NEPENIK

DopaTtok 3

bo Haka3y MiHicTtepcTBa OXOpOHM
3popoB’s YkpaiHu «lpo gepxaBHy
peecTpadilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Big 27 cepnHs 2021 poky Ne 1819

NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONION4YHUX MPEMAPATIB), LLIOAO AKUX BYJTU BHECEHI 3MIHU 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATbLCA OO AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHA

Ne Haszea Popma sunycky 3asisHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asigHUKa 8UpPO6HUKa eionycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. AUOPIHK® NMOPOLLOK ANs AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpauinHuX MmaTepianis: 3MiHu |l Tuny - 3MiHn bes UA/14814/01/01
0OpanbHOro PO34nHy "®dapmak” 3 sikocTi. APl BupobHuuTBO. 3MiHa BUpoBHUMKa peuenma
3i CMaKkoM YOpHOI BVXiAHOro/NpOMIDKHOrO MPOAYKTY/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
cmopoaunHn no 5,2 r BMpo6HM4omy npoueci A®I, abo 3miHa BUPOGHMKa (BKMOYaouu, e
B calue; no 10 cawe HeobxigHO, MicLe NpoBeAeHHst KoHTponto skocTi) Al (3a
B MayLj 3 KApTOHY BiCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponeichki hapmakonei y
3aTBEPAKEHOMY A0Cbe)(BBEAEHHS HOBOTrO BUpOGHMKa Al 3
HafaHHsaM macTep-danna Ha ADI); cynyTHs 3MiHa - 3MiHW 3 SIKOCTi.
A®I. KoHTponb ADL. 3miHa y napameTpax cneuudikauin Ta/abo
[OMNYCTUMUKX MEX, BU3Ha4YeHux y cneuudikauisax Ha A®l, abo
BMXiQHW/NPOMIXXHUIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl - 3MiHu 3 sikocTi. A®Il. KoHTponb AdL.
3miHa y meToaax BunpobysaHHa A®| abo BuxigHoro
maTepiany/npomiXHOro NpPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea ADI (iHwi 3miHu) (B.1.6.2. (x) 11)
BBE[IEHHA AoAaTkoBOro BUpobHuka Ad| deHinedpuHy rigpoxnopuay
«Shenzhen Oriental Pharmaceutical Co., Ltd», Kutai, sk Hacnigok
3MiHM y cneumndikadii A®| Big BUpobHUKa: 3MiHK 3a p.
«lgeHTndikauisg» Ta «3anuLLIKOBI KiNbKOCTi OPraHiYHNX PO3UYMHHUKIBY,
BUITyYEHO BU3HAYEHHS NOKa3HMKa «PO3UYMHHICTb» AN HOBOrO
BUpOGHKKa ADI
2. AUOPIHK® NMOpPOLLOK ANA AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3MiHu |l Tuny - 3MiHn bes UA/14813/01/01
opanbHOro Po34nHy "®apmak” 3 gkocTi. A®l. BupobHuuTBO. 3MiHa BUpOGHUKa peuenma
3i CMaKoM NMMOHY BVXiAHOro/NpOMIDKHOrO MPOAYKTY/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
no 4,8 r B cawe; no BMpo6HM4omy npoueci AP, abo 3miHa BMpoGHWKa (BKkovaouun, e
10 cawe B naydi 3 HeobxiaHO, MicLle NPoBeAEHHS KOHTponto sikocTi) AdI (3a
KapTOHY BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponencokin dapmakonei y
3aTBEPKEHOMY JOChE)(BBEAEHHS HOBOro BUpobHuka AdI 3
HafaHHsSM macTep-darna Ha ADI); cynyTHs 3MiHa - 3MiHU 3 SIKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauin Ta/abo
OONYCTUMKX MEX, BU3Ha4yeHux y cneuymdikauisx Ha A®I, abo
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BMXiAHWIN/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl - 3miHu 3 sikocTi. A®Il. KoHTpornb AdL.
3miHa y meTogax BunpobyBaHHa APl abo BuxigHoro
mMaTepiany/npoMiXXHOro NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®! (iHwi amikn) (5.1.6.2. (x) I1)
BBe[EHHS JoAaTkoBoro BupobHuka AP| deHinedpuHy rigpoxnopugy
«Shenzhen Oriental Pharmaceutical Co., Ltd», Kutan, sik Hacnigok
3MiHn y cneuudikauii APl Big BupobHuka: 3MiHuM 3a p.
«lpeHTudikauis» Ta «3anuLIKoBi KiNbKOCTi OpraHiYHUX PO3UYMHHUKIBY,
BUITYyYEHO BU3HAYEHHS NMoKa3HUKa « PO3YMHHICTbY Ans HOBOrO
BMpobHuka APl

