoayKuii, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.

KapTOHHIlA KOpooLi nepBuHHE Ta BBeneHHs ab0 3MiHM [0 y3arasibHeHUX JaHnUX
BTOPVHHE npo cuctemy capmakoHarnsgy (BBefeHHs
nakyBaHHS, y3ara/ibHeHUX JaHnx Npo cucTemy
BUNPOOYBaHHSA chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
KOHTPOJIH0 SIKOCTI, ocobwu, BignoBifasibHOI 3a 3AiCHEHHS
BVNYCK Cepil: hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
KeTeneHt chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
[hxepmai thapmakoHarnsgy B YKpaiHi, K0 BOHa
E6epbax Mm6X, BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
HimeuuunHa; BiANOBIAA/IbHOI 32 3AiACHEHHS
BMNPOGYBaHHA thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
KOHTPOJIH0 SIKOCTI: Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
lenita AT, cuctemu chapMakoHarnsgy). 3miHa
HimeyunHa YNOBHOBaXEHOT 0CO6M 3as1BHYIKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
Litova pepakuis: Dr. Rudite Schillinger.
MponoHoBaHa pepgakuyis: Ludmila Koch. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0cobm
3asBHVIKa, BifgnoBigasibHOT 3a hapmMakoHarnsg.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3a8BHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg,
B YKpaiHi. 3MiHa MicL,e3HaxXoMKeHHs MacTep-
(haiina cuctemu chapmakoHarnisgy. 3miHa
MicLsa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy.

294. | POKCAMMEKC | Tabnetku, BKpUTI KPKA, a.4., Hoso CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/18624/01/01
NNiBKOBOIO MecTo bulk”, nepsuHHe 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT peyenmom
060/10HKO0, 20 Mr/10 Ta BTOPVIHHE BignosigHocTI/IE-cepTudpikat BignosigHoCTi
mr/8 wmr; no 10 nakyBaHHs, €sponelicbkin dhapmakonei/moHorpadii.

TabneTok y 6nictepi; KOHTpO/b Ta MogaHHA HOBOro abo OHOB/IEHOrO
no 3 abo 6, a6o 9, abo BUNYCK cepil: cepTudiikarta BiANOBIAHOCTI ab0 BUNYYEHHS
10 6nicTepiB B KPKA, g.4., Hoso cepTtucpikaTa BiANOBIAHOCTI EBpONenchbkili
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

KapTOHHI KopoobLi

mecTo, CroBeHis;
KOHTpONb cepil
(hi3nyHi Ta XimiuHi
meToam
KOHTPO/I10):
HN30X
(HaujoHanbHi
nab6opaTtopis 3a
3/paB'e, OKONE iH
XpaHo), CnoBeHis;
KOHTpONb cepil
(hi3nyHi Ta XimiuHi
meToam
KOHTpost0): KPKA,
4.4., HoBo mecTo,
CnoseHis;
KOHTpONb cepil
(hi3nyHi Ta XimiuHi
meToam
KOHTPO/I10):
NabeHa p.0.0.,
CnoseHis;
KOHTpONb cepil
(hi3nyHi Ta XimiuHi
meToan
KOHTPO/I10):
Kewmiiicbki
iHCTUTYT, LleHTp
3a Bastigauiiicke
TEXHONOTIE iH
aHaniTiko (LUBTA),
CnoseHis;
KOHTpONb cepii
(hi3nyHi Ta XimiyHi
meToam
KOHTPO/10):
Kemina6 g.0.0.,
CrnoseHis

hapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudikar
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikart Big, BXe 3aTBEPAKEHOIO
BMPOGHMKa. MNogaHHSA HOBOrO cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2019-245 - Rev 01 gna gitoyoi
peyosuHu Perindopril tert-butylamine Big Bxe
3aTBepmAKeHoro BupobHuka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpoONENCHKIi
thapmakonei) - HoBuii cepTudpikar Bif Bxe
3aTBEPAXXEHOr0 BUPOGHMKa. MogaHHA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei Ne RO-CEP 2019-235 - Rev 00
Aana gitoyoi peyosuHu Perindopril tert-
butylamine gns Bxe 3aTBepmXeHOro
BMpo6GHUMKa Zhejiang Menovo Pharmaceutical
Co., Ltd. No. 8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological
development zone Shangyu City, Zhejiang
Province, 312369, China (BnacHuk CEP
KRKA, d.d., Novo mesto). 3MiHn | Tuny - 3miHu
3 AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbkoro 3acoby. 3miHa y
MeToAax BUNPOGyBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BunpobysaHb
(BKNHOYAKOUN 3aMiHy ab0 [OMOBHEHHS)).
BHeceHHA 3MiH 40 MeTogy BUNPOBYBaHHS
roToBOro Nikapcbkoro 3acoby 3a NoKasHMKOM
"CynyTHi gomiwku perindopril erbumine,
amlodipine and rosuvastatin” metog 03958-
C87. BBefieHHs 3MiH NpoTAroM 6-Tn micsauis
nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHun 3
akocTi. Ceptudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/MoHorpadii. NogaHHs HOBOTO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

abo oHoBNeHoOro cepTudiikaTa BifNOBIAHOCTI
abo BUNy4YeHHs cepTucpikata BiaNoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI A®I; 4N 4ONOMIXHOT Pe4OBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - OHOBEHUIA cepTudpikaT Bif
yXe 3aTBeppKeHoro BUpobHuKa. MoaaHHs
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2002-
184-Rev 07 (3aTBepaxeHo: R1-CEP 2002-
184-Rev 06) ans gitoyoi pevosrHyn Amlodipine
besilate Big Bxe 3aTBEpPAXEHOIO BUPOGHMKA
Unichem Laboratories Limited. 3minu | Tuny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponechkili
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoOro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTuchikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI A®I; 4N 4ONOMIXHOT Pe4OBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - HoBuiA cepTudhikat Big HOBOro
BMPOGHMKA (3aMiHa ab0 AOMOBHEHHS).
MopaHHA HOBOroO cepTuduikaTa BifNOBIAHOCTI
€Bponelicbkiit hapmakonei Ne RO-CEP 2022-
449 - Rev 00 gns gitouoi peyosnHn Amlodipine
besilate Big HoBoro Bupo6Huka KRKA, d.d.,
Novo mesto (0oNoBHEHHS). 3MiHW | Tvny -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoONenchbkili
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii APY abo €sponeiicbkoi
thapmakonei, abo iHLOI HauioHaNbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, NnoB'A3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLUii
HauioHanbHil chapmakonei gepxasu €C)
MpviBeaeHHs cneumndpikalii gns gitoyoi
peyoBUHM Rosuvastatin calcium y
BiANOBIAHICTL 4,0 BUMOT MOHOrpadii
Rosuvastatin calcium EP.
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

295.

€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans BUxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBneHnit cepTuddikaT Bif yxe
3aTBEPAXEHOro BUpo6HUKa. MogaHHA HOBOrO
cepTudcikaTy BignoBigHOCTI EBponeiichkiii
thapmakonei RO-CEP 2018-077-Rev 01 gns
niro4oi pevyoBMHM Rosuvastatin calcium Big,
BXe 3aTBepxeHoro BupobHunka KRKA, d.d.,
Novo mesto, Slovenia (B fONOBHEHHS A0
3aTBepaxeHoro ASMF). 3miHu | Tuny - 3MiHu 3
akocTi. CepTudikar signosigHocTi/TE-
cepTudiikaT BignoBigHOCTI EBpoONenchbkili
thapmakonei/MmoHorpadii. MogaHHs HoBOro
abo oHoBneHoro cepTudiikata BifNOBIAHOCTI
ab0o BUNyYEHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHMUTBI A®I; An1a AONOMDKHOT PeYOoBUHU
(cepTudpikaT BignoBigHOCTI €Bponelickkilt
chapmakonei) - HoBuii cepTuddikar Bif Bxe
3aTBEPAKEHOrO BUPOGHMKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTy BifnNoOBIAHOCTI
€sponelicbkin dhapmakonei RO-CEP 2018-
077-Rev 02 ans fjto4oi pevyoBuHU
Rosuvastatin calcium Big BXe 3aTBEPAKEHOIO
BMpo6HuKka KRKA, d.d., Novo mesto, Slovenia

POKCAMMEKC

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0, 20 Mr/5
mr/8 mr; no 10
TabneTtok y 6nictepi;
no 3 abo 6, abo 9, abo
10 6nicTepiB B
KapTOHHI Kopobui

KPKA, a.4a., Hoso
MecTo

CnoseHis

BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BVNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi

CnoseHisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBMEHOTO
cepTudpikaTa BiANOBIAHOCTI 260 BUNYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
L0 BUKOPUCTOBYHOTLCH Y BUPOGHULTBI AdI;

MeToam AN JONOMDKHOI peyoBuHM (cepTudikat
KOHTPO/IH0): BiANOBIAHOCTI EBponeiickbki hapmakone) -
HN30X HoBuii cepTudpikat Bif BXe 3aTBEPAXEHOr0
(HaujoHanbHi BMpPOGHMKa. MNofgaHHs HOBOTO cepTudiikara

3a
peyenmom

UA/18624/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CroBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTpOn0): KPKA,
A.4., HoBo mecTo,
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTPO/IH0):
NabeHa p.0.0.,
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTPO/H0):
Kemiiicbki
iHCTUTYT, LleHTp
3a Banigauincke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoseHis;
KOHTpONb cepil
(hi3nyHi Ta XimiuHi
meToan
KOHTPO/I10):
Kewmina6 g.0.0.,
CnoseHis

BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2019-245 - Rev 01 ans gitoyoi
peyosuHu Perindopril tert-butylamine Big Bxe
3aTBepmxeHoro BupobHuka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHu | Tuny - 3MiHK 3
akocTi. CepTudikar signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBpoONenchbkili
thapmakonei/MmoHorpadii. MogaHHsa HoBOro
abo oHoBneHoro cepTudikata BifNOBIAHOCTI
ab0o BUNy4YeHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT peyoBUHU
(cepTudpikaT BignoBigHOCTI €Bponelickkilt
chapmakonei) - HoBuii cepTuddikar Bif Bxe
3aTBEPAXEHOro BUpo6HMKa. MogaHHA HOBOrO
cepTudikaTa BignoBiAHOCTI EBpoNenchkiii
thapmakonei Ne RO-CEP 2019-235 - Rev 00
ans pito4voi pevosrHK Perindopril tert-
butylamine gns Bxe 3aTBepaxeHoro
BMpo6HMKa Zhejiang Menovo Pharmaceutical
Co., Ltd. No. 8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological
development zone Shangyu City, Zhejiang
Province, 312369, China (BnacHuk CEP
KRKA, d.d., Novo mesto). 3miHu | Tuny - 3MiHn
3 AKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNPobyBaHb
(BKNKOYAKOUN 3aMiHY ab0 [JOMOBHEHHS)).
BHeceHHs 3MiH 0 MeToAy BMNPOGYBaHHSA
roTOBOrO NiKapPCbKOro 3acoby 3a NoKa3HMKOM
"CynyTHi gomiwkm perindopril erbumine,
amlodipine and rosuvastatin" metog 03958-
C87. BBefieHHs1 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTudikar signosigHocTi/TE-
cepTudiikaT BignoBigHOCTI EBpONeNnchbkili
thapmakonei/MoHorpadii. MogaHHs HOBOro
abo oHoBneHoro cepTudiikata BifNOBIAHOCTI
ab0o BUNy4YEHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHUUTBI A®I; An1a AONOMDKHOT peyYoBUHU
(cepTundpikaT BignoBigHOCTI E€Bponeiichkil
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

thapmakonei) - OHOBMeHUIA cepTuddikaT Big
yXe 3aTBepAXeHOro BUpo6Huka. MNMogaHHs
OHOBJ/IEHOTO cepTudikarta BifgnoBifHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 2002-
184-Rev 07 (3aTBepaxeHo: R1-CEP 2002-
184-Rev 06) ans gitoyoi peyosnHyn Amlodipine
besilate Big BXe 3aTBEpAXEHOrO BUPOGHMKA
Unichem Laboratories Limited. 3miHu | Tuny -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudiikaT BignoBigHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro
abo oHoBneHoro cepTudiikata BifNOBIAHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHUUTBI A®I; An1a AONOMDKHOT peyYoBUHU
(cepTudpikaT BignoBigHOCTI €Bponelickkilt
thapmakonei) - HoBuii cepTudpikat Big HOBOrO
BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS).
MopaaHHA HoBOro cepTudiikaTa BifNOBIAHOCTI
€Bponevicbkinn hapmakonei Ne RO-CEP 2022-
449 - Rev 00 gns gitoyoi peyosnHn Amlodipine
besilate Big HoBoro Bupo6Huka KRKA, d.d.,
Novo mesto (4onoBHeHHS). 3miHu | TNy -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHuK, NOB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii AdPY a6o €sponeiicbkol
thapmakornei, abo iHWOoT HalioHaNbHOT
thapmakonei fgepxasu €C (3MiHa y
cneumdikauisx, nos'asaHa 3i 3miHamu B 4dY,
abo €sponelicbkin hapmakonei, abo iHLLiRA
HaujioHanbHili hapmakonei gepxasu €C)
MpvBeaeHHs cneumdikaii gns giroyor
peyoBumHM Rosuvastatin calcium y
BiANOBIAHICTb 40 BUMOr MOHOrpadii
Rosuvastatin calcium EP.
3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUMYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoNechkiii
hapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLI0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AN JOMOMDKHOI peyoBuHM (cepTudiikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big yxe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA HOBOrO
cepTtudikaTy BignoBigHOCTI EBponeichkiii
thapmakonei RO-CEP 2018-077-Rev 01 gns
nitoyoi pevoBnHN Rosuvastatin calcium Big,
BXe 3arBepaeHoro BupobHuka KRKA, d.d.,
Novo mesto, Slovenia (B fONOBHEHHS 4,0
3arBepmxeHoro ASMF). 3mitu | Tuny - 3miHu 3
aKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NogaHHS HOBOrO
a60 OHOBMEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikara BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - HoBuii cepTudpikaT Bif BXe
3aTBepAKEHOro BUpo6HMKa. MogaHHA
OHOB/IEHOTO cepTudlikaTy BiAMNOBIAHOCTI
€sponelicbkili hapmakonei RO-CEP 2018-
077-Rev 02 gns fjtoy0i peqyoBUHN
Rosuvastatin calcium Big BXe 3aTBep)KeHOro
BupobHuka KRKA, d.d., Novo mesto, Slovenia

296.

POKCAMIMEKC

TabneTku, BKpUTI
nniBKOBOIO
060s10HKO0, 20 Mr/5
mr/4 wr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9, abo
10 6nicTepiB B
KapTOHHIlA KOpooLi

KPKA, a.4., HoBo
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTpO/b Ta
BWNYCK Cepil:
KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTpOb cepii
(pi3nyHi Ta XimiyHi
meToam
KOHTPO/10):
HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoBeHis;
KOHTpOb cepii
(pi3nyHi Ta XimiyHi
meToam
KOHTpOont0): KPKA,

CnoBeHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKocCTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ona A®l; ans BUXigHOro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMNOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEpAKEHOro
BUpOGHMKa. MogaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei Ne
RO-CEP 2019-245 - Rev 01 gns gitouoi
peuoBuHu Perindopril tert-butylamine Big Bxe
3aTBepakeHoro Bupo6Hunka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHn | Tuny - 3MiHn 3
aKocTi. CepTudikat BignosigHocTi/TE-
cepTmdiikaT BiANOBIAHOCTI EBPONENChHKIN

3a
peyenmom

UA/18624/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
A4.4., Hoso mecTo,

CnoseHis;
KOHTpONb cepii
(hi3nyHi Ta XimiyHi
meToam
KOHTPO/10):
NabeHa p.0.0.,
CnoseHis;
KOHTpONb cepii
(hi3nyHi Ta XimiyHi
meToam
KOHTPO/10):
Kewmiiiceki
iHCTUTYT, LleHTp
3a Basligauiicke
TEXHO/OTIE iH
aHanitiko (LIBTA),
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTPO/IH0):
Kemina6 g.o.0.,
CnoBeHis

hapmakonei/moHorpadii. NogaHHs HOBOrO

abo BUNyYeHHs cepTudikarta BifnoBigHOCTI

€Bponeiicbkin hapmakonei: ana A®l; ons

BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y

(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - HoBuii cepTudikaT Bif BXe

cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2019-235 - Rev 00
Ans givoyoi peyosuHu Perindopril tert-
butylamine ans Bxe 3arBepmXeHoro
BMpO6HMKa Zhejiang Menovo Pharmaceutical
Co., Ltd. No. 8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological
development zone Shangyu City, Zhejiang
Province, 312369, China (BnacHuk CEP

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax B1NpPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco6y (iHwWi 3MiHM y MeTofax BUNpobyBaHb
(BKNHOYAKOUN 3aMiHy @60 [OMOBHEHHS)).
BHeceHHS 3MiH 40 MeToAy BUNPO6YBaHHSA
rOTOBOrO JIiKAPCbKOro 3acoby 3a NOKa3HMKOM
"CynyTHi gomiwku perindopril erbumine,
amlodipine and rosuvastatin" metog 03958-
C87. BBefieHHs1 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepmMKeHHs. 3MiHu | Tuny - 3miHun 3
AKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NogaHHs HOBOrO
a60 OHOBMEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT PeUYOBUHM
(cepTudhikaT BignoBigHOCTI EBponeickkiii
chapmakonei) - OHoBNEHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpo6Huka. NMogaHHsA
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2002-
184-Rev 07 (3aTBepaxeHo: R1-CEP 2002-
184-Rev 06) ansa gitoyoi pevosuHU Amlodipine

besilate Bif BXe 3aTBEPAXEHOIO BUPOGHMKA

a60 OHOBMEHOTO cepTudikaTa BignoBigHOCTI

BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM

3arBepaKeHoro BVIp06HI/IKa. [MogaHHA HOBOTO

KRKA, d.d., Novo mesto). 3miHu | Tuny - 3MiHn
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

Unichem Laboratories Limited. 3minu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NogaHHsA HOBOrO
a60 OHOBMEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - Houii cepTudpikaT Big HOBOrO
BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS).
MopaHHA HoBOrO cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne RO-CEP 2022-
449 - Rev 00 gns gitovoi peyosuHn Amlodipine
besilate Big, HoBoro Bupo6Huka KRKA, d.d.,
Novo mesto (fonoBHeHHS). 3MiHu | TRy -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NPpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi
thapmakonei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumagikauisx, nos'a3aHa 3i 3amiHamy B 1dY,
abo €ponelicbkiin hapmakonei, abo iHLLii
HaujioHasbHI chapmakonei gepxasu €C)
MpuBeaeHHs cneumdikayii onsa airoyol
peyosunHM Rosuvastatin calcium y
BiAMNOBIAHICTb 40 BUMOT MOHOrpadii
Rosuvastatin calcium EP.
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHNLTBI A,
AN 0ONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoBneHWit cepTudikaT Big yxe
3aTBEPAXXEHOr0 BUPOGHMKa. MogaHHA HOBOrO
cepTtudikaTy BignoBigHOCTI €EBponeinchkiii
thapmakonei RO-CEP 2018-077-Rev 01 ans
Aitoyoi pevoBrHN Rosuvastatin calcium Big
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BXeE 3aTBepxeHoro BupobHunka KRKA, d.d.,
Novo mesto, Slovenia (B 4ONOBHEHHSA [0
3arBepmxeHoro ASMF). 3minu | Tuny - 3miHu 3
akocTi. CepTtudikar BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoOro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTudpikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - HoBuii cepTudpikat Bif Bxe
3aTBEpPKEHOro BUPobHYMKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTy BiAnNoOBIAHOCTI
€sponelicbkiin hapmakonei RO-CEP 2018-
077-Rev 02 gns fjloyoi peqyoBuHN
Rosuvastatin calcium Big BXe 3aTBEpAKEHOr0
BnpobHuka KRKA, d.d., Novo mesto, Slovenia

297.

POKCAMIEKC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, 10 mr/10
Mmr/8 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9, abo
10 6nicTepis B
KapTOHHIA KopoobLi

KPKA, a.4., Hoso
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPVHHE
nakyBaHHSl,
KOHTpO/Ib Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpONb cepil
(iznyHi Ta XimiuHi
meToam
KOHTPO/I10):
HN30X
(HaujoHanbHi
nabéopaTtopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHis;
KOHTpONb cepil
(hi3nyHi Ta XimiuHi
meToam
KOHTpOt0): KPKA,
4.4., HoBo mecTo,
CnoseHis;
KOHTpONb cepil
(hiznyHi Ta XimiuHi
meToam
KOHTPO/I10):
JlabeHa 4.0.0.,

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis:
3MiHn | TUny - 3MiHM 3 akocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOB/IEHOIO
cepTudpikarta BiANoBiAHOCTI ab0 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBPONENChKili
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikart Bif BXe 3aTBEPAKEHOr0
BMpPOGHMKa. MNogaHHSA HOBOTO cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei No
RO-CEP 2019-245 - Rev 01 gns pgjtoyoi
peyoBuHu Perindopril tert-butylamine Big Bxe
3aTBepmxeHoro Bupo6bHunka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikar BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. NMogaHHS HOBOrO
abo oHoBNeHoOro cepTudiikaTa BifnNOBIAHOCTI
abo BUNy4YeHHs cepTucpikata BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI API; 1N 4ONOMIXHOI pe4OBUHM

3a
peyenmom

UA/18624/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CnoBeHis; (cepTudhikaT BignoBigHOCTI EBpONENCHKIN

KOHTpONb cepil
(hi3nyHi Ta XimiuHi
meToam
KOHTPO/I10):
Kemiiicbki
iHCTUTYT, LleHTp
3a Bastigauiiicke
TEXHONOTIE iH
aHaniTiko (LUIBTA),
CnoseHis;
KOHTpONb cepii
(hi3nyHi Ta XimiyHi
meToam
KOHTPO/10):
Kemina6 g.0.0.,
CnoseHis

thapmakonei) - HoBuii cepTudpikat Bif Bxe
3aTBEPAXXEHOr0 BUPOGHMKA. MogaHHA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2019-235 - Rev 00
Aana gitoyvoi peyosuHu Perindopril tert-
butylamine gns Bxe 3aTBepmXeHOro
BMpo6GHMKa Zhejiang Menovo Pharmaceutical
Co., Ltd. No. 8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological
development zone Shangyu City, Zhejiang
Province, 312369, China (BnacHuk CEP
KRKA, d.d., Novo mesto). 3MiHn | Tuny - 3miHu
3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbkoro 3acoby. 3miHa y
MeToAax BUNPOGYyBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BunpobysaHb
(BKNHOYAKOUN 3aMiHy ab0 [OMOBHEHHS)).
BHeceHHA 3MiH 40 MeTogy BUNPOBYBaHHS
roToBOro Nikapcbkoro 3acoby 3a NoKasHMKOM
"CynyTHi gomiwku perindopril erbumine,
amlodipine and rosuvastatin” metog 03958-
C87. BBefieHHs 3MiH NpoTAroM 6-Tn micsauis
nicnsa 3aTBepmxeHHs. 3MiHn | Tuny - 3miHun 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/MoHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoOro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTuchikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - OHOBEHUIA cepTudpikaT Bif
y)Xe 3aTBeppKeHoro BUpobHuKa. MoaaHHs
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2002-
184-Rev 07 (3aTBepaxeHo: R1-CEP 2002-
184-Rev 06) ans gitoyoi pevosrHyn Amlodipine
besilate Big Bxe 3aTBEpPAXEHOIO BUPOGHMKA
Unichem Laboratories Limited. 3minu | Tuny -
3miHu 3 gkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/MoHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoOro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTuchikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei: anst A®I; ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - HoBuiA cepTudhikat Big HOBOro
BMPOGHMKA (3aMiHa ab0 AOMOBHEHHS).
MopaHHA HOBOrO cepTudikaTa BifNOBIAHOCTI
€Bponelicbkiit hapmakonei Ne RO-CEP 2022-
449 - Rev 00 gns gitovoi peyosuHn Amlodipine
besilate Big HoBoro Bupo6Hrka KRKA, d.d.,
Novo mesto (4OMNoBHEHHS). 3MiHW | TvnYy -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudiikaT BignoBigHOCTI EBpONeNnchbkili
hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4PY abo €sponeiicbkoi
thapmakonei, abo iHLOI HauioHaNbHOT
hapmakonei gepxasun €C (3miHa y
cneumdikauisix, noB'A3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin thapmakonei, abo iHLUii
HauioHanbHil chapmakonei gepxasu €C)
MpviBeaeHHs crneumndpikayii gns giroyoi
peyoBUHM Rosuvastatin calcium y
BiANOBIAHICTb 4,0 BUMOT MOHOrpadii
Rosuvastatin calcium EP.
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans BUxigHoro
marepiany/peareHTy/NpoOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBneHnit cepTuddikaT Bif yxe
3aTBEPAXEHOro BUpo6HUKa. MogaHHA HOBOrO
cepTudcikaTy BignoBigHOCTI EBponeiichkiii
thapmakonei RO-CEP 2018-077-Rev 01 gns
niro4oi pevyoBMHM Rosuvastatin calcium Big,
BXe 3aTBepxeHoro BupobHunka KRKA, d.d.,
Novo mesto, Slovenia (B fONOBHEHHS A0
3aTBepaxeHoro ASMF). 3miHu | Tuny - 3MiHu 3
akocTi. CepTudikar signosigHocTi/TE-
cepTudiikaT BignoBigHOCTI EBpoONenchbkil
thapmakonei/MmoHorpadii. MogaHHs HoBOro
abo oHoBMeHOro cepTudiikata BignNoOBIAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiAHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT peyoBUHU
(cepTudpikaTt BignoBigHOCTI €BpoOnelickkil
chapmakonei) - HoBuii cepTuddikat Bif Bxe
3aTBEPAKEHOrO BUPOGHMKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTy BifnoBIAHOCTI
€sponelicbkin dhapmakonei RO-CEP 2018-
077-Rev 02 ans fjto4oi pevyoBuHU
Rosuvastatin calcium Big BXe 3aTBEPAKEHOIO
BMpo6HuKka KRKA, d.d., Novo mesto, Slovenia

298.

POKCAMMEKC

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0, 10 mr/5
mr/8 mr; no 10
TabneTtok y 6nictepi;
no 3 abo 6, abo 9, abo
10 6nicTepiB B
KapTOHHI Kopobui

KPKA, a.4a., Hoso
MecTo

CnoBseHis

BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOPVIHHE
nakyBaHHs,
KOHTPO/Ib Ta
BVNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTPO/IH0):
HN30X
(HauioHanbHi
naboparopis 3a
3/ipaB'e, OKONE iH
XpaHo), CroBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTpOosi0): KPKA,
A.4., HoBo mecTo,
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTPO/IH0):
NabeHa p.0.0.,
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToam
KOHTPO/IH0):
Kemiiicbki
iHCTUTYT, LleHTp

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOBMEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechkili
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoOMIXHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCH Y BUPOOGHULTBI AdI;
AN 0ONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
HoBuii cepTudpikat Bif, BXe 3aTBEPAXEHOr0
BMPOGHMKa. MogaHHsA HOBOTrO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2019-245 - Rev 01 ans gitoyoi
peyosunHu Perindopril tert-butylamine Big Bxe
3aTBepmxeHoro BupobHuka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHn | Tuny - 3MiHK 3
akocTi. CepTudikar BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBpoONenchbkili
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikata BifgNOBIAHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiAHOro martepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT peyYoBUHU
(cepTuchikaT BigNoBigHOCTI EBpONENCHKIN
chapmakonei) - HoBuii cepTudikar Bif Bxe
3aTBEPAXEHOr0 BMPO6HMKa. MogaHHA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBPONENChkili
hapmakonei Ne RO-CEP 2019-235 - Rev 00
ans pitovoi pevosrHn Perindopril tert-
butylamine nns Bxe 3aTBepAKEHOr0

3a
peyenmom

UA/18624/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

3a Banigauincke
TEeXHOSOriE iH
aHaniTiko (LIBTA),
CnoBeHis;
KOHTpONb cepil
(hi3nyHi Ta XimiuHi
mMeToan
KOHTPO/I10):
Kewmina6 g.0.0.,
CnoBeHis

BMpo6HMKa Zhejiang Menovo Pharmaceutical
Co., Ltd. No. 8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological
development zone Shangyu City, Zhejiang
Province, 312369, China (BnacHuk CEP
KRKA, d.d., Novo mesto). 3miHu | Tuny - 3MiHn
3 AKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNPobyBaHb
(BKNHOYAKOUM 3aMiHy ab0 [JOMOBHEHHS)).
BHeceHHs 3MiH 0 MeToAy BMNPOGYyBaHHSA
roTOBOrO NiKapCbKOro 3acoby 3a NoKa3HMKOM
"CynyTHi gomiwkm perindopril erbumine,
amlodipine and rosuvastatin” metog 03958-
C87. BBefieHHs1 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepkeHHsA. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTudikar signosigHocTi/TE-
cepTudiikaT BignoBigHOCTI EBpoONenchbkili
thapmakonei/MmoHorpadii. MogaHHs HoBOro
abo oHoBneHoro cepTudiikata BifNOBIAHOCTI
ab0o BUNyYEHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHMUTBI A®I; An1a AONOMDKHOT PeYOoBUHU
(cepTudpikaT BignoBigHOCTI €Bponelickkilt
thapmakonei) - OHOBMeHUIA cepTuddikaT Big
yXe 3aTBepAXeHOro BUpo6Huka. MNMogaHHs
OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 2002-
184-Rev 07 (3aTBepaxeHo: R1-CEP 2002-
184-Rev 06) ans gitoyoi peyosrHyn Amlodipine
besilate Big BXe 3aTBEpAXEHOrO BUPOGHMKA
Unichem Laboratories Limited. 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudiikaT BignoBigHOCTI EBpoONenchbkil
thapmakonei/MmoHorpadii. MogaHHs HoBOro
abo oHoBneHoro cepTudiikata BifNOBIAHOCTI
ab0o BUNyYEHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT peyoBUHU
(cepTudpikaT BignoBigHOCTI €Bponelickkilt
thapmakonei) - HoBuii cepTudpikat Big HOBOro
BUPOGHMKaA (3aMiHa ab0 [OMNOBHEHHS).
MofaHHA HoBOro cepTudiikaTa BifNoBIAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
€Bponevicbkinn hapmakonei Ne RO-CEP 2022-

449 - Rev 00 gnsa gitoyoi peyosnHn Amlodipine
besilate Big HoBoro Bupo6Hunka KRKA, d.d.,
Novo mesto (4onoBHeHHS). 3miHu | TNy -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOo6XifHICTIO NpUBeAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdPY a6o €sponeiicbkol
thapmakornei, abo iHWOoT HalioHaNbHOT
thapmakonei fgepxasu €C (3MiHa y
cneumdikauisx, nos'asaHa 3i 3miHamu B 4dY,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C)
MpvBeaeHHs cneumdikadii gns giroyor
peyoBumHM Rosuvastatin calcium y
BiANOBIAHICTb 40 BUMOr MOHOrpadii
Rosuvastatin calcium EP.
3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUMYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONechkiii
hapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudiikat
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA HOBOrO
cepTtudikaTy BignoBigHOCTI EBponeichkiii
thapmakonei RO-CEP 2018-077-Rev 01 gns
nitoyoi pevoBnHN Rosuvastatin calcium Big,
BXe 3arBepakeHoro BupobHuka KRKA, d.d.,
Novo mesto, Slovenia (B fONOBHEHHS 4,0
3arBepmxeHoro ASMF). 3mitu | Tuny - 3miHu 3
AKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NogaHHS HOBOrO
a60 OHOBMEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikara BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii

chapmakonei) - HoBwuii cepTudikaT Bif BXe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBepAKEHOro BUpo6Huka. MogaHHA
OHOB/IEHOTO cepTudlikaTy BiAMNOBIAHOCTI
€sponelicbkili hapmakonei RO-CEP 2018-
077-Rev 02 gns fjtoy0i peqyoBUHN

Rosuvastatin calcium Big BXe 3aTBepKeHOro

Bupo6Huka KRKA, d.d., Novo mesto, Slovenia
299. | POKCAMMEKC | Tabnetku, BKpUTI KPKA, a.4., HoBo CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/18624/01/06

nNiBKOBOIO MecTo bulk", nepsuHHe 3MiHu | TUNY - 3MiHK 3 AKocCTi. CepTudikaT peuenmom

060s10HKO0, 10 Mr/5
mr/4 wr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, a6o 9, abo
10 6nicTepis B
KapTOHHIlA KOpooLi

Ta BTOpPVHHE
nakyBaHHS,
KOHTpO/b Ta
BMNYCK Cepil:

KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTpOb cepii
(pi3nyHi Ta XimiyHi
meToam
KOHTPO/10):
HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoBeHis;
KOHTpOb cepii

(pi3nyHi Ta XimiyHi

meToam

KOHTpOnt0): KPKA,

A4.4., Hoso mecTo,

CnoseHis;
KOHTpOb cepii
(piznyHi Ta XimiyHi
meToam
KOHTPO/10):
NabeHa p.0.0.,
CnoseHis;
KOHTpOb cepii
(pi3nyHi Ta XimiyHi
meToam
KOHTPO/10):
Kewmiiicbki
iHCTUTYT, LleHTp
3a Bastigauiicke
TEXHONOTIE iH
aHanitiko (LIBTA),
CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MeToan

BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; ans BUXigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMNOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkiin thapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEpAKEHOro
BUpOGHMKa. MogaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei Ne
RO-CEP 2019-245 - Rev 01 gns gitouoi
peuoBuHu Perindopril tert-butylamine Big Bxe
3aTBepmkeHoro Bupo6Hnka KRKA, d.d., Novo
mesto (3amiHa ASMF). 3MiHn | Tuny - 3MiHn 3
aKocTi. CepTudikat signosigHocTi/TE-
cepTmdikaT BiANOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. NogaHHS HOBOrO
a60 OHOBMEHOTO cepTudikaTa BignoBigHOCTI
abo BUNyYeHHs cepTudikara BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans
BUXIAHOIO MaTepiany/peareHTy/NpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
thapmakonei) - HoBuii cepTudikar Bif Bxe
3aTBEPAXEHOro BUpo6HuKa. MogaHHA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechkili
hapmakonei Ne RO-CEP 2019-235 - Rev 00
Aans givoyoi peyoBuHu Perindopril tert-
butylamine ans Bxe 3arBepmkeHoro
BMpO6HMKa Zhejiang Menovo Pharmaceutical
Co., Ltd. No. 8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological
development zone Shangyu City, Zhejiang
Province, 312369, China (BnacHuk CEP
KRKA, d.d., Novo mesto). 3miHu | Tuny - 3MiHn
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/H0): roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
Keminab g.0.0., MeToAax BUNpPoGyBaHHSA rOTOBOrO /iKapCbKoro
CnoBeHis 3aco6y (iHWi 3MiHM y MeTofax BUNpobyBaHb

(BKNHOYAKOUN 3aMiHy @60 [OMOBHEHHS)).
BHeceHHA 3MiH 40 MeTofy BUNPO6YBaHHSA
rOTOBOrO JIiKAPCbLKOro 3acoby 3a NOKa3HMKOM
"CynyTHi gomiwku perindopril erbumine,
amlodipine and rosuvastatin" metog 03958-
C87. BBefieHHs1 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHun 3
aKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NogaHHS HOBOrO
a60 OHOBMEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikara BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - OHoOBNEeHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpobHuka. NMogaHHsA
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2002-
184-Rev 07 (3aTBepaxeHo: R1-CEP 2002-
184-Rev 06) ansa gitoyoi pevosuHU Amlodipine
besilate Bif BXe 3aTBEpAXEHOIO BUPOGHMKA
Unichem Laboratories Limited. 3minu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NogaHHS HOBOrO
a60 OHOBMEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikara BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - Houii cepTudpikaT Big HOBOrO
BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS).
MopaHHA HOBOrO cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne RO-CEP 2022-
449 - Rev 00 gns gitovoi pevyosuHn Amlodipine
besilate Big, HoBoro Bupo6Huka KRKA, d.d.,
Novo mesto (fonoBHeHHS). 3MiHu | TRy -
3miHu 3 gkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HeoOXiJHICTIO NPpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi
thapmakonei, abo iHWOoT HalioHaNbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneuunagikauisx, nos'a3aHa 3i 3amiHamy B 1dY,
abo €ponelicbkiin hapmakonei, abo iHLUii
HaujioHasTbHIN chapmakonei gepxasu €C)
MpuBeaeHHs cneumdikayii onsa aivoyol
peyosuHM Rosuvastatin calcium y
BiAMNOBIAHICTb 40 BUMOT MOHOrpadii
Rosuvastatin calcium EP.
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCSA Y BUPOOHNULTBI ADI;
AN JONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoBneHWit cepTudikaT Big yxe
3aTBEPAXXEHOr0 BUPOGHMKa. MogaHHA HOBOrO
cepTtudikaTy BignoBigHOCTI €EBponeinchkiii
thapmakonei RO-CEP 2018-077-Rev 01 ans
Aitoyoi pevoBnHN Rosuvastatin calcium Big,
BXe 3aTBepxeHoro BupobHunka KRKA, d.d.,
Novo mesto, Slovenia (B 4ONOBHEHHSA [0
3arBepmxeHoro ASMF). 3minu | Tuny - 3miHu 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoOro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTudpikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT Pe4OBUHM
(cepTudhikaT BignoBigHOCTI EBpoONENiChKIi
thapmakonei) - HoBuii cepTudpikar Bif Bxe
3aTBEpPKEHOro BUPobHYMKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTy BiANoOBIAHOCTI
€sponelicbkiin hapmakonei RO-CEP 2018-
077-Rev 02 gns fjloyoi pevyoBuHN
Rosuvastatin calcium Big BxXe 3aTBEpAKEHOr0
BnpobHuka KRKA, d.d., Novo mesto, Slovenia

300.

POMA3UK

TabNeTkn, BKpUTI

PapmaleBTUUHNI

MonbLa

dapmaleBTUYHN

MNonblua

BHECEHHS 3MiH [10 peecTpaliiiHux maTepianis:

3a

He

UA/13299/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
N/1iBKOBOO 3aBog, 3aBop, 3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikat peyenmom nionsiea
060/10HKOI0, M0 5 Mr; "Monbthapma” C. "Monbhapma” C. BignosigHocTI/TE-cepTudpikat BignosigHoCTi €
no 10 TabneTok y A. A. €sponelicbkili hapmakonei/MoHorpadii.
6nicTepi; no 3 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
6nicTepy y KapTOHHIl y BiANoBigHICTb A0 MoHorpadii 4PY abo
Kopo6ui; no 15 €Bponelicbkoi thapmakonei, abo iHLWoil
Tabnetok y 6nictepi; HaujoHasIbHOI hapmakonei Aepxasu €C
no 2 6nictepu y (3miHa y cneuudikauisx, nos'sasaHa 3i 3MmiHaMun
KapTOHHIli KopooLi B ®Y, abo EBponeiicbkiit thapmakonei, abo
iHLWIA HauioHaNbHI thapmakonel gepxasu
€C) 3MiHa Ha3BW AONOMDKHOT Pe4yoBUHU
HaTpIto UMTPpAaT Ha HaTpilo uMTpaT gurigpart, B
3B’A3KY 3 MPMBEAEHHAM MaTepianis AOCbE Y

BiANOBIAHICTb A0 BUMOr € 11.8. 3MiHK

BHECeHOo B po3ain "Cknag" (40noMikHi

PEYOBUHM) B IHCTPYKLiIO A5 MeAUYHOro

3acTocyBaHHS nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMAKEHHS.

301. | POMA3UMK TabneTku, BKPUTI dapmaLeBTUYHNIA MonbLa dapmaLeBTUYHNI Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/13299/01/02
nNiBKOBOIO 3aBsog 3aBop, 3MiHuM | TUny - 3MiHK 3 AkocTi. CepTudiikaT peyernmom niosnsea
o6onoHkoto, no 10 wr; "Monbhapma” C. "Monbchapma” C. BignosigHocTi/l E-cepTudikat BignosigHOCTI €
no 10 TabneTtok y A. A. €Bponelicbkiin hapmakonei/MmoHorpadii.
6nicTepi; no 3 3MiHK, NOB'A3aHi 3 HEOOXIHICTIO NPYBEAEHHS
6nicTepy y KapTOHHIl Y BignoBigHICTb A0 MoHorpadii 4PY abo
Kopobui; no 15 €Bponelicbkoi hapmakonei, abo iHWoT
TabneTtok y 6nictepi; HaLioHa/IbHOT hapmakonei aepxasun €C
no 2 6nictepu y (3miHa y cneumdikauisx, nos'a3aHa 3i 3aMiHaMu
KapTOHHIlA KOpooLi B ®Y, abo EBponeiicbkiit thapmakonei, abo

iHLLIN HauioHanbHIV thapmakonei gepxasn
€C) 3MiHa Ha3BM JOMNOMDKHOI PEYOBUHM
HaTpilo UMTPpAaT Ha HaTpito uMTpaT gurigpart, B
3B'A3Ky 3 NPYBELEHHAM MaTepiasniB AOCbE Y
BiANOBIAHICTb A0 BUMOr € 11.8. 3MiHM
BHeceHo B po3gin "Cknaa” (40NoMikHI
PEeYoBUHM) B IHCTPYKLiIO 415 MeANYHOro
3aCTOCyBaHHS nikapcbKkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.

302. | POMA3UMK TabneTku, BKpUTI dapmaLleBTUYHNI MonbLa dapmavleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a He UA/13299/01/03
nAiBKOBOIO 3aBog 3aBop, 3MiHuM | TUnYy - 3MiHK 3 AkocTi. CepTudikat peuenmom niosnsza
06010HKOt0, MO 20 Mr; "Monbchapma” C. "Monbcapma” C. BignosigHocTi/l E-cepTudikar BignosigHoOCTI €
no 10 Tabnetok y A A. €Bponelicbkiin hapmakonei/MmoHorpadii.
6nictepi; no 3 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
6nicTepy y KapTOHHIl y BignoBigHicTb A0 moHorpacii APY abo
Kopo6bui; no 15 €Bponelicbkoi hapmakonei, abo iHwoTi
Tabnetok y 6nictepi; HaLioHanbHOI hapmakonei aepxasun €C
no 2 6nictepu y (3miHa y cneumdikauisx, noe'sa3aHa 3i 3MiHaMu
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHI KopoobLi

B JdY, abo EBponelicbkiin thapmakonei, abo
iHLLIN HauioHaNbHIW thapmakonel fAepxasu
€C) 3MiHa Ha3BW JOMNOMKHOI PEYOBUHMN
HaTpilo UMTpaT Ha HaTpilo uMTpar gurigpaT, B
3B’A3KY 3 NPYBEAEHHSIM MaTepiasliB fOCbE Y
BiANOBIAHICTb A0 BUMOr € 11.8. 3MiHK
BHECEHO B po3ain "Cknag” (4onomikHi
PEYOBUHM) B IHCTPYKLiO AN MEAUYHOTO
3aCTOCyBaHHS ikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu MicauliB nicns
3aTBEPAKEHHS.

303.

POMA3UK

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 40 Mr,
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

dapmaleBTUYHNI
3aBog
"Monbthapma” C.
A.

Monbwa

dapmaueBTUYHNI Monbwa
3aBog
"Monbhapma” C.

A.

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO MPYBEAEHHS
y BiANOBiAHICTb A0 MoHorpadii 4PY abo
€sponelicbkoi dhapmakonei, abo iHwoTi
HaujioHa/IbHOI thapmakonei Aepxasu €C
(3miHa y cneuudikauisix, nos'sa3aHa 3i 3MiHaMun
B ®Y, abo Esponelicbkin thapmakonei, abo
iHLWIA HauioHanbHIW thapmakonel gepxasu
€C) 3MiHa Ha3BK AONOMDKHOT PeYOBUHA
HaTpIl0 UMTPAT Ha HaTpilo uMTpaT gurigpar, B
3B’A3KY 3 MPMBEAEHHAM MaTepianis AOCbE Y
BiANOBIAHICTb A0 BUMOr € 11.8. 3MiHK
BHECeHOo B po3ain "Cknaa” (4onomixHi
PEYOBUHM) B IHCTPYKLiIO AN1S MeAuyYHOro
3aCTOCyBaHHS nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS.

3a
peyerimom

He
nionsiea
€

UA/13299/01/04

304.

CAHIIBA®

PO34YUH ANA POTOBOI
NMOPOXHUHU; no 100
My dpnakoHi; no 1
oNakoHy 3 MipHUM
CTakaH4yMKOM B nauui

MpAT
"®apmMaLeBTnyHa
ipma "dapHnus”

Ykpaina

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO MPYBEAEHHS
Y BignoBigHICTb A0 MoHorpadii 4dY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHasbHOT hapmakonei gepxasu €C (iHLi
3MiHu) MpuBegeHHs po3sginis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpaLiiiHOro foCkbE Ha
LOMOMiKHY pevoBuHy Monicopbar 20 go
BMMOT MoHorpadii «Polysorbate 20» gitouoi
pepakLii €sponeiicbkoi ®apmakonei 1a AdDY.

6e3
peyenma

UA/16981/01/01

305.

CAHrIIBA®

cnpeli gns poToBOi
NOPOXHUHM No 50 mn
y donakoHi; no 1
donakoHy 3 Hacagkoto-

MpAT
"®apmaueBTuyHa
tipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili dhapmakonei/moHorpadii.

6e3
peyenma

UA/16981/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

posnuoBayem B
nauui

3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiANoBigHICTb A0 MoHorpadii 4PY abo
€Bponelicbkoi thapmakonei, abo iHLWoil
HaujioHanbHOT dhapmakonei gepxasu €C (iHLi
3MiHK) MpuBeaeHHs posginis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpauiliHoro focbe Ha
[0MNoMiXHY pedoBuHy Monicop6ar 20 o
BMMOT MoHorpadii «Polysorbate 20» gitouoi
pepakLuii €sponeiicbkoi ®apmakonei Ta AdDY.

306.