AKBA CIPEU
OKCI

cnpen HasanbHWUN,
posoBaHuin 0,05%
no 10 mny
cdnakoHax 3
po3nunoBayem
HasanbHuM; no 1
dnakoHy B navui

My6niyHe
aKuioHep
He
TOBapucT
BO
"Ximdapm
3aBof
"YepBoHa
3ipka"

YkpaiHa

My6niyHe
aKuioHepHe
TOBapucTBO

"Ximcbapmaasoa
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: yTO4YHEHHSA
HamnucaHHs1 Ha3B 3asiBHUKA Ta BUPOOHMKa B Haka3i MO3 YkpaiHu
Ne 1290 Big 28.06.2021 B npoueci BHeCeHHSA 3MiH (3miHu | Tuny -
3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX JaHux Npo cuctemy apmakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHWX Npo cuctemy dhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoI 3a 34iNCHEHHS
hapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA
Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKM4ar4uM KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-anna cuctemn papmakoHarnsagy) - amiHa
KOHTaKTHUX AaHWUX YNOBHOBaXeHOi ocobu, BignoBigansHoi 3a
3pincHeHHs dhapmakoHarnagy). Pegakuia B Hakasi: MAT
"Ximdpapm3aasog "HepsoHa 3ipka", YkpaiHa. 3anponoHoBaHa
pepakuin: My6niyHe akuioHepHe ToBapucTBo "Ximcapmsasopn
"YepBoHa 3ipka".

6e3
peuenma

UA/17924/01/01

AKTPANIA®
HM NEH®I®

pPO34MH Ans iH'eKkuin,
100 MO/mn no 3 mn
y KapTpuaxi; no 5
KapTpuoxis y
KapTOHHiI kopobui

A/T Hoso
Hopgaick

LaHia

Bupo6Huk
Hepo3adacoBaHOro
npoaykTy,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoBka, KOHTPOIb
AKOCTI Ta
BignoBiganbHUN 3a
BUNYCK Cepil
KIHLIEBOrO NPOAYKTY:
A/T Hoso Hopgick,
OaHis; BupobHuk
Hepo3dacoBaHoro
NpPoAYKTY, NepBUHHE
nakyBaHHs Ta
KOHTpoOrb Garnky.
KoHTponb skocTi
6anky rotoBoro
npoaykTy Ta
KIHLIeBOrO NPOAYKTY:
Hoso Hopgick

Hanis/
DpaHuis
/Bpaswunisi/
KuTaincbka
HapogHa
Pecny6bnik
a

BHECEHHS 3MiH O peecTpaLiiHMX MaTepianis: 3MiHu Il Tuny - 3MiHn
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa
abo BBeZleHHSA 40AATKOBOI AiNbHUL BUPOOHULITBA AN YacTMHKU abo
BCbOro BUPOGHUYOro MpoLIeCy roTOBOro MikapCbKoro 3acoby
(BinbHMUS, Ha AKi NpoBOAATLCA Byab-AKi BUPOOHWYI cTagii, 3a
BVHSITKOM BUMYCKY Cepill, NPOBEAEHHS KOHTPOMIO SKOCTi Ta
BTOPWHHOIO MaKyBaHHS, Ans Nikapcbkux 3acobis
Gionori4Horo/iMyHOMNoriYHOro NoxoAxeHHs abo nikapcbknx opm
KOMMMeKCHoro (cknagHoro) BMpobHuyoro npoecy) - BeeaeHHs
nopaTtkoBoro BupobHuka: HoBo Hopaick (Kutait) dapmackioTikans
Ko., NTa. 99, Hanxan Poya, TEQA, M. TaHbLgiHb Kutancebka
HapopHa Pecny6nika 300457, i3 BignoBigH1Mu dyHKUiSMA:
BMPOGHWK Hepo3dhacoBaHOro NpoayKTy, HANOBHEHHS B NEPBUHHY
ynakoBKy