CAHOPUVH

Kpanni HazanbHi,
emy/bcis, 1 mr/mMa no
10 mn y chnakoHi; no 1
thnakoHy pasom i3
KpYILLIKOO-
KpanenbHULE B
Kopobui

AT "dapmak"

YkpaiHa

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

Tesa Yex
IHgacTpi3 c.p.o.,
Yecbka
Pecny6nika;
CaHeka
dapmacboTikan3
AT, Cnosaupka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AKoCTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: aona A®l; ans BUxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMNOMDKHOT peyoBUHM (cepTuddikaT
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEpAKEHOro
BMPOBHMKa - NoJaHHA HOBOro cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
CEP 2023-091-Rev 00 (nonepegHb0
3aTBepAKEHO MaiicTep-thaiin: DMF Version
3.0) ansa A®| HadhasoniHy HiTpar Bif BXe
3arBepaxeHoro BupobHunka LOBA Feinchemie
GmbH (Austria), sikuii 3miHMB Ha3By Ha LOBA
BIOTECH GMBH (Austria).

6e3
peyenma

UA/2455/01/01

307.

CAHOPUVH

Kpanni Ha3asibHi,
po3uuH 0,5 mr/mn no
10 mn y dhnakoHi 3i
ckna; no 1 dosiakory,
OCHalLLleHoMY
KpanesibHULEelo Ta
KPVILLIKOIO Y KapTOHHIi
Kopobui

AT "dapmak”

YkpaiHa

Yecbka
Pecny6nika/
Cnosaubka
Pecny6bnika

Tesa Yex
IHpacTpis c.p.o.,
Yecbka
Pecny6nika;
CaHeka
dapmacbloTikani3
AT, Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHuM | TUnYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei: gna A®l; ans BUXigHOro
marepiany/peareHTy/npoOMiKHOT0 MPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
[ONsi [OMOMDKHOT peyoBuHU (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
HoBuii cepTudoikart Bif BXe 3aTBEpAKEHOro
BMPO6HMKa - NoJaHHA HOBOro cepTudikara
BiANOBIAHOCTI EBponeiichbkili hapmakonei Ne
CEP 2023-091-Rev 00 (nonepesHb0
3aTBepAKEHO MaiicTep-thaiin: DMF Version
3.0) ansa A®| HadhasoniHy HiTpart Bif BXe

6e3
peyenma

UA/2455/02/01




201

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBepmxeHoro BupobHunka LOBA Feinchemie
GmbH (Austria), sikuii 3miHMB Ha3By Ha LOBA
BIOTECH GMBH (Austria).
308. | CENIEHA3A® pO34uH opasibHUiA, 50 6iocyH HimeuuunH 6iocuH HimeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8796/01/01
MKr/M/1; N0 2 MN B ApuHaiimiTTens a ApuHaiimiTTens 3MiHu | TUNYy - 3MiHK Woao peuenmom
amnyni; no 20 amnyn y 6X vm6X, HimeuunHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHI Kopo6Lij; Mo (Bunyck cepi); BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
10 mn y dhnakoHi; no 6iocuH npo cuctemy papmakoHarnsgy (BBefeHHs
10 dpnakoHis y ApuHarimitTTens y3araJlbHeHUX AaHux npo cuctemy
KapTOHHIA KopoobLi vm6X, HimeuunHa thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi
(BTOpPUHHE ocobwu, BignoBifanbHOI 3a 3MiACHEHHS
nakyBaHHs); hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
Xononak hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
depnakyHrcTexHik thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
'M6X, HimeyunHa BigMiHHa Big, yNOBHOBaXXEHOT 0CO6MU,
(BMPOGHMLTBO BigNoBiAa/IbHOI 3a 3MjACHEHHSI
Hepo3acoBaHoOro hapMakoHarnsgy (Bk/1rovatouy KOHTaKTHI AaHi)
NpoAyKTY, Ta/ab0 3MiHW y pPO3MiLLEeHHI MacTep-thainna
nepBuHHe Ta cuctemmn chapmakoHarnisgy) 3miHa KOHTakTHoOT
BTOPVIHHE 0cobu 3as1BHMKA, BiANOBIAAIbHOT 3a
nakyBaHHs) thapmakoHarnag B Ykpaii.
[itoua pepakuis: OniliHnk HaTanisa IBaHiBHa.
MponoHoBaHa pefakuis: MaHomx Kymap.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3a8BHMKa, BiANOBIAaNbHOI 3a hapMakoHarnsg,
B YKpaiHi.
309. | CIMBPUH3A® Kpansi o4Hi no 5 mny HosapTic ®apma LLIseliyapi HoBapTic Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/15669/01/01
dhnakoHax- Al a MaHydakTypiHr 3MiHu | TUNYy - 3MiHKn 3 AKocTi. AdI. peyenmom
KpanesbHuusx; no 1 HB Brpo6HMLTBO. 3MiHa BUPOGHMKA

abo 3 chnakoHn y
KapTOHHIA KopoobLi

BWXi4HOro/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A®I, abo 3miHa BUpobHMKa (BKIKOYaKouK, ae

HeobXxigHO, MicLe NPoBEAEHHS KOHTPO/TIO
AKocTi) A®| (3a BigcyTHOCTI cepTudpikara
BiANoOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiIHW [0 3aX0p4iB,

NoB'A3aHnX 3 KOHTponem Adl, abo foaaBaHHSA

OinbHUUI, fe NpoBOAUTLCA
KOHTpONb/BMNpo6YyBaHHSA cepii) JoaaHHsA

Alcon-Couvreur NV, Rijksweg 14, 2870 Puurs,
Belgium sk Bupo6HuKa BiANOBiAa/IbHOTO 3a
KOHTPO/b AkocTi A®| 6puH3onamig. 3miHu |

Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO.
3MiHa BMPOBHMKA BUXiLHOr0/MPOMDKHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMPO6HMYOMY npoteci ADI, abo 3miHa

BMpOGHMKa (BKIKOYaKOUK, e HeobXiAHO, Micue

npoBefieHHs1 KOHTPOsI0 sikocTi) APl (3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
[0Cbe)(3MiHM 40 3ax0fiB, NOB'A3aHMX 3
KoHTponem A®l, abo JoaasaHHs finbHULI, Ae
NPOBOAUTLCA KOHTPO/Ib/BUNPOBYBaHHA cepii)
[opaHHa Solvias France, Zone Industrielle,
Rue du Canal d'Alsace, Hombourg, 68490,
France sk BUpo6HyKa BignoBiganbLHoro 3a
KOHTPO/b AkocTi A®| 6puH3onamif. 3miHu |
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
3MiHa BMPOOHMKA BUXiLHOro/MPOMKHOIo
NpoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npotieci ADl, abo 3miHa
BMPOGHMKa (BK/OUaKoun, Ae HeobxiaHo, Micle
npoBefeHHs1 KOHTPO/I0 skocTi) APl (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHOMY
00Cbe)(3MiHM 40 3ax0fiB, NOB'A3aHMX 3
KoHTponem Adl, abo JoaasaHHs finbHULI, Ae
NPOBOAUTLCA KOHTPO/Ib/BUNPOBYBaHHA cepii)
[opanHsa Siegfried EI Masnou S.A., Camil
Fabra 58, El Masnou, 08320 Barcelona sk
BMPOOHUKA BIAMNOBIAA/ILHOIO 3a KOHTPO/1b
akocTi A®| 6puH3onamig. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NpoBafKeHHs
AiSNbHOCTI BUPOOHUMKa (BK/IHOYatoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/IH0
AKOCTi), abo BacHuka mactep-caiina Ha Adl,
abo noctavanbHuka API/BUxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOOHULTBI AD| (AKLWLO
3a3HaYeHo y 0CbE Ha Nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
[oCbe, ab0 BUPOOHMKA HOBOI LOMOMIXHOT
peyoBMHM (SKLLIO 3a3HaYeHo y focbe) Hassa
caiiTy KOHTPOJIO AKOCTi A/151 MIKpOG6ionoriyHoro
TecTyBaHHsA GpUMOHIANHY TapTpary
BMpo6HuUTBa Carbogen Amcis,
po3TalloBaHoro B XoMo6yp3i, ®paHuis,
3miHunacs 3 «Confarma France» Ha «Solvias
France». 3minu go posginy Manufacturer(s)'
sections 3.2.S.2.1. 3MiHa Ha3Bu € NuLue
afiMiHICTPaTVBHOO, a Ii3nYHe po3TallyBaHHS
canTy He 3MiHIeTbCA. 3MiHu | TNy - 3MiHK 3
AKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BiAgnoBigHOCTI EBpoNeichKili
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

hapmakonei/moHorpadii. NogaHHs HOBOrO
a60 OHOBMEHOTO cepTudikaTa BignoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - Houii cepTudikaT Ha
HecTepunbHuii AdI, skuin byae
BUKOPVCTOBYBATUCA 151 BUPOGHMLITBA
CTepUsIbHOTO NiKapCbKoro 3acoby, AKLLO BoAa
BUKOPWCTOBYETLCA Ha OCTaHHIX eTanax
CMHTE3Y Ta MaTepian He BiflbHWiA Big,
H6akTepiasibHNX EHA0TOKCUHIB - CynyTHA 3MiHa
- 3MiHu 3 siKocTi. APl. CTabinbHiCTb. 3miHa
nepiogy NOBTOPHUX BUMNPOGYBaHb/Nepioay
36epiraHHa abo ymoB 36epiraHHa Adl (3a
BifICYTHOCTi Y 3aTBEpKEHOMY [J0CbE
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei, Lo BKIoYae nepios NoBTOPHOro
BMNpOGYBaHHS) (Nepiog MOBTOPHOrO
BMNpo6yBaHHs/nepios 36epiraHHs) -
36inbLeHHs abo BBeAEHHA nepiogy
NOBTOPHOro BMNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3y/ibTaTiB AOC/NiKEeHb
y peanibHOMy 4aci - [logaHHa HOBOro
BMPO6HMKa BpUMOHIAMHY TapTparty Laurus
Labs Limited, Anakapalli, India
BiAANOBIA&/IbHOrO 3a BUPOBGHULTBO Ta
KOHTpOsib AkocTi Ad| y sikoro € CEP 2022-161-
Rev 00. BBefeHHsA nepiofy NOBTOPHUX
BMNpo6yBaHb B 5 POKIB, WO NiATBEPMKYETLCA
[aHUMKN B peasTbHOMY Yaci Ans
3anponoHOBaHOro BUPOGHMKa fitoyol
peyoBuHM Laurus Labs Limited, Anakapalli,
India. 3miHn | TUNY - 3MiHK 3 AkocTi. AdI.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXiHOro/MPOMIXHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
A®I, abo 3miHa BUpobHUKa (BK/IKOYaKoum, e
HeobXxifHO, MicLe NPOBEAEHHS KOHTPO/TIO
akocTi) Ad| (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [OCHE)(3MIHW [0 3aX0p4iB,
NoB'A3aHuX 3 KOHTponem Adl, abo foaaBaHHS
OinbHUUI, e NpoBOAUTLCA

KOHTpONb/BUNpo6YyBaHHSA cepii) JloAaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Carbogen Amcis AG, Hauptstrasse 145,
Bubendorf, 4416, Switzerland sk Bupo6Huka
BiiNOBifa/TbHOTO 38 NPOMiXHUIA KOHTPONb
akocTi A®| 6puH3onamig. 3miHu Il Trny - 3miHu
3 AkocTi. A®l. BupobHuuTBO. 3MiHa BUPOOHUKA
BWXiHOro/MPOMIXHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIECI
A®I|, abo 3miHa BUpobHUKa (BKIKOYaKouK, e
HeobXxifHO, MicLe NPOBEAEHHS KOHTPOSTIO
akocTi) Ad| (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [10CbE)(BBEAEHHS HOBOIO
BMpOGHMKa AP| 3 HagaHHAM MacTep-ghaiina
Ha A®I) JonaHHsa SCI Pharmtech, Inc., No. 61,
Ln. 309, Haihu N. Rd., Luzhu Dist. Taoyuan
City 33856 , Taiwan sik a/flbTepHaTUBHOIO
BMpO6HUKa cybcTaHLii 6prH30namigy 3
HafaHHAM MacTep-thalina Ha A®l; Carbogen
(3aTBepaxeHi Bupo6bHukn AMCIS AG,
Switzerland; FINORGA, FRANCE)

310.

CIHYMAKC

cnpeli Ha3aNbHUA,
nosoBaHuii 0,05%, no
10 r y cpnakoHi 3
posnustoBayem, no 1
chakoHy y nauui

TOB "BANTAPTIH
DAPMA"

Ykpaina

BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b AKOCTI:
TOB
"Mikpodpapm",
YKpaiHa;
BMNYCK Cepil:
TOB «BAJTAPTIH
DAPMAY»,
YkpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTBCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foaasBaHHS
BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He BkItoyatoum
KOHTPONb/BUNPOGYBaAHHSA cepil. 3MiHa
BMPOOHUKA, LLIO BignoBigae 3a BUMycK cepii
roTOBOrO /iKapPCbKOro 3acoby BHOCUTLCA Y
3B’A3KY 3 ONTUMI3aLi€eto npoLecis. 3MiHu
BHECEHO B iHCTPYKLO 4719 MEANYHOIO
3acTOCyBaHHS NiKapCbKOro 3acoby y po3aiu
"BUpPOB6HUK", "MicLLe3HaxomKeHHS BUPOOHMKA
Ta agpeca Micus NPOBaKeHHs oro
LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
MapKyBaHHS yNakoBok BBegeHHS 3MiH
NpPOTAroM 6-T1 MiCALIB 3 JaTN 3aTBEPIXKEHHS.
3MmiHu | Tvny - 3MiHK WwWoao
6e3nekun/ehekTVBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW). 3MiHWM BHECEHO B TEKCT
MapKyBaHHS BTOPWHHOT YNakoBKW NiKapCbKOro
3acoby y nyHkTn 1, 2, 4, 11, 17 Ta B TEKCT
MapKyBaHHA NMEPBUHHOT YNaKOBKN Y MYHKTU 5,
6. BBeAEHHA 3MiH NPOTArom 6-Tn MiicsLiB 3
[aTun 3aTBEPAKEHHS.

6e3
peyenma

nionsiea
€

UA/17382/01/01

311.

CMO®KABIBE

emynbCis ANs iHys3il,

PpeseHiyc Kabi

HimeyunH

dpeseHiyc Kabi

LLisewis

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis:

3a

UA/14345/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
H no 1206 mn, no 1448 [Joiunang MmeX a ABb 3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikat peyenmom
NEPUPEPUYH M1, no 1904 mn B BignosigHocTI/TE-cepTudpikat BignosigHoCTi
un TprYKaMepHoMy €sponelicbkili hapmakonei/MoHorpadii.
nnacTyKoBoMy MopaHHA HOBOro abo OHOB/IEHOIO

KOHTelHepi «BiodiH»,
AKUIA pasom 3
aHTWNOKVMCHNKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 1206 mn, no 1448
M/, no 1904 mn B
TpMKaMepHoOMy
nnacTyKoBoMy
KOHTelHepi «BiodiH»,
AKUIA pasom 3
aHTWOKVMCHNKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MILLIOK,
no 4 MiLKy B KOPoo6Li

cepTucpikaTa BiANOBIAHOCTI 260 BUMYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONechkiii
hapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudiikat
BiANoOBiAHOCTI EBponeiickbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big yxe
3aTBepAKEHOro BUpo6HMKa. MogaHHA
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei Ne CEP 2010-263
- Rev 01 (3atBepmxeHo: R1-CEP 2010-263-
Rev 00) ans aito4oi pevosrHu Proline Big, Bxe
3aTBEPKEHOro BUPOGHMKA (TakoX BAacHUKa
CEP) SHANGHAI KYOWA AMINO ACID CO.,
LTD. Ak Hacnigok, BiAbyMCb 3MiHU B p.
«Cknag» MKA N3 (3atBeppxeHo: SHANGHAI
KYOWA AMINO ACID CO., LTD;
3anponoHoBaHo: SHANGHAI KYOWA AMINO
ACID CO., LTD.). 3Minu | TMny - 3MiHn 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/MoHorpadii. NMogaHHsA HOBOTO
abo oHoBNeHoOro cepTudiikata BifNOBIAHOCTI
abo BUNy4YeHHs cepTuchikata BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; 4N 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBpONENCHKIN
thapmakonei) - OHOBEHUIA cepTudpikaT Bif
yXe 3aTBepAXeHOro BUpobHuka. MogaHHs
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€sponelicbkiin papmakonei Ne CEP 1999-023-
Rev 03 (3atBepmkeHo: R1-CEP 1999-023-Rev
02) ansa gitoyoi peyoBmHY Tyrosine Bif Bxe
3aTBepAxeHoro Bupo6Huka Ajinomoto Co.,
Inc., Kawasaki Plant. Ak Hacnigok, Bigdynuce
3MiHM B p. «Cknag» MKA N3 (3aTBepaKeHo:
Ajinomoto Co Inc., Kawasaki Plant;
3anponoHoBaHo: Ajinomoto Co., Inc.,
Kawasaki Plant). 3miHn | Tuny - 3MiHK 3 SKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudikat
BifiNOBIAHOCTI E€BpONeNChKiit
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

hapmakonei/moHorpadii. NogaHHs HOBOrO
a60 OHOBMEHOTO cepTudikaTa BignoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT Pe4YOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - OHOBNeHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpobHuka. NogaHHsA
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiii hapmakonei Ne CEP 1998-137-
Rev 06 (3aTBepmkeHo: R1- CEP 1998-137-
Rev 05) ans gitouoi pevosuHu Tryptophan Big,
BXE 3aTBEPXEHOro BUpobHUka Ajinomoto
Health & Nutrition North America, Inc., USA.
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans BUxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
OHoBneHnit cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€Bponeiicbkinn hapmakonei CEP 2015-167-
Rev 01 (3atBepmkeHo: R1-CEP 2015-167-Rev
00) gna gitoyoi pevosuHm Olive oil, refined, Big,
yXe 3aTBepmkeHoro BmpobHuka SOCIETE
INDUSTRIELLE DES OLEAGINEUX. 3MmiHn |
TMny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCS Y BUPOOHNLTBI A,
AN JONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkin hapmakone) -
OHoBNEeHWit cepTudikaT Big yxe
3aTBEpPKEHOr0 BUPobHYMKa. MogaHHA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

312.

COJIEPOH 100

OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei CEP 2011-115-
Rev 02 (3aTBepmkeHo: R1-CEP 2011-115-Rev
01) ana gitoyoi pevoBrHK Soya-bean oil,
refined Big, yxe 3aTBEpAXEHOro BUPOGHUKA
SOCIETE INDUSTRIELLE DES
OLEAGINEUX. 3miHu | Tuny - 3miHM 3 SIKOCTi.
CepTtucpikat BignosigHocTi/l E-cepTudikar
BiZJNOBIAHOCTI E€BpPONENChKiit
hapmakonei/moHorpadii. NogaHHS HOBOrO
a60 OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT PeYOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkiii
chapmakonei) - OHoBNEeHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpobHuka. NMogaHHs
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei Ne CEP 2010-380
- Rev 05 (3atBepxeHo: R1-CEP 2010-380 -
Rev 04) ons aioyoi peyoBrHU Potassium
chloride Big 3aTBEpxeHOro BUpobHMka K+S
Minerals and Agriculture GmbH, Germany.
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans BUxigHoro
marepiany/peareHTy/NpoOMKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiZiNOBIAHOCTI €Bponelickkilt hapmakonei) -
OHoBneHnit cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€Bponevicbkin hapmakonei Ne CEP 2018-029
- Rev 02 (3aTBepaxeHo: RO-CEP 2018-029 -
Rev 01) ana gitoyoi pevosrHu Sodium acetate
trihydrate Big 3aTBEpXEHOro BUPOGHMKa
Niacet BV, HigepnaHau

Tabnetku no 100 wr,
no 10 Tabnetok y
6nictepi; no 1, 3 abo 6

6nicTepiB y KAPTOHHIN

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTUBHOCTI Ta thapMmakoHarniagy.

BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX

3a
peyerimom

UA/10209/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nauuj npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasisHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOI
0cobw, BignoBiganbHOI 3a 3A4iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAabHOI 3a 3[iiCHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina
cuctemu dhapmakoHarnagy) 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6W 3asiBHIKA,
BifnoBigasIbHOI 3a dhapmakoHarnsg
313. | COJIEPOH 200 Tabnetku no 200 wr, TOB "ACIHO Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3a UA/10209/01/02
no 10 Tabnetok y YKPAIHA" Crapt" 3MmiHu | Tvny - 3MiHK WwWoao peyenmom
6nictepi; no 1, 3 abo 6 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
6nicTepiB y KAPTOHHIN BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
nauuj npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasisHeHUX faHnx Npo cucTemy
hapMakoHarnsay, amiHa yrnoBHOBaXeHOT
0cobu, BignoBiganbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnsgy B YkpaiHi, K0 BoHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnagy (BK/vakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y pO3MiLLEeHHI MacTep-haiina
cuctemn dhapmakoHarnagy) 3miHa KOHTaKTHUX
[aHnX yNnoBHOBaXEHOT 0CO6W 3asiBHIKA,
BifnoBiAa/IbHOI 3a dhapmakoHarnsg
314. | COMABEPT niogpinizat gns Mcpaiizep CLIA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17108/01/01
pO34nHYy A5 iH KL Eiiu.Ci.Mi. KOHTPO/1b AKOCTI IpnaHgis 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 10 wmr; 10 chnakoHis KopnopeiLuH Ta BUNycK cepii HalilMeHyBaHHs1 Ta/abo agpecy Micus
3 fniogpinizaTom y BOAW ANS iH EKUil NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
MPOMIXKHI KAPTOHHIl y nonepesHbo (BkNtOUaKoUM, 3a HeobXigHOCTI, Micue
KopobLi; 3 NPOMiXKHI HanoBHEHMUX NpoBeAEeHHS KOHTPO/O AKOCTI), abo BNacHuka
KapTOHHI KOPOOKY B Lnpuuax, mMacTtep-caiina Ha A®|, abo noctayanbHVKa
KomnnekTi 3 30 ofHo4yacHe Adl/BuxigHoro
nonepegHLo nakyBaHHS Ta matepiany/peareHTy/npoMiKHOTO NPOAYKTY,
HanoBHEHUMM MapKyBaHHA BOAU LLIO 3aCTOCOBYIOTLCS Y BUPOGHULTBI AP (KO
wnpuLamu 3 ONs iH ekuin Ta 3a3HaveHo y J0CbE Ha Nikapcbkuii 3acib) 3a
PO34MHHMKOM (BO4A nikapcbKoro BiJCYTHOCTI cepTudikaTa BignosigHOCTI
Ans iH'ekui) no 1 mn 3acoby; €Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
Ta 30 6e3neyHnMmn BMPOGHMLTBO [ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
rosikamy B KapTOHHii nikapcbKoro PEYOBUHM (SKLLO 3a3HAYEHO Y JOCLE) - 3MiHA
Kopobui 3acoby in bulk Ta Ha3Bu Ta agpecy BUpo6HuKa API
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nepBUHHE BiAMOBIA&/IbHOrO 3a BUPOBGHNLTBO,
nakyBaHHS1; BUNYCK BUMPOOYBaHHA KOHTPOJIIO SIKOCTI, 36epiraHHs
cepii nikapcbkoro rO/1I0BHOT0 6aHKy KMiTUH. BupobHuua ginbHuus
3aco6y; KOHTPO/Tb Ta yci BUpobHMyi onepavjii 3anvwatTbes
SAAKOCTi NiKapCbKOro HE3MIHHUMW.
3acoby, 3a [itoya pepakuis:
BUK/TIOYEHHAM Po3gin 3.2.S.2.1
Tecty "bioaHanis": Pfizer Ireland Pharmaceuticals
Mdpaiizep Grange Castle Business Park, Clondalkin,
MeHtochekuypuHr Dublin 22, Ireland
Benbria HB, MKSA N3:
Benbris; «BUpPOBHWK Aitoyoi peyoBuHW» Y po3gini
KoHTposnb skocTi «Cknag»
nikapcbKoro Mdpaiizep IpneHp ®apmaceyTtukanc, IpnaHgis /
3acoby: Pfizer Ireland Pharmaceuticals, Ireland
Mcpainzep Ipnexg, lMponoHoBaHa pepakuis:
dPapmaceyTukasic Po3gin 3.2.5.2.1
AHnimiTeq, Pfizer Ireland Pharmaceuticals Unlimited
KomnaHi, Ipnangis Company
Grange Castle Business Park Nangor Road
Dublin 22, D22 V8F8 Ireland
MK$A N3: «BMpo6HUK Ajto40i pevyoBUHU» y
po3gini «Cknag»
Mdpaiizep IpneHg ®apmaceyTtrkanc AHnimites
KomnaHi, Ipnangis / Pfizer Ireland
Pharmaceuticals Unlimited Company, Ireland.
3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicuA
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro
3ac006y, BK/I0HAKUY AifbHNLi BUNYCKY cepil
a60 Micue npoBefieHHA KOHTPOSIHO AKOCTI.
(aisnbHicTb, 3a AKy BignoBifae
BVMPOGHMK/IMNOPTEpP, HE BK/THOYAKOUN BUMYCK
cepiii) - 3MiHM Ha3BM Ta agpecy BUPOGHMKa
13 BignoBiganbHOro 3a KOHTPob AkocTi MN3.
Brpo6HMya AinbHuus Ta yci BUpoOHNYI
onepawji 3a/IMwalTbCa HE3MIHHUMU.
315. | COMABEPT niogpinizat gns Mdcpaiizep CWA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/17108/01/02
pO34MHYy A5 iH ek Eiiu.Ci.Mi. KOHTPO/Ib SIKOCTI IpnaHgis 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 15 mr; 10 chnakoHis KopnopeiLuH Ta BUNycK cepii

3 fiogpinizaTom y
MPOMiXKHIl KAPTOHHIl
KopobLi; 3 NPOMiXKHI

BOAM ONS iH €Kil
y nonepegHbL0

HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBa)KEHHS AiS/IbHOCTI BUPOO6HMKA
(BkntOvaroun, 3a HeobXigHOCTI, Micue

HanoBHEHWX NpOBefEHHA KOHTPOSIIO SIKOCTi), @60 BNacHWKa
KapTOHHI KOPOOKY B Lnpuuax, macTtep-aiina Ha A®|, abo noctayanbHVKa
komMnnekTi 3 30 ogHovacHe Adl/BnxigHoro

nonepegHLo nakyBaHHA Ta matepiany/peareHTy/npoMiKHOTO NPOAYKTY,
HanoBHEHUMM MapKyBaHHA BOAM LLIO 3aCTOCOBYIOTLCS Y BUPO6HMLTBI AP (K0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
wnpuuamu 3 ONs iH ekuin Ta 3a3Ha4YeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
PO34MHHMKOM (BOgA nikapcbKoro BiJCYTHOCTI cepTudikaTa BignosigHOCTI
AN iH'eKuid) no 1 mn 3acoby; €Bponelicbkili hapmakonei y 3aTBepaXeHoMy
Ta 30 6e3neyHMmn BMPOGHMLTBO [oCbe, ab0 BUPOOHMKA HOBOT AOMOMDKHOT
rosiKamy B KapTOHHii nikapcbKoro PEYOBUHM (SKLLO 3a3HAYEHO Y J0CbE) - 3MiHa
KopoobLi 3acoby in bulk Ta Ha3Bu Ta agpecy BUpo6HuKa AdI
nepBUHHE BiAMOBIA&/IbHOrO 3a BUPOBGHNLTBO,
nakyBaHHS1; BUNYCK BUMNPOOYBaHHA KOHTPOJIIO SIKOCTI, 36epiraHHs
cepii nikapcbKkoro rO/I0BHOI0 6aHKy KMiTUH. BupobHuua ginbHuus
3aco6y; KOHTPO/Tb Ta yci BUpobHuyi onepavwjii 3anvwatTbes
SAKOCTIi NiKapCbKOro HE3MIHHUMW.
3acoby, 3a [itoya pepakuis:
BUK/TIOYEHHAM Po3gin 3.2.S.2.1
Tecty "bioaHanis": Pfizer Ireland Pharmaceuticals
Mdpaiizep Grange Castle Business Park, Clondalkin,
MeHtodhekuypuHr Dublin 22, Ireland
Benbria HB, MKSA N3:
Benbris; «BrpOBHWK fitoyoi peyoBuHW» Y po3gini
KoHTposnb skocTi «Cknag»
nikapcbKoro Mdpaiizep IpneHp ®apmaceyTtukanc, lpnaHgis /
3acoby: Pfizer Ireland Pharmaceuticals, Ireland
Mcpainzep Ipnexg, lMponoHoBaHa pepakuis:
dPapmaceyTukasc Po3gin 3.2.5.2.1
AHnimiTeq, Pfizer Ireland Pharmaceuticals Unlimited
KomnaHi, Ipnangis Company
Grange Castle Business Park Nangor Road
Dublin 22, D22 V8F8 Ireland
MK$A N13: «BMpo6HUK AjtoH0i pe4yoBUHU» Yy
po3gini «Cknag»
Mdpaiizep IpneHg ®apmaceyTtrkanc AHnimites
KomnaHi, Ipnangis / Pfizer Ireland
Pharmaceuticals Unlimited Company, Ireland.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro
3aco06y, BK/0YaKUY AifbHNLi BUNYCKY cepil
a60 Micue npoBefieHHA KOHTPOSIHO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BVMPOGHMK/IMNOPTEpP, HE BK/THOYAKOUM BUMYCK
cepiii) - 3MiHM Ha3BM Ta agpecy BUPOGHMKa
['N13 BignoBiganbHOro 3a KOHTPob AkocTi MN3.
Brpo6HMya AinbHuus Ta yci BUpoOHNYI
onepawji 3a/IMwalTbCA HE3MIHHUMU.
316. | COMABEPT niogpinizat gns Mdcpaiizep CLIA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/17108/01/03
pO34MHYy A5 iH ek Eiiu.Ci.Mi. KOHTPO/Ib SIKOCTI IpnaHgis 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 20 mr; 10 chnakoHis KopnopeiLuH Ta BUNycK cepii

3 fiogpinizaTom y

BOAM A5 iH €Kil

HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHSA AisS/IbHOCTI BUPO6HUKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

MPOMiXKHI KAPTOHHIM
KOpOO6LL; 3 NPOMiXHI
KapTOHHI KOPOOKY B
komnnekTi 3 30
nonepegHLo
HanoBHEHMW
wnpmuamm 3
PO34MHHMKOM (BOAA
AN iH'ekuid) no 1 mn
Ta 30 6e3neyHummn
rofikaMu B KapTOHHilA
KopoobLi

y nonepegHL0
HanoBHEHWX
Lnpuuax,
ofiHoyacHe
nakyBaHHS Ta
MapKyBaHHs1 BOAM
ONs iH eKyin Ta
nikapcbKoro
3acoby;
BMPOGHMLTBO
nikapcbKoro
3acoby in bulk Ta
nepBuHHE
nakyBaHHS; BUNYCK
cepii nikapcbkoro
3aco0y; KOHTPO/Ib
SAAKOCTi NiKapCbKOro
3acoby, 3a
BUK/OYEHHAM
Tecty "bioaHanis":
Mdpaiizep
MeHtohekuypuHr
Benbria HB,
Benbris;
KoHTposnb skocTi
nikapcbKoro
3acoby:
Mcpainzep Ipnexg,
dPapmaceyTukasc
AHnimiTeq
KomnaHi, Ipnangis

(BkNtOUaKOUM, 3a HeOOXigHOCTI, Micue
NpoBeEeHHSA KOHTPO/O AKOCTI), abo BNacHuka
mMacTep-haiina Ha A®I, abo noctavanbHUKa
Adl/BnxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOGHULTBI AP (KO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHoMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHY (SKLLO 3a3HAYEHO Y JOCLE) - 3MiHa
Ha3BW Ta agpecy BupobHuka AdI
BiAMOBIA&/IbHOrO 3a BUPOBGHNLTBO,
BUNPOGYBAHHS KOHTPOIO AKOCTI, 36epiraHHsA
rO/I0BHOT0 6aHKy KMiTUH. BupobHuua ginbHuus
Ta yci BUpobHuyi onepavwjii 3anvwatTbes
HEe3MiHHUMMU.

[itoya pepakuis:

Posgin 3.2.S.2.1
Pfizer Ireland Pharmaceuticals
Grange Castle Business Park, Clondalkin,
Dublin 22, Ireland
MKSA N3:

«BrpOBHWK fitovoi peyoBuHW» Y po3gini
«Cknag»

Mdpaiizep IpneHp ®apmaceyTtukanc, IpnaHgis /
Pfizer Ireland Pharmaceuticals, Ireland
MponoHoBaHa pegakuis:

Po3gin 3.2.5.2.1
Pfizer Ireland Pharmaceuticals Unlimited
Company
Grange Castle Business Park Nangor Road
Dublin 22, D22 V8F8 Ireland
MK$A N13: «BMpo6HUK Ajto40i pevyoBUHU» y
po3gini «Cknag»

Mdcpaiizep IpneHg ®apmaceyTtrkanc AHnimites
KomnaHi, Ipnangis / Pfizer Ireland
Pharmaceuticals Unlimited Company, Ireland.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicuA
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro
3aco06y, BK/10YAKUY AifTbHNLi BUNYCKY cepil
a60 Micue NnpoBefieHHA KOHTPOSIHO AKOCTI.
(aisnbHicTb, 3a AKy BignoBifae
BVMPOGHMK/IMNOPTEpP, HE BK/THOYAKOUN BUMYCK
cepiii) - 3MiHN Ha3BM Ta agpecy BUPOGHMKa
/13 BignoBigansLHOro 3a KOHTPOosb AkocTi MN3.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Brpo6HMya AinbHuus Ta yci BUpoOHNYI
onepadii 3anmLwaTbCa He3MiHHUMU.

317. | COMABEPT niogpinizat gns Mdcpaiizep CLIA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3a UA/17108/01/04
pO34nHYy A5 iH ek Eiiu.Ci.Mi. KOHTPO/b AKOCTI IpnaHgis 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 30 mr; 10 chnakoHis KopnopeiLuH Ta BUNycK cepii HaliMeHyBaHHs Ta/abo agpecy Micus

3 fiogpinizaTom y
MPOMiXKHIl KAPTOHHIl
KopobLi; 3 NPOMiXKHI
KapTOHHI KOPOOKY B
komnnekTi 3 30
nonepegHLo
HarnoBHEHUMW
wnpmuamm 3
pO34MHHMKOM (BOAA
Ans iH'ekui) no 1 mn
Ta 30 6e3neyHummn
rosikaMu B KapTOHHiiA
Kopobui

BOAM ONS iH €Kil
y nonepegHL0
HanoBHEHWX
Lwnpuuax,
ofiHouacHe
nakyBaHHA Ta
MapKyBaHHs1 BOAM
ONs iH ek Ta
nikapcbKoro
3acoby;
BMPOGHMLTBO
nikapcbKoro
3acoby in bulk Ta
nepBuHHe
nakyBaHHS1; BUNYCK
cepii nikapcbkoro
3aco0y; KOHTPO/Ib
SAAKOCTi NMiKapCbKOro
3acoby, 3a
BUK/OYEHHAM
Tecty "bioaHanis":
Mdpaiizep
MeHtodekuypuHr
Benbria HB,
Benbris;
KoHTposnb skocTi
nikapcbKoro
3acoby:
Mcpaiizep Ipnexg,
dapmaceyTukasc
AHnimiTeq
KomnaHi, IpnaHgis

NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
(BkntOvaroun, 3a HeobXigHOCTI, Micue
NpoBeEeHHS KOHTPO/IO AKOCTI), abo BNacHuka
macTtep-aiina Ha A®|, abo noctayanbHVKa
Adl/BnxigHoro
mMaTtepiany/peareHTy/NpoMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOGHULTBI AP (KO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkin hapmakonei y 3aTBepaKeHOMY
[0Cbe, ab60 BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y J0CbE) - 3MiHA
Ha3BW Ta agpecu BupobHuka Ad|
BiAMOBIA&/IbHOrO 3a BUPOGHULTBO,
BUNPOGYBaHHS KOHTPOJIO AAKOCTI, 36epiraHHs
rO/I0BHOT0 6aHKy KMiTUH. BupobHuua ginbHuus
Ta yci BUpobHuyi onepadjii 3anvatTbes
HE3MiHHUMMU.

[itoya pepaxuis:

Posgin 3.2.S.2.1
Pfizer Ireland Pharmaceuticals
Grange Castle Business Park, Clondalkin,
Dublin 22, Ireland
MKA N3:

«BrpOBHWK Aito4oi peyoBuHW» y po3gini
«Cknag»

Mdpaiizep IpneHg ®apmaceyTtukanc, lpnaHgis /
Pfizer Ireland Pharmaceuticals, Ireland
MponoHoBaHa peaakuis:

Po3gin 3.2.5.2.1
Pfizer Ireland Pharmaceuticals Unlimited
Company
Grange Castle Business Park Nangor Road
Dublin 22, D22 V8F8 Ireland
MK$A N3: «BMpO6HUK AjtoH0i pevyoBUHU» Y
po3gini «Cknag»

Mdpaiizep IpneHg ®apmaceytukanc AHnimites
KomnaHi, Ipnangis / Pfizer Ireland
Pharmaceuticals Unlimited Company, Ireland.
3MiHn | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micud
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3ac006y, BK/I0YAKUY AiNTbHULi BUNYCKY cepil
a60 Micue NnpoBefieHHA KOHTPOSIHO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BVMPOGHMK/IMNOPTEpP, HE BK/THOYAKOUN BUMYCK
cepiii) - 3MiHM Ha3BM Ta agpecy BUPOGHMKa
13 BignoBiganbHOro 3a KOHTPob AkocTi MN3.
Brpo6HMya AinbHuus Ta yci BUpoOHNYI
onepawji 3a/IMwalTbCa HE3MIHHUMU.
318. | CMA3BMOBAKC | pO3uunH Ans iH'eKuiid, LWWAPMEP C.M.A. ITanis OOMNMENb ITanis BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3a UA/20005/01/01
40 mr/4 mn no 4 mn B PAPMALEYTILI BMNpaB/IEHHS TEXHIYHUX MOMMWIIOK, 3rigHO peyenmom
amnyni; no 10 amnyn y C.P.N. n.2.4. posginy VI Hakazy MO3 Ykpainu Big
KOHTYPHIli YapyHKOBIl 26.08.2005p. Ne 426 (y pegakuii Hakazy MO3
ynakosui; no 1 Ykpainu Big 23.07.2015 p Ne 460) -
KOHTYPHIli YapyHKOBIi BunpaBneHHs TeXHIYHOT NOMW/IKK, NOB’A3aHO 3
yNakoBLi Y KAPTOHHI HEKOPEKTHNM MepeHeceHHsM iHdhopmauii 3
Kopobui Marepianis BUpO6GHVKa A0 METOAIB KOHTPOJIO
AKOCTi Npu peecTpadii, a came: B MKA B
po3gini "Cneuudpikauis”, 4ns nokasHuka
"l geHTudpikauii cymapHux cynbdgartis (BEPX)".
319. | CNAUPT PO34MH CNMPTOBUIA TOBAPUCTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10171/01/02
ETUNOBWIA 0151 30BHILLHBOTO OBMEXXEHOO 06MEXEHO 3MiHn | TMNY - 3MiHK Woa0 peyenmom
70% 3acTtocyBaHHA 70 %; BIANOBIAANBHI BiANOBIAA/ILHICTIO 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
no 50 mn a6o no 100 CTHO "papmMaueBTUYHA (iHWi 3MiHW). BHECEHO 3MiHW Yy TEKCT
My chnakoHax 3i «KOPIMOPALIA KOMMaHis MapKyBaHHS MEPBUHHOI YNaKOBKW /iKapCbKOro
ckna «300POB'A» "3p0pos'a”, 3acoby (n. 4, 5, 17) Ta 3p0671eHO He3HauHI
YkpaiHa (Bci cTagil pefakuiiiHi npaBkn. BBeeHHSA 3MiH NPOTSAroM
BMPOGHMLTBA, 6-TV MiCALIB MiCNA 3aTBEPAXEHHS
KOHTPO/b IKOCTI,
BMNyCK cepil);
ToBapucTso 3
06MeXeHoto
BiANOBIAANLHICTIO
"PapmaueBTnyHa
KOMMaHis
"3popos'a”,
YkpaiHa (Bci cTagil
BMPOGHMLTBA,
OKpIM KOHTPO/I10
AKOCTI Ta BUNYCKY
cepil)
320. | CNUPT PO34MH CNpPTOBUIA TOBAPUCTBO 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3a UA/10171/01/01
ETNNOBWIA [O151 30BHILLHBOTO OBMEXXEHOHKO 06MEXEHO 3MiHn | TMNy - 3MiHK WoAa0 peyenmom
96% 3acTocyBaHHs 96 %; BIANOBIAANBHI BiANOBIAA/ILHICTIO 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsagy
no 50 mn a6o no 100 CTIO "®GapmMaLeBTUYHa (iHLWi 3MiHK). BHECEHO 3MiHU Y TekCT
M1y chiakoHax 3i «KOPMOPALJIA KOMMaHis MapKyBaHHS1 NEPBMHHOI YNaKOBKM JTiKapCbKOro
ckna «300POB'A» "3p0poB's", 3acoby (n. 4, 5, 17) Ta 3p06/1eHO He3HaYHI
YkpaiHa (Bci cTagil pepakuiiiHi npaskn. BBeAEHHSA 3MiH MPOTAroM
BUPOOHMUTBA, 6-TK MicALIB Nic/is 3aTBEPKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/1b SIKOCTI,
BUNyCK cepil);
ToBapucTeo 3
06MeXeHOoI0
BiANOBIAA/ILHICTIO
"®GapmMaueBTNnYHa
KOMnaHis
"3anopos'a”,
YkpaiHa (Bci cTtagil
BMPOGHMLTBA,
OKpIM KOHTPO/I0
AKOCTI Ta BUNYCKY
cepii)

321. | CMOPArANn kancynu no 100 mr; no TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a He UA/0316/01/01
10 kancyny YKPAIHA" Crapt" 3MiHu | TNy - 3MiHKM Woa0 peyenmom | nidnsiea
6nictepax; no 10 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. €
Kancyn y 6nictepi; no 3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
1, a6o no 3 6nicTepu B 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
KapTOHHI navu,i MeJMNYHOro 3aCTOCyBaHHS Ha MigcTasi

perynsipHo OHOB/TIOBAHOTO 3BITY 3 6e3Mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IKEHD,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimkerb (PIP) (iHWi 3MiHK).
3MiHV BHECEHO B IHCTPYKLitO A4/ MeAMYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"B3aemopis 3 iHWKMMM NiKapcbkumu 3acobamu
Ta iHWi BUAW B3aEMOAii" BignoBigHo 8o
OHOBJIEHOT iHhopMaLii oo 6e3nekn
3aCTOCYBaHHS [it04oi pevoBUHU. TepMiH
BBE/EHHSA 3MiH NPOTArom 6 micauis nicns
3aTBEPMAKEHHS.