3a
peuernmom

UA/12611/01/01




3 ITponoBkeHHs qomarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MpogatokcboH CAC,
®paHuisi; BupobHuk
ANA MapKyBaHHA Ta
ynakoBku MNeHdpin®,
BTOPWHHOIO
nakyBaHHS:
A/T Hoeo Hopaick,
[OaHisi; BupoGHuk
Hepo3adhacoBaHoi
npoayKuii, nepBuHHa
Ta BTOPUHHA
ynakoska: Hoso
Hopaick MNpoaykao
dapmaceyTika o
Bpasins Jltaa.,
Bpasunis; BupobHuk
Hepo3dacosaHoro
NpoAykTy,
HamnoBHEHHS B
NepBUHHY YMaKoBKY:
Hoeo Hopgaick
(Kutan)
PapmacbtoTikana
Ko., IlTa., Kutaiicbka
HapogHa
Pecnybnika
5. AJIb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - o 3a UA/15128/01/01
H® pekTanbHi no 250 "BAJIAPTI BMPOGHMYa nokasHuka «loeHTungikauis» BBegeHO [oAaTKOBI MeETOAM peuenmom
Tmc. MO no 5 H KOMnaHis BUNpobyBaHHs Ailo4oi pevoBUHY iHTepdepoH anbda-2b
CynosuTopiie y PAPMA" "IHTepdapmbioTek” PEKOMBIHaHTHWI NIAVHN METOS, i30eNEKTPUYHOrO POKYCyBaHHS Ta
cTpuni; No 2 cTpunu MeToA NENTUAHOrO KapTyBaHHS; 3MiHW | TUMNY - [OMOBHEHHS
B KapTOHHII kopobui cneuudikaLii Ha gitody peyoBuHyY iHTepdepoH anbda-2b
PEKOMBIHAHTHMI NIOAMHN Noka3HMKoM «3aranbHa JHK» 3
BiAMOBIAHMM MEeTOAO0M BUNPOOYBaHHSA Ta AOMYCTUMOIO MEXEI0 He
GinbLie 10 Hr/Mr iHTepdepOHy; 3MiHM | TUMY - SONOBHEHHS
crneundikauii Ha aitoyy peyoBuHY iHTepdepoH anbda-2b
PEKOMBIHAHTHMI NIOAMHU MOKA3HMKOM «3anuLKkoBi Binkun KMiTUHM-
Xa3siiHa» 3 BiANOBiAHUM MeToAO0M BUMNPOBYBaHHS Ta AOMYCTUMO
Mexeto He Ginblue 50 Hr/Mr iHTepdepoHy
6. AJTb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux MaTtepianiB: BHECEHHS 3MiH 0 3a UA/15128/01/02
H® pekTanbHi no 500 "BAJTAPTI BUPOGHMYa peecTpauinHmMx MaTepianis: 3MiHW | TURY - 4O NOKa3HuKa peuernmom
Tc. MO, no 5 H KOMMNaHis «lpeHTndikauis» BBeAeHO AoAaTKoBi MeToAM BUNPOBYyBaHHS Ailoyoi
CynosuTopiis y PAPMA" "IHTepdapmbioTek” PeYOBUHY iHTepdepoH anbda-2b pekoMbiHaHTHUIA NIOAVHN MeTof,

cTpuni; No 2 cTpunu
B KapTOHHI kopobui

i30eN1eKTPUYHOro PoKyCyBaHHsi Ta METOZ, MENTUAHOIO KapTyBaHHS;
3MiHM | TUMy - AONOBHEHHSA cneundikaLii Ha AitoYy pevyoBUHY
iHTepdepoH anbda-2b pekomMBiHaHTHUIA NIOANHW MOKa3HUKOM
«3aranbHa JHK» 3 BignoBigHMM MeTogoM BUNpoGyBaHHS Ta