322. | CMMOPArANn Kancynu no 100 wmr; no TOB "ACIHO YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0316/01/01
10 kancyny YKPAIHA" Crapt" 3MiHu | TUny - 3MiHKM WoA0 peyenmom
6nictepax; no 10 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

Kancyn y 6nictepi, no BBeneHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnUX
1 a6o no 3 6nictepu B npo cuctemy cdapmakoHarnsgy (BBefeHHs
KapTOHHIA navui y3ara/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BifgNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsay 3asaBHuKa A1 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeEHOi 0co6M,
BiANOBIAaA/IbHOI 3a 34iICHEHHS
dhapmakoHarnsgy (BKI4Yakum KOHTaKTHi AaHi)




215

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Ta/abo 3MiHM y po3MiLLeHHI MacTep-dhaiina
cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX yNoBHOBaXeHOI 0co6u 3asBHIKa,
BiNOBiAa/IbHOI 32 hapMakoHarnsag.
323. | CTAYPYM PO34UH A5 iH'EKLLA TOB "®OPC- Ykpaina Bupo6bHMLTBO, PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18601/01/01
200 mr/2 mni; no 2 mn PAPMA BMNPOGYBaHHA 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
B amnyni, no 5 a6o no ANCTPUNBIOLWH" KOHTPO/O SKOCTI nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
10 amnyn B KAPTOHHIi (hiznyHi/ximiyHi), 3amiHa abo BBeEHHS [,04ATKOBOI Ai/IbHUL
nauui nepBuUHHe BMPOGHMLUTBA 4151 YacTNHU abo BCbOro
nakyBaHHS1, BUNYCK BMPOGHNYOro NpoLecy roTOBOro iKapCbKoro
cepit: 3aco6y (4ibHUUA 4718 BTOPUHHOO NakyBaHHS)
K.T. POM®APM 3amiHa BUPOOHUYOI AiNbHUL BTOPUHHOTO
KOMIMAHI C.P.11., nakyBaHHs 113 Bupo6Huka K. T. POM®APM
PymyHis; KOMIAHI C.P.J1., a TakoxX 3a3HavaloTbCs
BrnpobyBaHHs dOYHKLi 3aTBEPAKEHOrO BUPOGHMKA. 3MiHK |
KOHTPOJO SKOCTI TMny - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKuii
(mikpob6ionoriyHi, 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
6ioNoriyHi), iMnopTepa/3aMiHu, L0 CTOCYIOTBCA BUMYCKY
BTOPWHHE cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO
nakyBaHHs: nikapcbKoro 3acoby (3amiHa abo foaasBaHHS
K.T. POM®APM AiNbHULI, Ha AKIN 34iACHI0ETbCS
KOMMAHI C.P.11., KOHTPO/b/BMNPOGYBaHHSA cepii) 3amiHa
PymyHis AiNbHULI Ha AKili 34iACHIOETBCSA KOHTPOb
SAKOCTi (MiKpo6ionoriyHi, 6ionorivni) MN3
BUpo6HMKa K.T. POM®APM KOMMAHI C.P.J1.
324. | CTEPO®YHAN pO34nH ANs iHdys3ild; B. bpayH HimeuunH B. BpayH Megikan Icnania/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9618/01/01
HISO no 250 mn, 500 mn, Menb3yHreH Al a CA, IcnaHis; LLseliyapisi/ 3MiHu | TMny - 3MiHK 3 AKkocTi. CepTudiikaT peyernmom
1000 mny B. bpayH HimeyunHa BignosigHocTI/lE-cepTudpikar BignosigHoCTi
nonieTuneHoBomy Megukan CA, €Bponelicbkiin hapmakonei/MoHorpadii.
KOHTeilHepi; no 10 LLIseliLapis; MogaHHsA HOBOrO ab0 OHOB/IEHOTO
KOHTEliHepIB y Brpo6HMLUTBO, cepTudpikaTa BiANOBIAHOCTI 260 BUMYYEHHS
KapTOHHIA KopobLii; no nepBMHHa Ta cepTucpikaTa BiANOBIAHOCTI EBpONeichbkili
250 mn, 500 mn, 1000 BTOPUHHA thapmakonei: gna A®l; ans BUxigHoro
M1y NNacTUKOBOMY ynakoBka, BUMyCK matepiany/peareHTy/NpoMKHOTO NPOAYKTY,
MiLKy; no 10 MiwkiB y cepil: LLIO BUKOPUCTOBYHOTLCH Y BUPOOGHMLTBI AdI;
KapTOHHI KopoobLi B. bpayH AN 0ONOMDKHOI peyoBuHM (cepTudikat
Menb3yHreH Ar, BiANOBIAHOCTI EBponeiickbkilt hapmakonei) -
HimeuuunHa; HoBuii cepTudpikat Bif, HOBOro BUPOGHUKA
KoHTponb cepii: B. (3amiHa abo [OMOBHEHHS) - MOAaHHSA HOBOTO
BpayH cepTudpikaTa BiANOBIAHOCTI EBpONeiichbkili
Menb3yHreH Al thapmakonei Ne RO-CEP 2018-230-Rev 00
HimeuunHa Ons pitoyoi peyoBrHn Sodium acetate
trihydrate Big HoBOro BMpo6HMKa Macco
Organiqgues INC, KaHafa (40NOBHEHHS).
325. | CTIBAP® TabneTkn, BKPUTI Baliep Al HimeuumnH Bupo6bHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13395/01/01
nNiBKOBOO a NMOBHUM LUK/IOM DiHNAHAIA 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom
060/10HKO0, N0 40 Mmr; (B1pPOGHMLTBO in- HaliMeHyBaHHS Ta/abo agpecu micus
no 28 TabneTok y bulk, nepBnHHa NPOBaPKEHHS AisS/IbHOCTI BUPOOHUKA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

chnakoHi; no 3
h/1aKOHW Y KapPTOHHiIl
ynakosLi

ynakoBka,
BTOPMHHA
ynakoBka,
KOHTPO/b SIKOCTI,
BUNYCK cepil):
Baiiep AT,
HimeyumnHa;
AnbTepHaTUBHUIA
BUPOGHUK
(nepBuHHa
ynakoBka,
BTOPWHHA
ynakoBka): OpioH
KopnopeiiH,
OpioH ®apwma,
DiHnAHZISA

(BkNtOUaKOUM, 3a HeOOXigHOCTI, Micue
NpoBeEeHHSA KOHTPO/O AKOCTI), abo BNacHuka
mMacTep-haiina Ha A®I, abo noctavanbHUKa
Adl/BnxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOGHULTBI AP (KO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHoMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y J0CbE). 3MiHa
HaliMeHyBaHHs1 nocTavasibH1Ka BUXigHOT
peyoBuHN 4-amiHo-3-hTopcheHony fka
BMKOPUCTOBYETLCA A1 BUpo6HMLUTBA AdI, 3
Lianhe Chemical Technology (Taizhou) Co.,
Ltd. Ha Lianhe Aigen Pharma Co., Ltd.
MicuesHaxomkeHHs Ta BUPOBHUYI npouecy He
3MIHUAUCE. 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI AinbHUL
(BKNtOYAOUU AinbHULI ana APl NPOMIKHOTO
npoayKTy abo roToBOro ikapCbKoro 3acooy,
AiNbHUL 4119 NPOBEAEHHA NakKyBaHHS,
BMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK Cepil,
MicL,e NpoBefEeHHsI KOHTPOIO cepii) abo
noctavasibH1Ka BUXiAHOTO matepiasny,
peareHTy abo AOMOMIKHOT pe4YOBUHY (SIKLLO
3a3HayeHo y A0Cbe). BunyyeHHs BUpo6HMYOT
ainbHuui Fine Organics, Seal Sands,
Middlesbrough, TS2 1UB, United Kingdom
BiANOBIAa/IbHOI 3a NOCTavyaHHs BUXigHOT
peyoBuHM 4-amiHo-3-thTopdeHony,
anbTepHaTMBHUMMN BUPOOHUKaMM
3anuwatoTbes Lianhe Aigen Pharma Co., Ltd
China Ta Sugai Chemical Ind. Co. Ltd,
Wakayama, Japan.

326.

CTOMMIrPEH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 50 Mr;
no 6 TabneTok y
6nicTepi; no 1
6nictepy B nauui

AT "KI/I'I'BCbKI{II/I
BITAMIHH1N
3ABO"

YkpaiHa

AT "KI/ITBCI:KI\/J n
BITAMIHHUA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis:
3MmiHu | TMny - 3MiHK WwWoao
6e3nekun/edekTUBHOCTI Ta thapMmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimkeHb 3
6e3nekn 3acToCyBaHHs NiKkapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 NiaHy
negiaTpnyHnx gocnigpkenb (PIP) (3MiHy

3a
peyerimom

He
niosnsiea
€

UA/7229/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom).

3MiHWN BHECEHO B IHCTPYKLIitO 418 MEANYHOIO

3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyaar” ta "rMobivni peaxuii”
BIANOBIAHO A0 iHGOpMaLi Wwoao 6e3nekn

3acTOCyBaHHSA Aito4oi pevoBUHU —

cymMaTpunTaH - 3rigHO 3 pekoMeHAauieo

PRAC. BBefeHHs! 3MiH NpoTArom 6-Tu mMicauis

nicns 3aTBepKeHHs.

327.

CTOMMIrPEH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 100
mr; no 3 TabneTkn y
6nicTepi; no 1
6nictepy B navui

AT "KI/I'I'BCbKI{II/I
BITAMIHH1N
3ABO4"

Ykpaina

AT "KI/I'I'BCbKI('I n
BITAMIHHUA
3ABOA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MmiHu | Tvny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHs NiKkapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 naaHy
negjatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom).
3MiHVN BHECEHO B IHCTPYKLIitO 418 MEANYHOrO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyaar” Ta "rMobivni peaxuii”
BiANOBIAHO A0 iHGOpMaL,i Wwoao 6e3nekn
3aCcTOCyBaHHSA Aito40l pevoBUHU —
cymMaTpunTaH - 3rigHO 3 peKoMeHAaL i€l
PRAC. BBefeHHs 3MiH NpoTAarom 6-Tu micauis
nicns 3aTBepKEeHHS.

3a
peyerimom

He
nionsiea
€

UA/7229/01/02

328.

CYHITUHIB-
Mini-12,5

Kancynv Teepgi
XenartunHosi 12,5 mr,
no 7 kancyny
6nicTepi, no 4
6nicTepy y KapTOHHiii
Kopoo6Li

Mini Xenckepe
Nimiteq

Benvka
BpuTaHis

LLnnna Megikea
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
YTOYHEHHS HaNMMCaHHA YNakoBKWN B HaKasi
MO3 YKpaiHu
Ne 1543 Big 05.09.2024 B npoueci BHeCEHHA
3MiH (3MiHY | TUNY - 3MiHK WoA0
6e3nekun/edekTVBHOCTI Ta hapMmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo foCnigpkeHb 3
6e3nekn 3acToCyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk

3a
peyerimom

UA/20446/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
OopraHom) - 3MiH1 BHECEHO [0 iHCTPYKLiT ANns
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby
y po3ginu: "OcobanMBOCTi 3acTOCyBaHHS",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3neku firoyoi peyoBUHH.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micnsa
3aTBepMXeHHs). Pefakuis B Hakasi - y
KapTOHHIiA Nayui. BipHa pegakuis - y
KapTOHHIli KOpooGLi.

329.

CYHITUHIB-
Mini-25

Kancynu Teepai
XenatuHosi 25 mr, no
7 kancyn y 6nictepi,
no 4 6nictepn y
KapTOHHIli kopooui

Mini Xenckepe
Nimiten

Benvka
BputaHis

LWnnna Megikea
Niviteq

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
YTOUHEHHS HanNMCcaHHS YNakoBKW B Hakasi
MOS3 Ykpainu
Ne 1543 Big 05.09.2024 B npoueci BHECEHHA
3MiH (3MiHun | TMNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITy 3 6e3Mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM
OopraHoMm) - 3MiHU BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
y po3ginun: "OcobnmnBoCTi 3aCTOCyBaHHA",
"Mo6iyHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHbopmaLii 3 6e3neku Aito4oi peHoBUHN.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBepMKeHHs1). Pefakuisa B Hakasi - y
KapTOHHI nayli. BipHa pegakuyia - y
KapTOHHili Kopoo6Li.

3a
peyenmom

UA/20446/01/02

330.

CYHITUHIB-
MIni-37,5

Kancynu Teepai
xenartunHosi 37,5 mr,
no 7 kancyny
6nicTepi, no 4
6nicTepy y KapTOHHili
KopooLi

Mini Xenckepe
Nimiten

Benuka
BpuTaHis

Wnnna Mepgikea
NimiTen

IHAjA

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
YTOUHEHHS HanucaHHSA YNakoBKW B Hakasi
MOS3 Ykpainu
Ne 1543 Big 05.09.2024 B npoueci BHECEHHS
3MiH (3MiHY | TUNY - 3MiHK WOoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMYHOro 3acTocyBaHHA Ha nigcTasi

3a
peyenmom

UA/20446/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHS /likapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCAIAKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy
negjatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHoMm) - 3MiHW BHECEHO [0 IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby
y po3ginu: "OcobnnBoCTi 3acTOoCyBaHHA",
"Mo6iuHI peakwyi" BigNOBIAHO A0 OHOBMEHOT
iHchopmawii 3 6e3nekn 4itoyoi pevyoBUHU.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBepAKeHHs). Pefakuisa B Hakasi - y
KapTOHHI nayui. BipHa pegaxkuis - y
KapPTOHHili KOpoo6Li.

331.

CYHITUHIB-
MI/11-50

Kancynv Teepgi
xenatuHosi 50 mr no 7
Kancyn y 6nictepi, no
4 6nictepn y
KapTOHHI KopooL;i

Mini Xenckepe
Nimiten

Benvka
BputaHis

LLnnna Megikea
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis:
YTOYHEHHS HANMUCaHHA YNakoBKWN B HaKasi
MO3 YKpaiHu
Ne 1543 Big 05.09.2024 B npoueci BHeCEHHA
3MiH (3MiHu | TMNy - 3MiHW Woao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perysisipHoO OHOBJTHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acToCyBaHHs NiKkapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 naaHy
negjiatpnyHnx gocnigpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
OpraHom) - 3MiH1 BHECEHO [0 iHCTPYKLiT ANs
MeLMYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
y po3ginu: "OcobanBOCTi 3acToCyBaHHS",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3neku fjiryoi pevyoBUHH.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micasa
3aTBepMXeHHs). Pefakuis B Hakasi - y
KapTOHHI/ nayui. BipHa pegakuis - y
KapTOHHIli KOpoGLi.

3a
peyerimom

UA/20446/01/04

332.

TEBTOHA

PO3YUH AJ151 iH'EKLLNA,
500 mr/4 mn, no 4 mn
PO34MHy B ammnyni; no
5 amnyn y KOHTYPHiiA
YapyHKOBIli ynakoBLyj;

TOB «®OPC-
PAPMA

ONCTPUBIOLWH»

YkpaiHa

Bupo6bHMLTBO,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(hiznyHi/ximiyHi),
nepBuHHe

PymyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
3amiHa ab0 BBeEHHS [,04ATKOBOI Ai/TbHUL
BMPOGHULTBA A/151 YACTUHM abo BCbOro

3a
peyenmom

UA/20136/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYyeHHs1
no 1 KOHTYPHIi nakyBaHHS1, BUNYCK BMPOGHNYOro NpOoLLecy roTOBOrO iKapCbKOro
YapyHKOBIli ynakoBLj y cepil: 3acoby (4inbHUUA 4119 BTOPUHHOMO
KOpPOG6Lii 3 KApTOHY K.T. POM®APM nakyBaHHs). 3aMiHa BUPOGHWYOT finbHUL
KOMMAHI C.P.11., BTOPUHHOIO nakyBaHHs /13 BupobHuka K. T.
PymyHis; POM®APM KOMMAHI C.P./.
BunpobyBaHHs 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBMIA
KOHTPOJO SKOCTI nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
(mikpob6ionoriyHi, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY
6ioNoriyHi), cepii Ta KOHTPO/IO AKOCTi FOTOBOrO
BTOPUHHE nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
nakyBaHHs: AiNbHUL, Ha AKil 34iACHI0ETbCS
K.T. POM®APM KOHTPONb/BMNPOGYBaHHSA cepii).
KOMIMAHI C.P./1., 3amiHa AibHUL Ha SKilA 34iNCHI0ETLCS
PymyHis KOHTPO/b AKOCTi (MiKpo6iooriyHi, 6iosoriyuHi)
'N3 BupobHuka K.T. POM®APM KOMIMAHI
C.P.J.

333. | TEBTOHA PO34UH O151 iH'EKLLNA, TOB «®OPC- Ykpaina Bupo6bHMLTBO, PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/20136/01/02
1000 mr/4 mn, no 4 mn PAPMA BMNPOGYBaHHA 3MiHu | TMRY - 3MiHK 3 SKoCTi. FoToBUIA peyenmom
po34nHy B amnyii; no ONCTPUBHOLWH» KOHTPOJO SKOCTI nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI.

5 aMnyn y KOHTYpHiii (hiznyHi/ximiyHi), 3amiHa abo BBeEeHHS [,04AaTKOBOI Ai/IbHUL
YapyHKOBIli ynakoBLyj; nepBuHHE BMPOGHMLTBA A1 YACTUHM abo BCbOro
no 1 KOHTYPHIiA nakyBaHHS1, BUNYCK BMPOGHNYOro NpoLLecy roTOBOrO iKapCbKoro
YapyHKOBIli ynakoBLj y cepi: 3acoby (4ibHUUA 4718 BTOPUHHOMO
KOpOO6Li 3 KApTOHY K.T. POM®APM nakyBaHHs). 3aMiHa BUPOGHWYOT fibHNL
KOMMAHI C.P.11., BTOPUHHOrO nakyBaHHs /13 BupobHuka K. T.
PymyHis; POM®APM KOMMAHI C.P./.
BrnpobyBaHHs 3MiHu | TURY - 3MiHK 3 SKOCTi. FoToBUIA
KOHTPO/O SKOCTI nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
(mikpob6ionoriyHi, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY
6ioNoriyHi), cepii Ta KOHTPO/HO AKOCTi FOTOBOrO
BTOpPUHHE nikapcbKoro 3acoby (3amiHa abo fJoaaBaHHSA
nakyBaHHs: [iNbHUL, Ha AKil 34iACHIETbCS
K.T. POM®APM KOHTPONb/BMNPOGYBaHHSA cepii).
KOMIMAHI C.P./1., 3amiHa AibHUL Ha SKilA 34iNCHI0ETLCS
PymyHis KOHTPO/b AKOCTi (MiKpOGIOIOrivHi, 6ionoriyHi)
'N3 BupobHuka K.T. POM®APM KOMIMAHI
C.P.J.

334. | TENCAPTAH Tabnetku no 80 mr; no [-p Pepgi'c IHAis [-p Pegpi'c IHAin BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/14589/01/01
10 TabneTok y JNabopatopic NITg JNabopatopic /114, 3MiHu | TMNY - 3MiHK Wo[0 peuyenmom
6nicTepi; no 1 a6o 3 dTO -l 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepy B KAPTOHHii 3MiHa YacToTn Ta/abo TepMiHiB NoAaHHSA
Kopoobui perynspHO OHOB/HOBaHUX 3BITIB 3 6e3neku

nikapcbKunx 3acobis - 3MiHa YacToTu Ta
TEPMIiHiB NOAaHHA PErynspHO OHOB/OBAHOrO
3BITYy 3 6e3neKu:
[itova pepakuis: Yactota nofaHHA perynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku - 1 pik.
KiHueBa faTa Ans BkAYeHHs aaHunx go PO36
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

- 11.04.2026 p. faTa nogaHHA - 20.06.2026 p.
lMponoHoBaHa peakuisi: YacToTa nogaHHs
perynspHo OHOB/OBAHOIO 3BITY 3 6e3neku - 3
poku. KiHueBa Jata 415 BKIHYEHHS AaHWX A0
PO3b - 31.03.2028 p. JaTa nofaHHA —
29.06.2028 p. PekomeHao0BaHoO [0
3aTBEpAKEHHS BIANOBIAHO A0 NEpioaNYHOCTI
NoAaHHsA perynsipHo OHOBJIIOBAHUX 3BITIB 3
6e3nekun nikapcbkux 3acobis y EC.

335.

TENCAPTAH

TabneTku no 40 mr; no
10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepy B KAPTOHHii
Kopobui

A-p Pepai'c
Na6opatopic NTg,

IHgis

[-p Pegpi'c IHais
Na6opatopic /114,

OTO -1l

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa yacToTv Ta/abo TepMiHiB NogaHHs
perynsipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
Nikapcbkunx 3acobis - 3MiHa YacToTn Ta
TEPMIiHiB NOAaHHA PEryaspHO OHOB/IOBAHOIO
3BiTYy 3 6e3neku:

[itova pepakuin: Yactota nogaHHsA perynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku - 1 pik.
KiHueBa aata ans BkNOYeHHs faHunx o PO3b
- 11.04.2026 p. faTta nogaHHA - 20.06.2026 p.
MponoHoBaHa pegakuis: YactoTa nogaHHs
perynsipHo OHOB/IOBAHOrO 3BiTY 3 6e3neku - 3
poku. KiHueBa gata 415 BKIKYEHHS AaHWX A0
PO3B - 31.03.2028 p. faTta nogaHHA —
29.06.2028 p. PekomeHaoBaHo [0
3aTBEPAKEHHS BIANOBIAHO A0 NEPIOANYHOCTI
nofAaHHA PerynsipHO OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

3a
peyenmom

UA/14589/01/02

336.

TENCAPTAH
oyo

Tabnetku no 40 mr/10
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nicTepy B KAPTOHHIi
Kopo6ui; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIA KopoobLi

[-p Pegpai'c
Na6opaTopic /Ta,

IHgis

[-p Peppi'c
NabopaTtopic
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis:
3MiHW | TNy - 3MiHK Woa0
6e3nekun/edekTVBHOCTI Ta hapMmakoHarnagy.
3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
perynsipHo OHOB/IIOBAHWX 3BITIB 3 6e3nekn
nikapcbknx 3acobiB. 3MiHa YacToTu Ta
TEePMiHiB NOAAHHSA PerynsipHO OHOB/IIOBAHOIO
3BITYy 3 6e3neku:

[litova pepakuin: BiANOBIAHO A0 NiANYHKTY 1
nyHKTYy 2 rnasu 3 po3giny V Mopsaky
3[jiiCHeHHs hapmakoHarnagy Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
27.12.2006 Ne 898, B pefakLii Hakasy
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif,
26.09.2016 Ne 996.
MponoHoBaHa peakuis: Yactota nogaHHs
perynspHO OHOBJIOBAHOIO 3BiTY 3 6e3nekun - 5
poki. KiHLeBa faTa A5 BKIOYEHHS JaHUX A0
PO3b - 31.03.2030 p. flata nogaHHA —

3a
peyerimom

UA/17732/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

29.06.2030 p. PekomeHgoBaHo 0
3aTBEepPKEHHSA BIAMNOBIAHO A0 NEPIOANYHOCTI
noJaHHs perynspHO OHOB/IOBaHMX 3BITIB 3
6e3nekun nikapcbknx 3acobis y €C.

337.

TENCAPTAH
LYo

Tabnetku no 80 mr/5
Mr; Mo 7 TabneTok y
6nicTepi; no 4
6nicTepy B KAPTOHHIi
Kopo6ui; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopobui

A-p Peppi'c
Nabopatopic NTg

IHAis

O-p Peppi'c
Nab6opaTtopic
NimiTen

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa YacToTn Ta/abo TepMiHiB NofaHHs
perynisipHoO OHOBJIHOBaHWMX 3BITIB 3 6e3nekn
nikapcbknx 3acobiB. 3miHa yacTotu Ta
TEPMIiHiB NoAaHHA PerynsapHO OHOB/OBAHOrO
3BITYy 3 6e3neKu:

[itoua pepakuis: BignoBigHO A0 NignyHKTY 1
nyHKTYy 2 rnasu 3 po3ainy V Mopsaky
3fjificHeHHs thapmakoHarnsagy Hakasy
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Bif,
27.12.2006 Ne 898, B pefakLii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Big,
26.09.2016 Ne 996.
MponoHoBaHa peaakuis: YactoTa nogaHHs
perynsipHo OHOB/OBAHOIO 3BITYy 3 6e3nekn - 5
pokis. KiHueBa farta 15 BKIOYEHHS JaHNX A0
PO3b - 31.03.2030 p. JaTa nogaHHA —
29.06.2030 p. PekomeHgoBaHo [0
3aTBEpAKEHHS BiANOBIAHO A0 NepioaNYHOCTI
noAaHHA PerynsipHoO OHOB/IOBAHUX 3BITIB 3
6e3nekun nikapcbkux 3acobis y EC.

3a
peyenmom

UA/17732/01/02

338.

TENCAPTAH
JiNe}

TabneTkun no 80 mr/10
Mr; Mo 7 TabneTok y
6nicTepi; no 4
6nicTepy B KAPTOHHii
Kopob6ui; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIlA KopooLi

A-p Peppi'c
Na6opatopic NTg,

IHAjs

O-p Peppi'c
Nab6opaTtopic
Nimiteq

IHAjA

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa YacToTv Ta/abo TepMiHiB NogaHHs
perynsipHoO OHOBJIHOBaHWX 3BITIB 3 6e3neku
nikapcbkux 3acobiB. 3miHa yacTotn Ta
TEPMIiHiB NOAaHHA PEryaspHO OHOB/IOBAHOrO
3BiTYy 3 6e3neku:

[litoya pepakuis: BignoBigHO A0 NiANYHKTY 1
nyHKTY 2 rnasu 3 po3ainy V Mopsaky
3[jiicCHeHHs hapmakoHarnagy Hakasy
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big,
27.12.2006 Ne 898, B pefakLii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26.09.2016 Ne 996.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOB/IOBAHOIO 3BiTY 3 6e3neku - 5
pokiB. KiHueBa garta An15 BKIIOYEHHS JaHuX A0
PO3B - 31.03.2030 p. faTa nogaHHA —
29.06.2030 p. PekomeHaoBaHo A0
3aTBEpAKEHHS BIANOBIAHO A0 NEpPiOANYHOCTI

3a
peyenmom

UA/17732/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NofAaHHs PerynsipHO OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.
339. | TENCAPTAH Tabnetku no 40 mr/5 [-p Peggi'c IHAjs [-p Peppj'c IHAisA BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3a UA/17732/01/04
aAyo Mr; no 7 TabneTok y Na6opaTopic /Ta, NabopaTtopic 3miHu | Tvny - 3MiHK WwWoao peyenmom
6nictepi; no 4 NimiTen 6e3nekun/edekTVBHOCTI Ta thapMakoHarniagy.
6nicTepy B KAPTOHHIi 3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
kopo6ui; no 10 perynspHoO OHOBJ/THOBaHUX 3BITIB 3 6e3neku
TabneTtok y 6nictepi; nikapcbknx 3acobiB. 3MiHa YacToTu Ta
no 3 6nictepu B TEPMIHIB NOAAHHS PerysisipHO OHOBJ/TOBAHOIO
KapTOHHIA KopoobLi 3BiTYy 3 6e3neku:
[litova pepakuin: BiANOBIAHO A0 NiANYHKTY 1
nyHKTy 2 rnasu 3 po3giny V Mopsiaky
3[jiCHEeHHs1 hapmakoHariagy Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
27.12.2006 Ne 898, B pefakLii Hakasy
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Bif,
26.09.2016 Ne 996.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynspHO OHOBJIOBAHOIO 3BiTY 3 6e3nekn - 5
poki. KiHUeBa fata 15 BKIOYEHHS JaHNX A0
PO3B - 31.03.2030 p. flata nogaHHA —
29.06.2030 p. PekomeHgoBaHo 0
3aTBEPKEHHA BIAMNOBIAHO A0 NEPIOANYHOCTI
noJaHHs peryasipHO OHOB/OBAHMX 3BITIB 3
6e3nekun nikapcbknx 3acobis y €C.
340. | TET 36.6® NMopoLLIoK AN MpusatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 6e3 niosnsza UA/17386/01/01
MAKCI 3 OPa/ILHOTO PO3UNHY, akuioHepHe akujioHepHe 3miHu | TUny - 3MiHn Wwoao peyenma €
APOMATOM no 23 r y caule-nakeri; TOBapuCTBO TOBapuCTBO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
NMUMOHY no 5 a6o 10 cauwe- "JlekxiMm-Xapki" "Jlekxim-Xapkis" 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro

nakeTiB y nauui

3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3neky 3acToCyBaHHSA ikapCbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BiTy 3 AOC/IIKEHb,
npoBeAeHVX Bi4noBigHO 40 niaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"B3aemogijs 3 iHWVMK NikapcbkMu 3acobamm
Ta iHWi B B3aemogiii”, "Oco6mMBoCTi
3acTocyBaHHs", "lNo6ivHi peakuii” BiANOBIAHO
0,0 OHOB/EHOI iHhopMaL,ii 3 6e3neku Ajtoyoi
peyoBuHM (Napatietamony) 3rigHo 3
pekomeHgauismu PRAC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
341. | TET 36.6® MOPOLLIOK AN MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 nionsiea UA/17861/01/01
MAKCI 3 OpaibHOro Po3ynHy; akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHK Woa0 peyenma €
APOMATOM no 23 r y calle-nakeTi; TOBapUCTBO TOBapuCTBO 6e3nekn/edeKTUBHOCTI Ta hapmakoHariagy.
MA/MINHN no 5 a6o 10 cawe- "lekxim-Xapkis" "Nlekxim-Xapkis" 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
nakeTiB y navuj 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHS likapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO [0 NnaHy
negjatpnyHux gocnigpkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom).
3MiHN BHECEHO A0 IHCTPYKLUIii 415 MEeAUYHOTO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMK fikapcbkuMu 3acobamm
Ta iHWi B1an B3aemogiin”, "Oco6mBoCTi
3acTtocyBaHHA", "lMo6iYHI peakuii” BignoBigHO
[0 OHOBNEHOT iHhopMauii 3 6e3neku Aitoyoi
peyoBuHM (NapaueTamony) 3rigHo 3
pekomeHgauismm PRAC
342. | TEUEHTPUK® KOHUeHTpaT Ans TOB «Poww Ykpaina Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/15872/01/01
pO34nHy ANns iHdysil YkpaiHa» Hepo3dacoBaHoi LLiseiiuapis 3MmiHu | TMny - 3MiHK WwWoao peyenmom
no 1200 mr/20 mn; no npoaykuii, 6e3nekun/ehekTVBHOCTI Ta dhapMakoHarnsgy
20 mn y donakoHi; no 1 nepBuHHE (iHLWi 3MiHW). 3MiHWM BHECEHO B TEKCT
dhnakoHy y KapTOHHIl nakyBaHHS, MapKyBaHHS NepBUHHOT YNakoBKW NiKapCbKOoro
Kopobui BMNPO6YBaHHsA 3aco0by y NyHKT 6. BBefileHHA 3MiH NpoTSArom 6
KOHTPOJIHO SKOCTI: MiCALIB NiCNSA 3aTBEPAKEHHS.
Pow [iarHocTukc
M6X, HimeuuunHa,;
Brpo6HMUTBO
Hepo3dacoBaHoi
npoaykuii,
nepBrHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHSl,
BMNPOGYBaHHSA
KOHTPO/H0 AKOCTI,
BWNYCK Cepil:
®.XohcpmaHH-/15
Pow NTpA,
Lseiuapis
343. | TIMOKCI TabneTku, BKpUTI ANKANOIL AL Pecny6nik ANKANOIL AL Pecny6bnika BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/17582/01/01
nAiBKOBOIO Ckon’e a MisHiuHa Ckon’e MiBHiYHA 3MiHu | TUnNy - 3MiHK Woao peuenmom
06010HKOt0, N0 400 MakefoHis MakefoHis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
mr; no 5 a6o 7 BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
Tabnetok y 6nicrepi; npo cuctemy papmakoHarnsgy (BBefeHHs
no 1 6nictepy B y3araslbHeHVX gaHnx npo cuctemy
KapTOHHI/ KopoobLi thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOI
ocobwu, BignoBifanbHOI 3a 34iCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BigNoBiAa/IbHOI 32 3[jACHEHHSI
hapmakoHarnsgy (Bk/rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemn chapmakoHarnsgy). 3miHa
YMNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Aue KyamaHoBscki / Ace
Kuzmanovski. MNponoHoBaHa pefakuis: IBoHa
TpneHocka Anekcoscka / lvona Trpenoska
Aleksovska. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0co6MU, BiANOBiAa1bHOI 3a
hapmakoHarang,.
344. | TIOKTOH PO34MH A8 iH'EKLN, TOB "®OPC- YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/17881/01/01
600 mMr/24 mn, no 24 PAPMA KOMMAHI C.P.J1. 3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA peuenmom
My chnakoHi, no 5 ANCTPUNBHOLLH" (BMpOGHMLTBO Ta nikapcbkuii 3aci6. 3MiHM y BUPOBGHULTBI.
h/1aKOHIB Y KOHTYpHIlA nepBuHHE 3amiHa abo BBeAEeHHS [0AAaTKOBOI AiNbHUL
YapyHKOBIli ynakoBLi nakyBaHHs BMPOBHMLTBA 4151 HACTUHM ab0 BCbOro
Ta KapTOHHIN nauui NiKapcbKoro BMPOGHMYOro NpoLLecy roToBOro /likapcbKoro
3acoby; 3aco06y ([inbHMLSA AN BTOPUHHOTO
KOHTPO/1b nakyBaHHs). 3amMiHa BUPOOGHMYOT Ai/TbHUL
KiHL,eBOro BTOPUHHOrO nakysaHHs /13 BupobHuka K. T.
npoAayKTy POM®APM KOMMAHI C.P..
(pi3nUHUIA/XIMIYHN 3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
1), BUNyck cepii; nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
KOHTpPO/Tb iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
KiHLLeBOro cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nNpoayKTy nikapcbKoro 3acoby (3amiHa abo fogaBaHHs
(mikpobionorivHumi, OiNbHUL, Ha 5K 3AIACHIOETBLCSA
6ionoriyHuii), KOHTPONb/BUNPOBYBAHHSA cepiT).
BTOPVHHE 3amiHa AinbHULi Ha Sk 3A4iACHI0ETLCA
nakyBaHHS) KOHTPO/b KiHLEBOrO NPOAYKTY
(mikpobionoriuHunia, 6ionorivyHwni) MN3
BMpo6HKKa K.T. POM®APM KOMIMAHI C.P.J1.
345. | TPAKTOUUN PO34UH ON18 iH'EKLLN, ®eppiHr TM6X HimeuunH BignosigansbHuii HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8850/02/01
7,5 mr/mn; no 0,9 mny a 3a BMPOGHULTBO, Yecbka 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenmom
thnakoHi; no 1 nepBuHHE Pecny6nika nikapcbkuii 3aci6. Cuctema
h/1aKOHY B KapTOHHii nakyBaHHs, KOHTeliHep/3aKkynoptoBasbHuiA 3aci6. 3MiHa

Kopobui

KOHTPO/Tb AKOCTI
Ta BMnyck cepii

napameTpiB cneuudikauii Ta/abo AonycTUMMX

MeX NepBUHHOI YNakoBKW rOTOBOro
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Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY

(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

roTOBOro
npoaykty: ®eppiHr
'm6X, HimeuunHa;
BignosiganbHuii
3a BTOPUHHE
nakyBaHHS:
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika

NiKapcbKoro 3acoby (BMyYEHHS1 HE3HAYHOro
nokasHuka (Hanpvkiag, 3actapinoro
nokasHuka)) OHoBrieHHs p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoproBasibHWiA 3acib, a came
BUJaIeHHS i3 cneumaikaLii rymoBoi Npo6ku
napameTpiB BU3HAYEHHA 3arasibHOT BUCOTU Ta
AiaMeTpa HWKHbOI YaCTUHW F'yMOBOiI Npobku B
npoLieci BXigHOro KoHTposto. Mpu Lbomy
XOAHUX 3MiH 0 caMoi ryMOBOT NMPO6KK
BHECEHO He 6y/0, Lo He BN/MBAE Ha AKICTb,
6e3neky Ta epeKTUBHICTb NiKacpbkoro 3acoby.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX NepBMHHOT yNakoBKW rOTOBOTO
nikapcbKoro 3aco6y (40NOBHEHHS
cneumdikaLii HOBUM NOKa3HWKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS)
OHoBNeHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoproBasibHWIA 3aci6, a came
[oaaBaHHsA B crieumdikauito ryMoBoi npo6km
rokasHuka LLoA0 BUMIpY AiaMeTpy AucKy Ta
AiameTpy HiXKM rymoBoi npobku. Mpu Lomy
XOAHUX 3MiH 1O caMoi r'yMOBOT MPO6KM
BHeCeHO He 6yo, Lo He BNMBAE Ha AKICTb,
6e3neky Ta ePeKTMBHICTb /likacpbKoro 3acoby.
3MmiHu | TMRY - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTuMmx
MeX NepBMHHOT yNakoBKW rOTOBOrO
niKapcbKoro 3acoby (B1IyYeHHSI HE3HAYHOTo
nokasHuka (Hanpvkiag, 3actapinoro
nokasHuka)) OHoB/ieHHs p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWIA 3aci6, a came
BUAaUIeHHS cneundikauii onsa kpuweykn “flip-
off", a iHchopmavuito npo kpuwweyky "flip-off"
6y/10 NepeHeceHo 3 ONNCy KOMMOHEHTIB
NepBUHHOT YNakoBKWN [0 KOMMNOHEHTIB
BTOPWHHOI ynakosku. Kpuweukn “flip-off" €
He(OyHKLiOHa/TbHUM KOMMNOHEHTOM YMNakoBKM
Ta He KOHTaKTye 6e3nocepefHbo 3 NikapCbknuM
3aco60m, TOMyY BifNOBIAHO [0 EBpONericbKoro
3aKOHOJaBCTBa YacTvHa 2B, noTpi6eH nuwe
KOPOTKMVA ONWUC BTOPUHHOI YNaKOBKW.

3a

He

UA/12470/01/01

346.

TPAMALON-3H

PO34UH OIS iH'EKLLNA,
50 mr/mn, no 1 mn

TOBAPUCTBO 3

YkpaiHa

BCi cTagii

OBEMEXEHOIO

BMPOGHMLTBA,

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:

3MiHu | TMNY - 3MiHK 3 SKocTi. FoToBUIA

peyenmom

niosnsiea
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

amnyni; no 5 amnyn'y BIAMOBISANBHI KOHTPO/1b AKOCTI, nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa €

6nicTepi; no 1 abo 2 CTIO BUNYCK cepil: iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY

6nictepu y kopobui 3 «KOPIMOPAUJIA ToBapucTBo 3 cepii Ta KOHTPOIO AAKOCTi FOTOBOrO

KapToHy (a5 «310POB'A» 0bMexeHot nikapcbKoro 3acoby (3amiHa abo fJoAaBaHHSA

BMpPOOHUKa BiANOBIAA/ILHICTIO BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHS

ToBapucTBO 3 "XapkiBcbke Ta/abo Bunyck cepii) - Bkatovaroum

0bMexeHot thapmaueBTUUHe KOHTPO/b/BMNPOGYBaHHSA cepii. BBeAeHHs B

BiANOBIAA/ILHICTIO nignpuUeMCcTBO Ait0 AinbHMLi BUPO6HMLITBA BigNOBiAaNbHOT 3a

"Xapkiscbke "30p0B'A KOHTPONb AKOCTi Ta BUMNYCK cepii ToBapucTBO 3

thapmaueBTUyHe Hapoay" 06MeXeHOH0 BifnoBigaNbHICTIO

nignpUeEMCTBO YKpaiHa; "®apmavueBTMYHa KoMMaHia "340poB ",

"3p0pos's Hapoay"); BCi cTagil YkpaiHa (YkpaiHa, 61013, Xapkiscbka 0611.,

no 2 mn B amnyni; no 5 BMPOGHMLTBA, MicTo Xapkis, Bynmus LLleBueHka, 6yanMHOK 22)

amnyn y 6nictepi; no 1 KOHTPO/b SKOCTI, ANSA BMAIB NakyBaHHA - No 2 ma B amnynax Ne

abo 2 6nictepn y BUNYCK cepil: 5 (5x1), Ne 10 (5x2) y 6nicTepax 404aTKOBO 40

KOpOO6Li 3 KApTOHY ToBapucTBo 3 3aTBEPMAKEHOT [iNbHUL BUPOGHMLTBA

(ana BMpo6HUKIB 06MeXeHo ToBapuCTBO 3 0OMEXEHOO BifNOBIAANBHICTIO

TosapucTBo 3 BiANOBIAA/LHICTIO "XapkiBCcbke thapmaueBTUyHe NianpUeEMCTBO

0bMexeHot "GapmMaueBTNYHa "300poB A Hapody", YkpaiHa. 3MiHu BHECEHO B

BiANOBIAA/ILHICTIO KOMnaHis po3ainu "BupobHuk" Ta "Micue3HaxomKeHHs

"XapkiBcbke "3popos’s", BMPOGHUWKaA Ta agpeca MicLs NPOBaXEHHS

thapmaueBTUyHe YkpaiHa 0ro AisinbHOCTI" B IHCTPYKLiI0 4719 MEANYHOrO

nignpUeEMCTBO
"3n0poB's Hapoay" i
ToBapuncTBO 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KoMnaHis "3a0poB'a”)

3aCTOCYBaHHSA Nikapcbkoro 3acoby y 3B'A3Ky 3
[ofaBaHHAM BUPOGHWKA, BiANoBifaIbHOro 3a
BUMYCK Cepii, Ta K HACNIA0K - 3aTBEPLKEHHS
TEKCTY MapKyBaHHS yNakoBOK NiKkapCbKoro
3acoby Ana 40AATKOBOro BUPOBHYKA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micnsa
3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
y npoLeci BUPOGHULITBA FOTOBOTO JiKAPCLKOr0
3aco06y, BKOYaUy NPOMKHWI NPOAYKT, WO
3aCTOCOBYETLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUPO6HULTBA). He3HAUHI 3MiHK Y
npovueci BUpo6HULITBA NiKapCbKOro 3acoby y
3B’A3KY 3 BBEEHHSIM HOBOI AiNbHUL
BMPOGHMLITBA TOBApPUCTBO 3 0OMEXEHOI0
BiANOBiAaNbHICTIO "®apmayleBTnyYHa KOMNaHis
"3p0poB’A". 3MiHuW | TUNy - 3MiHM 3 AKOCTI.
FOTOBWIA nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii
(BK/KOYAtOUM fiana3oH po3mipy cepii) rotoBoro
nNikapcbKoro 3acoby (iHwWi 3MiHW). Y 3B’A3Ky 3
BVMPOGHMYOI0 HEOOXIAHICTIO BBEAEHHS
[0AaTKOBOrO Po3Mmipy cepii npenaparty ans
HOBOI AiNbHULI BUpo6HMLTBa ToBApUCTBO 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

06MEXEHOI0 BignoBigasbHICTO
"®apmMaleBTUYHa KOMNaHisA "340poB a”, Wwo
3Haxo4MTbCA 3a afpecoro: YkpaiHa, 61013,
XapkiBcbka 06/1., MiCTO XapkiB, Bynuus
LLleByeHKa, 6YAUHOK 22, ANs BUAIB NakyBaHHSA
-no 2 mn B amnynax Ne 5 (5x1), Ne 10 (5x2) y
6nictepax. [itoya pegakuis: ToBapucTBO 3
06MEXEHOI0 BiANOBIAA/ILHICTIO "XapkKiBCbke
hapmaueBTUYHe NigNPMeEMCTBO "340p0B S
Hapoay": Po3mipu cepili cknagatotb: 75000
amnyn no 1 mn (75 n po3umnny) - Liex CN3 Ne
1, 75000 amnyn no 2 mn (150 n po3unny) -
Llex C/13 Ne 1. MNponoHoBaHa peAakuis:
ToBapuCcTBO 3 0OMEXEHOO BifNOBIAANBHICTIO
"XapkiBCcbke thapmaueBTUyHe NianpUeEMCTBO
"340poB’sa Hapoay": Po3mipu cepili
cknagatoTb: 75000 amnyn no 1 mn (75 n
po3uuHy) - Llex CN3 Ne 1, 75000 amnyn no 2
M (150 11 po3unHy) - Llex C/13 Ne 1,
ToBapuCTBO 3 0OMEXEHOO BifNOBIAANBHICTIO
"®apmaveBTMyHa KomnaHia "3g0pos A"
Po3wmipu cepiit cknagatoTs: 20 000 amnyn no 2
M (40 N PO34UHY) - AiNIbHULSA 3 BUPOBHULITBA
IN® y amnynax, yex '1® 70 000 amnyn no 2
M (140 n po3urHy) - AiNbHUUSA 3 BUPOGHMLTBA
IN® y amnynax, uex M. 3miHn | Tuny - 3MiHu
Loao 6e3snekn/edeKkTBHOCTI Ta
chapmakoHarnagy (iHwi 3mMiHn). OHOBNEHO
TEKCT MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
yNakoBKM NikapcbKoro 3acoby, 3okpema
BWy4EHO iHhopMaLito, 3a3HayYeHy
POCIiCbKOI0 MOBOIO, & TakoX 3p06/1eHO
He3HauHi pefakuiliHi npaBky. BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
3amiHa abo BBeEHHSI 40AATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOBHMYOro NPOLLECY rOTOBOTO J1iKapCbKOro
3aco06y (AinbHMLSA, Ha SKi NPOBOAATLCA Oyb-
AKi BAPOOGHUYI CTafil, 38 BUHATKOM BUMYCKY
cepil, KOHTPO/IO AKOCTi Ta BTOPUHHOIO
nakyBaHHS 41151 CTEPUTbHNX NTIKaPCbKMX
3ac006iB (BK/1HOYAKUU BUPOGIEHI aCeNTUYHUM
MEeTOA0M), KPiM NikapCbknx 3aco6iB
6i010rYHOro/iMyHO/ONYHOTO MOXOZPKEHHS).
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3amiHa abo BBeAEHHSI 40AATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOGHMYOrO NpoLiecy roToBOro MikapCbKoro
3ac006y (AinbHWLA 415 BTOPUHHOTO NaKyBaHHS)
BBEJEHHA 10AaTKOBO [0 3aTBepKEHOT
AinbHULUI BUpo6HMLTBa TOBApUCTBO 3
06MeXeHOH0 BifnoBifasbHICTIO "XapKiBCbke
thapmaueBTUYHE NiANPMEMCTBO "340pOB S
Hapoay", YkpaiHa AifibHuLi BUpobHuLTBa
ToBapncTBO 3 06MEXEHOI0 BiAMOBIfa/IbHICTIO
"®apmavueBTMYHa KoMMaHia "340poB ",
YkpaiHa (YkpaiHa, 61013, Xapkiscbka 0611.,
MicTo Xapkis, Bynmus LLleBueHka, 6yanMHOK 22)
0151 BUAIB NakyBaHHA Mo 2 M B amnynax Ne 5
(5x1), Ne 10 (5x2) y bnicTepax

347.

TPUMETA3WA
VHY
JUrIAPOXNOP

va

MOPOLLIOK (Cy6CTaHLis)
y NoABiAHNX
nonieTnIeHoBmX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHS

BE3 ®apmaxem
4.0.0.

XopBartis

Brpo6HMK
(BnacHuk CEP):
Hisegita Kemikanc
MeT N74., IHAIN;
Bupo6Hunya
AinbHUUS:
AHek MNpaiior
Mpueart NimiTea,
IHais

IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AKoCTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuchikata BiANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: aona A®l; ans BUxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI A,
[ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEpAXEHOro
BMPOBHMKa - NoJaHHA HOBOro cepTudikara
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei Ne
R1-CEP 2007-245 - Rev 02. MpuBeaeHHs
iHhopMaLii Woao Ha3B Ta agpec BUPoOHUKa
Ta BUPOOHMYOT AinbHuui BignosigHo go CEP.
Micue BupobHuyTBa A®I He 3MiHMIOCh.
YTOUHeHHs cpepu 3acTocyBaHHA APl y MKA,
a came 3«19 BUPOGHMLTBA HECTEPUTBHUX
nikapcbknx hopm» Ha «ass
dhapmaLeBTUYHOIO 3aCTOCYBaHHSA».

UA/9879/01/01

348.

TYTYKOH

PO34MH OpasTbHUIA; MO
300 mn abo no 600 mn
y noninponineHoBomMy
donakoHi; no 1
donakoHy pasom 3
NNacTYKOBUM MipHUM
CTaKkaH4YMKoM Y
KapTOHHIi navui

'pang Mepgukan
Fpyn Al

LLisenuapi
a

Miryensb i Fappira,
C.n.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHW | TNy - 3MiHK Woa0
6e3nekun/edekTVBHOCTI Ta hapMmakoHarnagy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTtemy thapmakoHarnsagy (ssefeHHs
y3araslbHeHVX faHunx npo cucremy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asiBHUKa ANs 34iCHEHHS

bes
peyenma

UA/13218/01/01




230

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0Cco6M,
BiNOBIAabHOI 3a 3[iiCHEHHS
thapmakoHarnagy (BK/vakum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
cuctemu papMakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHNKA,
BignoBigasnbHOI 3a hapmakoHarnsag. Jiroya
pegakuis: Begum Esen. MNponoHosaHa
pepakuisi: Bakhyt Zhanzakova. 3miHa
KOHTaKTHUX AaHKX YNOBHOBaXeHOT 0cobm
3asBHUKA, BiANOBIA&IbHOI 3a thapMakoHarnsg,
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
BignoBiga/IbHOT 3a hapmakoHarnsaz B YkpaiHi
[itoya pepakuis: KpacHosa Mapraputa
IBaHiBHa / Krasnova Margarita lvanivna.
MponoHoBaHa pefakuis: YaneHko
OnekcaHgpa IropisHa / Chalenko Oleksandra
lhorivna. 3miHa KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu 3as1BHMKA, BiAMNoBiga/IbHOT 3a
thapmakoHarnag B Ykpaiti. 3miHa
MiCL,e3HaxXoMKEHHST MacTep-dhaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa
Micusa 34iiCHEHHA OCHOBHOI AjisiNIbHOCTI 3
dhapmakoHarnsgy

349.

YMAH
KOMMJIEKC
500 MO/20MN

NOPOLLIOK Ta
PO3YMHHWK AN
pO34nHy A5 iHdysil,
500 MO/20 mn; 1
h/1aKOH 3 MOPOLLUKOM
(500 MO) pasom 3 1
hnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuin, 20 mn) Ta
Habopom Anis
PO3YMHEHHS |
BBE/EHHS Y KApPTOHHIl
Kopobui

KegpioH C.IM.A.

ITanisa

KeppioH C.M.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. ADI.
Brpo6HMUTBO. 3MiHM B Mpoueci BUpobHNLTBa
A®| (He3HayHa 3MiHa y npoLeci BUpobHuLTBa
A®I) - He3HauHi 3mMiHM Ha cTagil 0uncTKM nicns
BMKOPUCTaHHSA cMcTeMu ynbTpadinbTpavii y
npoueci BUpoGHULTBA Ai04OI PeYOBUHU
nikapcbKoro 3acoby. BHeceHHs pegakuiinHnx
3MiH go po3giny 3.2.S.2.2 Description of
Manufacturing Process and Controls. 3miHn |
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
3MmiHuM B npoueci BUpobHuuTBa A®| (He3HauyHa
3MiHa y npoueci Bupo6HuLTBa Adl) -
36i/bLUEHHSA KiNIbKOCTi XpoMaTorpadiyHnx
LMKNiB 4Na OfHiel cepil xpomaTtorpadidHoi
cmonv DEAE Sepharose 3 30 go 50 uuknis

3a
peyenmom

UA/20138/01/01

350.

YPCO/IB

Kancynu no 250 mr; no
10 kancyn y 6nictepi;
no 5 a6o no 10
6nicTepiB y KAPTOHHIN
Kopoobui

Mera
NaiidpcaiieHci3
Mabnik Komnani

Nimiten

TainaHg

Mera
NavidhcaiieHcis
Ma6nik Komnani
Nimiteq

TainaHg

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTudiikarta BiANOBIAHOCTI ab0 BUNYYEHHS
cepTtucpikaTa BiANOBIAHOCTI EBpONenchbkili

3a
peyerimom

UA/12805/01/01
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

KpaiHa

Bupo6HuK
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

hapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI;
AN JOMOMDKHOI peyoBuHM (cepTudikar
BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
HoBwii cepTudikar Big HOBOr0 BUPOGHMKa
(3amiHa abo [OMOBHEHHS) - MOAaHHSA HOBOTO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne CEP 2020-297 - Rev 01 ans
aitoyoi peyvosrHn Ursodeoxycholic acid,
Process 2 Bi HOBOro BMPOGHMKa
ZHONGSHAN BELLING BIOTECHNOLOGY
CO., LTD. (BonoBHeHHS). ¢ 3MiHu | Tuny -
3MiHM 3 AKocTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy cepil
(BKtOYAKOUM fiana3oH po3mipy cepil) roToBOro
nikapcbKoro 3aco6y (36inbweHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
BBE/leHHs J04ATKOBOro po3mipy cepii
rOTOBOrO J1iKapCbKOro 3acoby (3aTrBepakeHo:
200 000 kancyn; 3anponoHosaHo: 200 000
kancyn, 1 000 000 kancyn). BBegeHHs 3MiH
NPOTArom 6-TW MiCALIB NiC/A 3aTBEPOXEHHS -
3minu | TUny - 3miHu 3 aKocTi. APl. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Y NpoLeci BUPObHMLTBA
A®| (AoNoBHEHHS crneumndikalii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpPoOYBaHHS) - BBEAEHHS B crevmdikauio
ana gitoyoi pevosrHy Ursodeoxycholic acid
nokasHuka "3asIMLLKOBI KifIbKOCTi PO3YMHHUKIB
AueToH — He 6inblie 5000 ppm" 3 BignoBigHUM
MEeTO0M BUNPOBYBaHHSA

6e3

UA/20481/01/01

351.

DA3EKC®

rens, 0,1 % no 30rB
a/toMiHieBI Ty6i, no 1
Ty6i y KApTOHHIN
ynakoBLi

TOB "TNEAPAPM
nTa

YkpaiHa

KYCYM IHais
XENTXKEP MBT

nTh

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB BMAaui peecTpaviiiHoro nocBifgyeHHs,

BK/ItOYAK0UM MNNaH ynpasniHHS pusnkamm
(3acTocyBaHHSI TEKCTY, SIKWIA NOTOKEHNIA 3
KOMNETEHTHUM OpraHom) 3asiBHMKOM HafaHo
OHOB/IEHUI MMnaH ynpaeniHHA pu3nkamu

Bepcis 1.2
3MiHN BHECEHO [10 YaCTUH:

peyenma

| «3arasnbHa iHhopmaLis Npo nikapcbkuii (i)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3acib (3acobn)»
Il «Cneundpikauis 3 6e3nekms»
Il «MnaH 3 hapmakoHarnsagy (Bknoyaoum
nicnsapeecTpauiiHi OCiMHKEHHS 3 6e3nekun)»
IV «MnaHwn wopo nicnapeecTpauiiHnx
pocnigpkeHb epeKTMBHOCTI»
V «3axoau 3 MiHiMi3aLji pu3nkiB (BKIO4a0UM
OULiHKY edpeKTMBHOCTI 3ax0AiB 3 MiHiMi3aL,ii
pY3KKiB)»
VI «Pe3tome nnaHy ynpasniHHSA pu3nkamms»
VIl «dopaTkm» (nogatkv 1-8) y 38’A3Ky 3
OHOBJ/IEHHAM crieumdikavii 3 6e3nekun giroyol
PEeyoBMHN AMMETUHAEH BiANOBIAHO A0
aKTyasibHOI pehepeHTHOI iHdopmalLii, a Takox
y 3B'A3KyY i3 3MiHOO hopmaTy BiANOBIAHO A0
sumor 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 ynpasniHHA pusmkamu Bepcis
1.2 [OOAETHLCA.

352. | ®APUCIN cnpeii a4ns poToBoi CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 niosnsza UA/20107/01/01
CMPEN BIA, MOPOXHUHW 3i CMakoM YKparHCbKO- YKpaiHCbKO- 3minu | TUny - 3miHn woao peyenma €
BONK B roPAl | m'atu, 1,5 mr/mn; no icnaHcbke icnaHcbke 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.

30mny nigNPUEMCTBO nignpuUeMCcTBO 3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
nonieTuieHoBomMy "CMEPKO "Cnepko Ykpaina" 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
KOHTEHEPI 3 KPULLKOO YKPAIHA" MeJMNYHOro 3aCTOCyBaHHSA Ha MigcTaBi
B KOMM/IEKTI 3 perynsipHo OHOB/TIOBAHOTO 3BITY 3 6e3Mneku
NPUCTPOEM Ans nikapcbKoro 3acoby, abo gocnigpkeHs 3
PO3NWOBaHHA Y 6e3neky 3acToCyBaHHSA ikapCbKoro 3acoby B
naJui aéo no 30 mny nicnsipeecTpauiiHuii nepiog, abo sk
nonieTuieHoBoMy pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHD,
KOHTEHEPI 3 KPULLKOO npoBefeHnX BiANOBIAHO A0 NaHy
Ta KOBMa4vkoM B negiatpnyHux gocnimxkers (PIP) (3MiHy
KOMMNEKTi 3 Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHUM
NPUCTPOEM A5 opraHom) - 3MiHM BHECEHO B iHCTPYKLit0 AN
PO3NWOBaHHA Y MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
nauui 00 po3giny "3acTocyBaHHA y nNepios BariTHOCTI
abo rogyBaHHSA rpyaAr0” BignoBigHO 40
OHOBNEHOT iHthopMaLi LWoao 6e3neku
3aCTOCyBaHHA Ait040T PEYOBUHM 3rigHO 3
pekomeHgauieto PRAC

353. | ®APUCIN cnpei ans poToBof CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 6e3 niosnsza UA/20108/01/01
CMPEN BIf, MOPOXHWHW 3i CMaKkoMm YKparHCbKO- YKpaiHCbKO- 3MmiHu | TUny - 3MiHn Wwoao peyenma €
BOMKO B NOPAI | numony, 1,5 mr/mn; no icnaHcbke icnaHcbke 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

30mny nigNpPUEMCTBO nignpPUeEMCTBO 3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
nonieTnieHoBomMy "ClEPKO "Cnepko Ykpaina" 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

KOHTEHEPI 3 KPULLKOO YKPAIHA" MeZJMNYHOro 3aCTOCyBaHHA Ha MigcTaBsi
B KOMM/IEKTI 3 perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3Mneku
NPUCTPOEM ANs nikapcbKoro 3acoby, abo focnigpkeHb 3
PO3NWOBaHHA Y 6e3neky 3acToCyBaHHS NikapCbKoro 3acoby B
nauuyi aéo no 30 mny nicnsipeecTpauiiHnii nepiog, abo sk
nonieTnieHoBomy pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHb,
KOHTEHEPI 3 KPULLKOKO npoBefeHnX BiANOBIAHO A0 NaaHy
Ta KOBMaykoM B negiatpuyHux gocnimxkers (PIP) (3MiHy
KOMNEeKTi 3 Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
NPUCTPOEM A5 opraHom) - 3MiHM BHECEHO B iHCTPYKLitO A5
PO3NWOBaHHA Y MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
nauui [0 po3giny "3acTocyBaHHA y nepios BariTHOCTI

abo rogyBaHHSA rpyaAr0” BignoBigHO J0

OHOBNEHOT iHthopMaLi LWoao 6e3neku
3aCTOCYBaHHA Ait040T PeYOBUHM 3rigHO 3
pekomeHgauieto PRAC
354. | ®PAPMAJON® Tabnetku, no 10 AT "dapmax” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 niosnsiza UA/8183/01/01

Tabnetok y 6nictepax; 3MmiHu | TUny - 3miHn wogo peyenma €

no 10 Tabnetok y
6nictepi; no 1 a6o 3,
abo 5 6nictepis y
nauuj 3 KapToHy

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BITy 3 6e3Mneku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
00 po3ainis "B3aemogist 3 iHWmMMK
nikapcbkMmM 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iuHI peakwyi" BigNOBIAHO A0 OHOBNEHOT
iHhopMmauii 3 6e3nekn Aj4oi pevyoBUHM
(napaueTtamony) 3rigHoO 3 pekoMeHaaLismm
PRAC. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MiCALIB MicNA 3aTBEPAXEHHS - 3MiHW | Tuny -
3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuii (LLOAO NOBIAOMIEHHS MPO
nigo3proBaHi No6ivHi peakuii). TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3565.

®IHATEH

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOH0, N0 5 Mr;
no 10 Tabnetok y
6nicTepi, no 1 abo no
3 6nictepu B
KapTOHHI KopoobLi

Aypob6iHao dapma

nTg

IHgis

Aypob6iHgo ®apma

Nimites - FOHIT Il

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHS likapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX Bi4NOBIAHO [0 NnaHy
negjatpnyHux gocnigpkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby
y po3gin "Mo6ivHi peakuii”" BignosigHO A0
OHOBJ/IEHOT iHdhopMalLiii 3 6e3nekn gitoyoi
PEYOBWHW, & TaKOX Y Po3ain
"Micue3HaxomKeHHs BUpoOHMKa Ta agpeca
MiCLSi NPOBaPKEHHS A0r0 AisiNIbHOCTI"
(Y3rofpKeHo pi3HOUNTaHHSA afpecu BUPOOHMKa
3 fjito4nMM peecTpauiiHiM NocBifgYEeHHSAM)

3a
peyenmom

He
nionsiea
€

UA/18874/01/01

356.

DNYTADAPM®

Tabnetkun no 0,25 r, no
10 TabneTok y
6nictepi; no 5
6nicTepis y nayui 3
KapTOHY

AT "dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHK
y npoueci BUpoBbHMLTBA rOTOBOrO NiKapCbKOro
3aco6y, BK/II0OYAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS
3MiH go po3giny 3.2.P.3.3.0nuc BUpo6GHMYOro
npoLiecy Ta KOHTPO/I0 NpoLecy 3 MeTO
ONTMMI3aLil TEXHOMOTYHOrO npoLecy
BUpPOGHMLTBA /13, a came: - BHECEHHS
KOPEKTMB B KOPOTKWIA BUKAL, TEXHO/ONYHOTo
npotecy, a came Ha ctagiax «[ligrotoska
CUPOBUHWY», «[TPUrOTYBaHHA KPOXMasTbHOIO
knelictepy», «OTpYMaHHS1 BOS1OTOro
rpaHynATy», «Cyluka rpaHynary»,
«KanibpyBaHHS rpaHynaTy» YTOUHIOETLCA
MOXJ/TMBICTb NPOBEAEHHS NpoLiecy B 0AHY abo
Kifibka nopujn; - y 610kK-cxemy npoecy Ta
KOPOTKUIA BUKNaA TEXHOOMYHOro npouecy
[ofaHo nyHKT «KoHTposb M Ta fo3.in go
peanizauji»

3a
peyenmom

UA/7358/01/01

357.

DOPTE3A

NbOAAHWNKM NO 3 Mr 3i
CMakoM anesibcvHa Ta
meqy; no 12

[enbTta Megiken
MpomoyLuH3 Al

LLiBeiuapi
A

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE

IcnaHis/
$paHuin/
LLIBeiiuapis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHuM | TUnYy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI

6e3
peyenma

UA/19282/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NbOASHUKIB Y 6icTepi; nakyBaHHs, BUNYyCK €Bponelicbkin dhapmakonei/moHorpadii.
no 1 a6o 2 6nictepu B cepii: 103IC MopaHHsA HoBOro abo OHOB/IEHOTO
KapTOHHiA KOpO6Li PAPMALIEYTIKA cepTuchikaTa BiANOBIAHOCTI 260 BUNYYEHHS
N3 C.J1., IcnaHis; cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
BUPOBHMLTBO, thapmakonei: gna A®l; ans BUxigHoro
nepBuHHe Ta marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
BTOPWHHE LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
nakyBaHHs: MN'€P [ONs [OMOMDKHOT peyoBUHU (cepTuddikaT
®ABP BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei) -
MEANKAMEHT HoBwii cepTudikar Bif, HOBOrO BUPO6HUKA
MPOJAKLLH, (3amiHa abo [OMOBHEHHS) - MOAaHHSA HOBOTO
PpaHLs; cepTudikaTa BignoBiAHOCTI EBpoNechkiii
BVMPOGHMLTBO, thapmakonei Ne CEP 2021-325 - Rev 01 gns
nepBuHHE Ta nitoyoi pevoBuHY Benzydamine hydrochloride
BTOPVHHE Bif HoBOrO BMpOo6HMKa BAL PHARMA
nakyBaHHs: [P. LIMITED, IHgis (ONOBHEHHS)
MEZ.
AY®LEPMOP AT,
LLiBeiuapis;
KOHTPO/b SKOCTI,
BUNYCK Cepil:
IHOPAPMALE,
C.J1., IcnaHis;
KOHTPO/b AKOCTI:
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis; KOHTPONb
akocTi: KIMOC,
C.J1., IcnaHis
358. | ®OPTE3A NbOASAHUKN NO 3 Mr 3i [enbTta Megiken Lsenuapi BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 6e3 UA/19283/01/01
CMakoM JIMMOHa; No MpomoywH3 Al a nepBuHHE Ta ®paHuia/ 3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat peyenma
12 nbofsHuKIB Y BTOPVIHHE LLiBeiiuapis BignosigHocTI/TE-cepTudpikat BignosigHoCTi
6nicTepi; no 1 abo 2 nakyBaHHs, BUMYCK €sponelicbkin dhapmakonei/moHorpadii.
6nicTepy B KAPTOHHIi cepii: 103IC MopaHHsA HoBOro abo OHOBMEHOTO
Kopobui SAPMALIEYTIKA cepTudpikarta BiANoBiAHOCTI ab0 BUYYEHHS
N3 C.J., IcnaHis; cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
BVMPOGHMLTBO, thapmakonei: ana A®l; gns BuxigHoro
nepBuHHE Ta mMaTtepiany/peareHTy/NpoMKHOIO NPOAYKTY,
BTOPVHHE LLIO BUKOPUCTOBYHOTLCS Y BUPOOHNULTBI ADI;
nakyBaHHs: [T'EP AN JOMOMDKHOI peyoBuHM (cepTudikat
PABP BiANoBiAHOCTI EBponeiickbkilt hapmakonei) -
MEOVKAMEHT HoBwin cepTuchikat Big HOBOro BUPOGHMKA
MPOJAKLLH, (3amiHa abo [OMOBHEHHS) - MOoAaHHSA HOBOTO
dpaHuis; cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
BMPOGHMLTBO, thapmakonei Ne CEP 2021-325 - Rev 01 gns
nepBrHHE Ta aitoyoi peyoBrHy Benzydamine hydrochloride
BTOPVIHHE Bi, HOBOro B1Mpo6Huka BAL PHARMA

nakysaHHs: [1P.

LIMITED, IHgis (0NOBHEHHS)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MEL.
AY®LEPMOP AT,
LBelivapis;
KOHTPO/b SIKOCTI,
BUNYCK cepil:
IHOPAPMALE,
C.JN1., Icnanis;
KOHTPO/b SKOCTI:
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis; KOHTPOsb
akocTi: KIMOC,
C.J1., IcnaHis
359. | ®OPTE3A pO34MH 4151 pOTOBOT [enbta Megiken LLiBeiiuapi ABJl IBPAXIM TypeyuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 niosnsiza UA/13797/01/01
nopoxHuHN 0,15 %; no MpomoyLH3 Al A lnay CaHai Be 3MiHu | TNy - 3MiHK WoA0 peyenma €
60 mn a6o 120 mn Timpkapet A.LL. 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
PO34MHY Y CKISAHOMY 3MiHa y KOpOTKiil XapakTepuCTuLi NikapCbKoro
thnakoHi; no 1 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
dhnakoHy pasom 3 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
MipPH/AM KOBNAYKoM Y perynsipHo OHOB/TIOBAHOTO 3BITY 3 6e3Mneku
KapTOHHI KOpoobLyi nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3aCToCyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IKEHD,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHUM
opraHom) - 3MiHM BHECEHO B iHCTPYKLit0 AN
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
[0 po3giny "3acTocyBaHHA y nepios BariTHOCTI
abo rogyBaHHSA rpyaAr0” BignoBigHO 40
OHOBNEHOT iHthopMaLi LWoao 6e3neku
3aCTOCyBaHHA Ait040T PEYOBUHM 3rigHO 3
pekomeHpauieto PRAC. TepMiH BBeAEHHS 3MiH
- NPOTAroM 6 MicALUIB Nicnsa 3aTBEPAKEHHS
360. | XABPUKC 1440 | cycneHsis gns iH'ekuji nakcoCmiTKnsaiiH Benvka nakcoCmiTKnsainH Benbrisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/16497/01/02
BAKUWHA ONnA | 1440 O ELISA; no 1 Ekcnopt NimiTeq BpuTaHis Bionopxikan3 C.A. 3MiHY | TUNY - 3MiHK 3 AkocTi. A®I. KoHTposb peyenmom
MPO®DINAKTUK | mn (1 gosa) y A®I. 3miHa y napameTpax cneuudikaiii
WTENATUTY A | dnakoHi; no 1 Ta/abo foMyCTUMUX MEX, BUHAYEHUX Y
h/1aKOHY B KapTOHHii cneuudikauisx Ha Adl, abo
Kopobui 3 BUXiAHWIA/NPOMDXHUIA NpoayKT/peareHT, Wwo
MapKyBaHHSM BMKOPWCTOBYIOTbCSA Y MpoLeci BUpoOHMLTBA
YKpaiHCLKOK MOBOIO; AD| (BUyYEHHSA HE3HAYHOrO MOKa3HVKa AKOCTI
no 1 mn (1 gosa) B (Hanpuknag, BU1y4YeHHs 3actapiforo
nonepeaHe0 nokasHuka)) BunyyeHHsi TeCTyBaHHS Ha
HanoBHEHOMY LUNPUL 6ionoriyHy npugatHictb (biological suitability),
Yy KOMMNAEKTI 3 FO/IKOIO; LLIO NPOBOAMTLCA A/151 ONPOMIHEHOI doeTanbHOl
no 1 wnpuuy B 6uyayoi cuposaTkm (fetal bovine serum
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHI Kopobui 3
MapKyBaHHAM
YKpaiHCbKOK MOBOIO;
no 1 mn (1 gosa) y
dhnakoHi; no 1
(h/1aKOHY B KapPTOHHii
Kopo6ui 3
MapKyBaHHAM
iHO3EMHVMMN MOBamu
3i CTMKepom
YKpaiHCLKOK MOBOIO;
no 1 mn (1 gosa) B
nonepegHL0
HarnoBHEHOMY LINpuL
Y KOMMNJIEKTI 3 r0/IKOH0;
no 1 wnpuuy B
KapTOHHIA Kopobui 3
MapKyBaHHSAM
iHO3eMH1MKU MOBamu
3i CTUKEpPOM
YKpaiHCLKOK MOBOIO

(FBS)), sika € BUXigHMM MaTepiasiom B NPOLECi
BMPOGHULITBA aKTUBHUX CyOCTaHLili
(iHakTnBOBaHWIA Bipyc renatuty A). BHeceHHs
pefakuifiHux npaBok o po3giny 3.2.A.2
Adventitious Agents Safety Evaluation

361.

XABPUKC 720

BAKLVHA AN
NPO®INAKTUK
W TEMNATUTY A

CycneHsis ans iH'ekujn
720 Of1 ELISA; no 0,5
mn (1 gosa) y
chnakoHi; no 1
(h/1aKOHY B KapTOHHIii
Kopobu,i 3
MapKyBaHHAM
YKpaiHCLKOH MOBOIO;
no 0,5 mn (1 gosa) B
nonepegHL0
HanoBHEHOMY LINpUL
Yy KOMNJIEKTI 3 ro/IKOH;
no 1 wnpuuy B
KapTOHHI KopoobLi 3
MapKyBaHHSM
YKpaiHCLKOK MOBOIO;
no 0,5 mn (1 gosa) y
donakoHi; no 1
h/1aKoHY B KapTOHHii
Kopobui 3
MapKyBaHHSIM
iHO3eMH1MKN MoBamu
3i CTMKEpPOM
YKpaiHCbKOK MOBOIO;
no 0,5 mn (1 gosa) B
nonepegHLo
HanOBHEHOMY LUNpULi

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BpuTaHia

nakcoCmiTKnsiiH
Bionopxikans C.A.

Benbrist

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 AKkocTi. ADIl. KOHTpOb
A®I. 3miHa y napameTpax cneuudikauii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BUXIAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpoLeci BUPOOHMLTBA
AD| (BUYYEHHSA HE3HAYHOrO NOKa3HWKa AKOCTI
(Hanpvknag, BUNy4YeHHs 3actapisnioro
nokasHuka)) BunyyeHHs TecTyBaHHs Ha
6ionoriyHy npuaatHicTb (biological suitability),
LLIO NPOBOAMTLCA A/151 ONPOMIHEHOI doeTabHOI
6uyadyoi cuposartkm (fetal bovine serum
(FBS)), sika € BUXiAHUM MaTepiasioM B NPOLECi
BMPOGHULITBA aKTUBHUX CybCTaHL, il
(iHakTBOBaHWI1 Bipyc renatuty A). BHeceHHs
pefakuiiiHux npaBok Ao po3giny 3.2.A.2
Adventitious Agents Safety Evaluation

3a
peyenmom

UA/16497/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Y KOMMEKTi 3 FO/IKOI0;
no 1 wnpuuy B
KapTOHHIlA KOpo6Lii 3
MapKyBaHHSAM
iHO3eMH1MU MOBamu
3i CTMKepOM
YKPaIHCbKOK MOBOH
362. | X/IOPMPOMA3 | po3uuH Anst iH'eKLil, TOBAPUCTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/10294/01/01
NHY 25 mr/mn; no 2 mn B OBMEXXEHOO BMPOGHMLTBA, 3MiHu | TMNY - 3MiHK WoA0 peyernmom
rigPOXNOPUA | amnyni; no 10 amnyny | BIAMNOBIOAJbHI KOHTPO/b AKOCTI, 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
KopobLi; no 2 mn B CTHO BUNYCK cepil: (iHLWi 3MiHK)
amnyni; no 5 amnyn'y «KOPMOPALJIA ToBapucTso 3 OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKu
6nicTepi; no 2 «300POB'A» obMexeHoto nikapcbkoro 3acoby, 30kpema BUTyHeHHS
6nictepu y Kopobui; BiANOBIAANILHICTIO iHchopMmalii, 3a3HaYeHoI pocilicbkor MOBOHO,
no 2 ma B amny/i; no "XapkiBcbke Ta BHECEHHS pefakLiiHMX NpaBoK MO TEKCTY
10 amnyn y 6nictepi; hapmaueBTUUHe MapKyBaHHS NepPBUHHOT Ta BTOPUHHOT
no 1 6nictepy y nignpuUeMCcTBO ynakoBOK flikapcbKoro 3acoby. BeefeHHs 3MiH
Kopoobui "340poB'sa npoTArom 6 micsALiB NicNs 3aTBEPAXKEHHS.
Hapoay",
YkpaiHa
Ta
BCi cTagii
BUPOGHMLTBA,
KOHTPO/b AKOCTI:
TOB
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”,
YKpaiHa
363. | XOPIOMOH MOPOLLIOK Ta IBCA IHCTUTYT LLsenuapi BTOPUHHE LLiBefuapis/ | BHeCeHHs 3MiH A0 peecTpauiliHix maTepianis: 3a UA/19396/01/01
PO3YMHHUK AN Bioximik CA a nakyBaHHs, ITania 3MiHu Il TUny - 3MiHu 3 akocTi. A®Il. Cuctema peyenmom
PO34UHY A5 iH'EKLN, KOHTPO/b AKOCTI KOHTeliHep/3aKyrnopoBasibHWiA 3aci6. 3MiHa y
5000 MO/mn; no 1 Ta BMNYCK cepil: 6e3nocepeHinn ynakosLi AP (akicHi Ta/abo
CKNAHOMY (p/1aKOHY 3 IBCA IHCcTUTYT KiNbKICHI 3MiHW cknay A/1a CTepUbHUX Ta
NOPOLLKOM Y Bioximik CA, He3amopoxeHux Ad|
KOMMNEKTi 3 LLiBeiuapis; 6i0/10r4YHOro/iMyHOONYHOTO MOXOLKEHHS)
PO3YMHHMKOM (HaTpIto BUPOGHMNLITBO, [0AaBaHHi albTEPHATUBHOIO NOMIMEPHOro
xnopug 0,9 %) no 1 nepBuUHHE Ta MaTepiany An1s CUCTeMU NakyBaHHS, a came
M B amnyni'y BTOPVHHE PET (nonuetuneHtepedtanar) gpiakoHu, L0
KapTOHHI KOpO6L nakyBaHHs: IBCA 3aCTOCOBYETHLCS B MPOLLECi BUTOTOB/IEHHSA
IHCTUTYT BioXimMik OYULLLEHOT cybCTaHLiT XOpioHIYHOro
CA, LWBeliyapisi; roHagoTponiHy nacekoro (Xr1) ta
BMPOGHMLITBO npuaaTHuii Ans 36epiraHHs Npu
po3unHHuKa: IBCA 3amopoxyBaHHi. [itoya pefakuisa 3.2.S.7
dapmaueyTumyi Container Closure system The API containers
ITania cpn, ITanis; are PETG (polyethylene terephthalate
BMPOBHULITBO copolyester) bottles with white high-density
PO3YMHHYMKA: polyethylene screw closures, suitable for
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3am6oH C.MN.A.,
ITanisa

frozen storage. MNponoHoBaHa pefakLis
3.2.S.7 Container Closure system The API
containers are PETG (polyethylene
terephthalate copolyester) or PET
(Polyethylene terephthalate) bottles with white
high-density polyethylene screw closures,
suitable for frozen storage. 3minu Il TUnYy -
3MiHu 3 aKocTi. A®Il. CTabinbHICTb. 3MiHa
nepiogy NOBTOPHUX BUMNPO6YyBaHb/Nepiogy
36epiraHHa abo ymMoB 36epiraHHs Al (3a
BifICYTHOCTi Y 3aTBEpAXEHOMY [0CbE
cepTudikaTa BignoBiAHOCTI EBpoNechkiii
dhapmakonei, Wwo BKIoYae nepiog NOBTOPHOIO
BMNpOGYBaHHS) (Nepiog NOBTOPHOrO
BMNpoOGyBaHHsA/Nepios 36epiraHHs) -
36inbLIeHHs nepiogy 36epiraHHs akTUBHOI
peyoBUHM 6i0NOriYHOro/iMyHOOMN4YHOro
NOXO[KEHHSI Ha OCHOBI pe3ysbTaTis
[OCNiHKEeHb, BUKOHAHWUX He Y BiANOBIAHOCTI A0
3aTBEPAKEHOr0 NPOTOKO/TY. 36iNbLUEHHS
nepiogy 36epiraHHs akTUBHOI cybCcTaHLii
OYMLLEHOrO XOPIOHIYHOrO raHaJoTPOMiHY
noacbkoro (XI/1) Ha ocHOBI pe3ynbTaTiB
nocnimkens, 3 12 go 24 micauis npu
36epiraHHi B 3aMopoXeHoMy Burnsgi. Jitova
pepakuis Shelf-life of 12 months at -20°C +
5°C for the purified active substance HCG.
MponoHoBaHa pegakuis A shelf-life of 24
months at -20°C + 5°C is proposed for the
purified active substance HCG.

364.

LETPVH

cvpon 2,5 mr/5 mn; no
30 mn abo no 50 mn
ab6o no 100 mn cupony
y donakoHi; no 1
oNakoHy 3 MipHUM
KOBMaYKoM y
KapTOHHIA KopoobLi

€Bpo Naiidkep
MpaiiBiT MimiTes

IHgis

®AC Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHu 1l TUny - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A®I|, abo 3miHa BUpobHMKa (BKIKOYaKOuK, e
HeobXxiAHO, MicLe NpoBeAEHHS KOHTPOTIO
aKocTi) A®| (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
3aTBepAXEHOMY [O0ChE)(BBEAEHHS HOBOTO
BMPOGHUMKa A®| 3 HaaHHAM MacTep-ghaiina
Ha A®l). BBegeHHs [o4aTKOBOrO BUPOGHMKA
A®| neBoLETUPU3VHY AMTiAPOXI0pUA —
Metrochem API Private Limited, India
(3aTBEpaxeHo: Granules India Limited (Unit-
1V), INDIA).

6e3
peyenma

UA/9079/02/01

365.

LIVHKY OKCUA,

NopoLLOK (CybCTaHList)
y NOTPIAHNX

AT "IMKo®apma"

Yecbka
Pecny6nik

Ipinno LnHk
Masgep Mv6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TUny - 3MiHK 3 skocTi. CepTuddikat

UA/20386/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nanepoBux naketax
(30BHILLHIl Wap
3CeEpeHN BKPUTUIA
nonietuneHom) abo B
nonieTnaeHoBoMy
nakeTi, NoMileHomy y
noninponineHoBui
BE/MKUIA NakeT ans
thapmaLeBTU4HOro
3acTocyBaHHSA

a

BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCSA Y BUPOOHNULTBI A,
AN JONOMDKHOI peyoBuHM (cepTudikat
BiANOBIAHOCTI EBponeiickbkin hapmakone) -
OHoBNEeHWit cepTudikaT Big yxe
3aTBEpPKEHOro BUPobHYuKa. MogaHHA
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne CEP 2018-254-
Rev 02 (3atBepmxeHo: CEP 2018-254-Rev
01). Ak HacnigoK BBEAEHO AOAATKOBWIA TUMN
yrnakoBku BignosigHo CEP.

366.

UMHHAPU3NH
CO®DAPMA

Tabnetku no 25 mr, no
50 TabneTtok y
6nictepi; no 1
6nicTepy B KapTOHHIl
nauui

AT "Cogpapma”

Bonrapis

Brpo6HMUTBO

Hepo3dacoBaHoi

npoaykuii,
nepBuHHa
ynakoBka abo
BMPOGHMLTBO 3a
MOBHVM LVK/IOM:
AT "Codpapma”,
Bonrapis;
BTopuHHa
ynakoBka, A03Bin
Ha BUMYCK cepii:
AT "BITAMIHW",
Ykpaina

Bonrapisi/
YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis:
3miHu |l TMny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BMNPOGyBaHb abo AOMYCTUMUX MEX,
BCTaHOBJIEHNX Y crnieuudikauisx, nig vac
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby
(BvnyyeHHst BUNpo6yBaHHSA Y NpoLeci
BMPOGHMLITBA, SIKE MOXe MaTu iCTOTHUIA BNVB
Ha 3arasibHy AKiCTb rOTOBOrO NiKapCcbKoro
3ac06y) BW/TyYEHHST NMOKA3HWKIB i3 NPOMiXXHOT
cneuudikauii B mpoueci BUpobHuLTBa
nikapcbKoro 3acoby: «KifibkicHe BU3HaUYEeHHs
LIMHApU3MHY B CYXOMY rpaHynisTy,
ekBiBasieHTHOMY 1 Tabn., Mr»; «BTpata npu
BUCYLLYBaHHI» Ha eTari Cyxoro rpaHynsTy;
«CTilKiCTb [0 po3fasntoBaHHsA» Ta «KifnbkicHe
BM3HAYEHHS LUMHaApW3VHY B OfHIA TabneTuj,
Mr» Ha eTani TabneTyBaHHs, a Takox
MOKa3HWKIB Ha eTari KOHTPO/IH0 NEPBUHHOI
YMaKoBKM (30BHILLHI BATNSA Ta ApyK Ha
6nicTepi, aBTEHTUYHICTb HaMMUCIB Ha 6nicTepi;
repMeTUYHICTb 6icTepa) Ta BTOPUHHOI
YMakKoBKM (30BHILLHIA BUTASA Ta ApYr Ha
KopobLi; KinbKicTb 6nicTepiB y KopobLi;
HasBHICTb JINCTIBKN-BKNAAKN; aBTEHTUYHICTb
Hanucis Ha Kopoo6Lji Ta NMCTMBL-BKNaAL;).
Takox Big6ynumcs 3mMiHu y hopMy toBaHHi
BMMOT 3a nokasHukamu «Mass of one tablet»
Ta «Uniformity of mass» BignosigHo Ao Bumor
Ph. Eur. 2.9.5.

6e3
peyenma

UA/10290/01/01

367.

UMNHHAPU3UH

TabneTkn no 25 mr, in

AT "Codpapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis:

6e3

UA/12593/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CO®DAPMA bulk Ne 4000 (50x80): 3miHu |l TMny - 3miHK 3 sKocTi. FoToBMIA peyenma
no 50 TabneTtok y nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
6nicTepi; no 80 BMNpoGyBaHb abo AOMYCTUMUX MEX,
6nicTtepis B BCTAHOBJIEHNX Y cneuudikauisx, nig vac
noninponisieHoB.i BMPOGHMULITBA FOTOBOTO J1iKapCbKOro 3acoby
kopo6ui; in bulk Ne (BvnyYeHHs BUNpo6yBaHHSA Y NpoLeci
4500 (50x90): no 50 BMPOGHMLITBA, SIKE MOXe MaTu iCTOTHUIA BNVB
Tabnetok y 6nicrepi; Ha 3ara/ibHy SKiCTb rOTOBOrO NiKapCbKoro
no 90 6nictepis B 3ac06y) BUIYYEHHS MOKA3HVKIB i3 NPOMDKHOT
noNinponisIeHoBI cneuudikauii B mpoueci BUpobHuuTBa
KopoobLi nikapcbKoro 3acoby: «KinbkicHe BU3HaUYeHHS!
LIMHApU3NHY B CYXOMY rpaHynisTy,
ekBiBasieHTHOMY 1 Tabn., Mr»; «BTtpata npu
BUCYLLYBaHHi» Ha eTani Cyxoro rpaHynary;
«CTiliKiCTb 0 po3faBtoBaHHsA» Ta «KinbkicHe
BM3HAYEHHS LUMHapW3VHY B OfHI TabneTyj,
Mr» Ha eTani TabneTyBaHHs, a Takox
NMOKa3HWKIB Ha eTari KOHTPO/II0 NEPBUHHOI
YMaKoBKM (30BHILLHIA BATNSA Ta APYK Ha
6nicTepi, aBTEHTUYHICTb HaMMUCIB Ha 6nicTepi;
repMeTuYHICTb 6icTepa) Ta BTOPUHHOI
YMakKoBKM (30BHILLHIA BUTASA Ta ApYr Ha
KOpOOL; KiNlbKicTb 6icTepiB y Kopo6Lyj;
HasABHICTb JINCTIBKN-BKNAAKN; aBTEHTUYHICTb
Hanucis Ha Kopoo6Lji Ta NMCTMBL-BKNaALI).
Takox Bigdynmcs 3miHW y oopmy toBaHHi
BMMOr 3a nokasHukamu «Mass of one tablet»
Ta «Uniformity of mass» BignosigHo 4o BUMor
Ph. Eur. 2.9.5.
368. | LUMPO®JIOKC | kpanni ouHi/ ByLUH, ToBapucTBO 3 Ykpaina Brpo6HMLTBO, PymyHis BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3a UA/15845/01/01
ODAPM po3unH 0,3 %; no 5 mn 0bMexeHot BMNPOGYBaHHSA 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
y thnakoHi- BiANOBIA&/IbHICTIO KOHTPOJIO SIKOCTI nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
KpanenbHuui; no 1 “®opc-dPapma (hi3nyHI/XiMIYHI), 3amiHa abo BBeAEHHS [0AAaTKOBOI AiNbHUL
ch1akoHy-kpanenbHuLj OvcTpubiowH” nepBuHHE BMPOGHMLTBA A1 YACTUHM abo BCbOro
Y KapTOHHi Kopoobuj nakyBaHHs1, BUNYCK BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
cepii: 3aco6y (AinbHWLA 415 BTOPUHHOTO
K.T. POM®APM nakyBaHHs). Y 3B'A3Ky i3 BUPOOHUUYMMM
KOMMNAHI C.P.N, noTpe6amu NPOBOANTLCSA 3aMiHa BUPOGHMKaA
PymyHis; BiANOBIA&/IbHOrO 3a BTOPMHHE NakyBaHHA 13
BunpobyBaHHs K.T. POM®APM KOMTIAHI C.P./. (Byn.
KOHTPOJIO SIKOCTI Epoinop Ne 1A, m. OTtoneHb, 075100, okpyr
(mikpobionoriuHi, Indo., PymyHis — 6yaisnsa Pomdapm 1 i
6ionoriyHi), Pomdpapm 2) Ha Bupo6Huka K.T. POM®APM
BTOPVIHHE KOMMAHI C.P.J1. (Byn. Epoinop Ne 1C, M.
nakyBaHHs: OToneHb, 075100, okpyr Indos, PymyHis —
K.T. POM®APM 6yaisnsa Pomdapm 7). 3miHun | Tuny - 3miHn 3
KOMMAHI C.P.N1, sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
PymyHist BMPOGHMLTBI. 3MiHa iMnopTepa/3Miiu, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
[0AaBaHHA AinbHULI, Ha AKIA 34IACHI0ETLCS
KOHTPONb/BMNpOGYBaHHSA cepii). 3amiHa
AiNbHULI Ha AKili 30iACHIOETECSA KOHTPOb
AKOCTi (MiKpo6ionoriyHi, 6ionoriyni) M3
BUpo6HMKa K.T. POM®APM KOMMAHI C.P.J1.
369. | ULUTPAMOH B Tabnetku; no 6 abo 10 MAT "MoHchapm” Ykpaina MAT "MoHdpapm" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7359/01/01
TabneTok y cTpunax; 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
no 6 a6o 10 Tabnetok HalilmeHyBaHHs Ta/abo agpecy Micud
y 6nictepax; no 6 NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKaA
TabneTok y cTpuni; no (Bkntovarouw, 3a HeobXigHOCTI, Micue
2 a6o 10 cTpuniB y npoBefileHHS KOHTPOJT0 AKOCTI), ab0 BnacHuka
nautii 3 KapToHy; macTep-haiina Ha AP, abo noctavanbHUKa
no 10 TabneTok y Adl/BuxigHoro
cTpuni; no 2 a6o 10 Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY,
CTpuniB y nayui 3 LLIO 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (AKLLO
KapTOHy; no 6 3a3HaYeHo Y AOCLE Ha Nikapcbkuii 3acib) 3a
Tabnetok y 6nictepi; BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
no 2, no 5 a6o no 10 €Bponeliicbkiin hapmakonei y 3aTBepAXeHOMY
6nicTepis y nayui 3 [ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
KapTOHY; PeyoBMHM (SIKLLIO 3a3HaYeHO y [0CbE) 3MiHa
no 10 TabneTtok y Ha3Bu BUpobHMKa A®I MapaueTtamorn.
6nicTepi; no 2 a6o 10 Micue3HaxomkeHHs BUPOGHYVKa, BUPOOHNYA
6nicTepiB y nayui 3 AinbHMUA Ta yci BUpobHuYi onepaduii
KapToHy 3aMLLalTbCA He3MiHHMMK. [litova pejakuis:
Hebei Jiheng (Group) Pharmaceutical Co.,Ltd,
Kutaii;
MponoHoBaHa pepakuin: Hebei Jiheng
Pharmaceutical Co.,Ltd, Kutaii
370. | HO-TPIN PO34MH ONA iH e, Bxapart Cipamc IHais Bxapart Cipamc IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15262/01/01
100 000 MO; no 4 mn eHf BakumHc eHp BakunHc 3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenmom
y donakoHi; no 1 Niviten Nimiteq HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa
h1aKoHy Y KapTOHHIl (BnacHvKa peecTpauiiHoro NocBigYeHHs).
Kopobui 3MiHa agpecu 3asBHUKaA.
371. | O-TPIN PO34MH NS iH EKLiA, Bxapat Cipamc IHgis Bxapart Cipamc IHgis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: - UA/15261/01/01
100 000 MO; in bulk: eHf BakumHc eHf BakuuHe 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
no 4 mMn y dpnakoHi; no Nimiten Nimiten HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKa
200 donakoHiB y (BNacHMKa peecTpauiiniHOro NocBiAYEHHS).
KapPTOHHIi KOpoOLi 3MiHa agpecu 3asiBHUKA.

*y pa3i BHeCeHHs1 3MiH 00 iHCMPYKYii Mpo Medu4YHe 3acmocysaHHs

B.o. Haua/ILHUKA
dapMaLeBTUYHOT0 yIIpPaB/IiHHA

Ounexkcanpap I'PILIEHKO
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ITEPEJIIK

Aoparok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
3popoB’Aa  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpaliito)
NiKapCbKNUX 3aco6iB (MeanuHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHnx
marepianis»

Bij 25 rpyaHsa 2025 poky Ne 1955

JIIKAPCBKHMX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIIIl ABO Y
BHECEHHI 3MIH /IO PEECTPAIJIMHNX MATEPIAJIIB

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina rNiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby

1. MAHTOMPOTEKT | niochinizaT ans MicTtpan AHrNiA BEM 3acigaHHsA i i ) ) )
pO3uMHy AnS Kenitan lnau  |[Type4unHa HTP Ne 44 BigmoBuUTN Yy 3aTBepMXEHHi - TeXHiYHa nomuika (3r|,c_|,Ho Hakasy MO_3 Bif,
iH'eKLiti no 40 wr, MeHemKMeHT CaH. Be Big 23.07.2015 Ne 460). BI/‘II'IpaB.I'IeHHﬂ TEXHIYHNX MOMWIOK, 3riAHO n.2.4. posginy VI
no 40 Mr Nivitep Tik. A.C. 04.12.2025 Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegaxujii Hakazy MO3 YkpaiHu
niodpinizaty y Big 23.07.2015 p Ne 460) - BunpaBneHHs TeXHIYHOI MNOMW/KW, MOB’A3aHO 3
cpnakoi, no 1 HEKOPEKTHMM MepeHeceHHsaM iHdopmalii 3 martepianis BMpPO6HMKA A0 MeToAiB
chnakoHy B KOHTPO/MIO SKOCTi MpW  peecTpauii, a came: B TekcTi meTogy “KinbkicHe

KapTOHHI Kopoobui

BM3HAYeHHs", NyHKTI "Po3paxyHok" 3atBepmkeHnx MKHA. BunpaBneHHs TexHi4YHoi
noMWsKu, 3rigHo n.2.4 po3giny VI Hakazy MO3 Ykpainn Big 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460) He Bignosigae
opuvriHa/lbHMUM ~ [OKYMEHTaM MaTepianiB  pPEeecTpauiiHoro  [0CbE:  OCKiSIbKY
3MIHIOETBCA MOJIEKY/IIPHA Maca Ta Ha3Ba peyoBuHU 3 «406.4 — MonekynsipHa
Maca HaTpito naHTonpasony (Mr)» Ha « 432.4 — MonekynsipHa Maca naHTonpasosny
HaTpito cecksirigpaty (Mr)» Ta 3a MOKa3HUKOM «P» 3MIHIOETbCA 3  «...
NMaHTONpPasosly CECKBIrigpaTy...» Ha «...NaHTONpas3osly HaTpilo Ceckairigpaty...», ],
L0 He MoB’'si3aHO 3 opchorpadpiyHMMKM Ta/abo rpamaTUyHUMK NOMUIKaMK, y TOMY
yucni NpUBEAEHHSM [0 MaTepianis BUPOOHMKA NikapCcbKOro 3acoby. TexHiuHa
nomusIKa He pekoMeHJoBaHa [0 3aTBEPAKEHHS

B.o. Haua/IbLHUKA

dapmareBTUYHOr0 ynpaB/IiHHSA

Onekcangp I'PINEHKO
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