[0MNyCcTUMOI Mexeto He Binblue 10 Hr/Mr iHTepdepoHy; 3miHu | Tuny
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
- AONOBHEHHS creumndikaLii Ha Aitody peyoBuHY iHTepdepoH anbda-
2b pekoMBiHaHTHUIA NIOAMHM NOKA3HUKOM «3anuLKoBi Ginku
KNiTUHW-Xa3siHa» 3 BigNOBiAHMM METOAOM BUNpobyBaHHs Ta
aonycTumoto mexeto He Binblie 50 Hr/Mr iHTepdepoHy
7. ANb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - o 3a UA/15128/01/03
H® pekTanbHi no 1 MnH "BAJTIAPTI BUPOGHMYa nokasHuka «lgeHTudikauis» BBegeHo AoaaTkoBi MeToan peuernmom
MO, no 5 H KOMMaHis BMNPOBYBaHHs Aito40i peqoBuHM iHTepdepoH anbda-2b
cynosuTtopiis y DPAPMA" "IHTepdpapmbioTek” pPEeKOMBIHaHTHWIA NIOAVHU MeTOof, i30eNEKTPUYHOrO POKYCYBaHHS Ta
CTpwni; no 2 cTpunu MeToA NenTUAHOrO KapTyBaHHS; 3MiHM | Tuny - AONOBHEHHS
B KapTOHHi kopobui cneuudikaLii Ha Ailody pedoBuHy iHTepdepoH anbda-2b
peKoMBIHaHTHMI NOAMHN Noka3HuKkoM «3aranbHa JHK» 3
BiANOBIgHMM MeTOAOM BUNPoOYyBaHHSA Ta AOMYCTUMOI MEXEI0 He
6inbLe 10 HI/Mr iHTepdhepoHy; 3MiHW | TUMY - SOMOBHEHHS
cneundikauii Ha aitoyy peyoBuHY iHTepdepoH anbda-2b
PEKOMBIHAHTHMIA NIOAVHU NOKA3HMKOM «3anukoBi 6inkn KniTUHK-
Xa3siiHa» 3 BiANOBiAHUM MeTOAOM BMNPOOYyBaHHSA Ta AOMYCTUMO
mexeto He Ginblue 50 Hr/Mr iHTepdepoHy
8. ANb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - o 3a UA/15128/01/04
H® pekTanbHi no 3 MrH "BAJIAPTI BMPOGHMYa nokasHuka «lgeHTngikauis» BBegeHO oAaTKOBI MeTOAM peuernmom
MO; no 5 H KOMNaHis BMNpoOyBaHHSA Ailo4oi peyoBUHM iHTepdepoH anbda-2b
CynosnTopiiB y DPAPMA" "IHTepdpapmbioTek” pPEKOMBIHaHTHWI NAVHN MeTOo[, i30ENMEKTPUYHOIO POKYCYBaHHS Ta
cTpvni; No 2 cTpunun MeToA NenTUAHOrO KapTyBaHHS; 3MiHU | Tvny - AONOBHEHHS
B KAPTOHHI Kopobui cneuudikauii Ha gitody pedoBuHyY iHTepdepoH anbda-2b
pPEeKOMBIHaHTHWI NoANHU Noka3HukoM «3aranbHa OHK» 3
BiAMOBIAHMM MEeTOAO0M BUNPOOYBaHHSA Ta AOMYCTUMOIO MEXEI0 He
GinbLie 10 Hr/Mr iHTepdepOoHy; 3MiHM | TUMY - SONOBHEHHS
cneuudikaLii Ha gitody peyoBuHyY iHTepdepoH anbda-2b
PEKOMBIHAHTHMI NIOAMHU MOKA3HMKOM «3anuLKkoBi Binkun KMiTUHM-
Xa3siiHa» 3 BiANOBiAHUM MeToAO0M BUMNPOBYBaHHS Ta AOMYCTUMO
Mexeto He Ginblue 50 Hr/Mr iHTepdepoHy
9. AJIb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - o - UA/15129/01/01
H® pekTanbHi no 250 "BAJIAPTI BUPOGHMYa nokasHuka «laeHTudikauis» BBegeHO oAaTKOBI MeToaM
Tnc. MO; in bulk: no H KOMnaHis BUNpobyBaHHs Ailo4oi pevoBUHM iHTepdepoH anbda-2b
5 cynosuTopiiB y PAPMA" "IHTepdapmbioTek” PEeKOMBIHaHTHWI NIAVHN METOS, i30eNEKTPUYHOrO POKYCyBaHHS Ta
ctpuni; no 100 MeToA NenTUAHOro KapTyBaHHS; 3MiHU | TUNY - JONOBHEHHS
CTpPUMIB B KAPTOHHIN crneundikaii Ha aitovy peyoBuHY iHTepdepoH anbda-2b
Kopobui PEKOMBIHAHTHMI NIOAMHN Noka3HMKOM «3aransHa JHK» 3
BiANOBIgHMM MeTo4oM BUNPOOYBaHHS Ta AOMYCTUMOK MEXEI0 He
GinbLie 10 Hr/Mr iHTepEepPOHy; 3MiHM | TUMY - 4ONOBHEHHS
cneundikaLii Ha aitoyy peyoBuHY iHTepdepoH anbda-2b
PEKOMBIHAHTHUIA NIOAUHN NOKA3HWMKOM «3anuLuKoBi 6inku KNiTUHKU-
Xa3siiHay» 3 BiANOBiAHUM MeToA0M BUNPOOYBaHHS Ta AOMYCTUMOO
Mexeto He Binblue 50 Hr/Mr iHTepdepoHy
10. | ANIb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - o - UA/15129/01/02
H® pekTanbHi no 500 "BAJIAPTI BUPOGHMYa nokasHuka «lgeHTundikauis» BBegeHO o4aTKOBI METOAM




5 ITponoBkeHHs qomarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Tnc. MO; in bulk: no H KOMMaHis BMNPOBYBaHHs Aito40i pevoBMHM iHTepdepoH anbda-2b
5 cynosuTopiiB y PAPMA" "IHTepdapmbioTek” PeKOMBIHaHTHUIA NDAVHW METOZ i30eNeKTPUYHOro POKYCyBaHHS Ta
ctpuni; no 100 MeTOA, MeNTUAHOIO KapTyBaHHS; 3MiHM | TUMY - AONOBHEHHS
CTpVNiB B KAPTOHHIN cneuudikaLii Ha ailody peqoBuHyY iHTepdepoH anbda-2b
Kopoo6uUi PEKOMBIHaHTHWI NAUHKU NokasHukoM «3aranbHa OHK» 3
BiANOBIAHMM METOAOM BUNPOBYBaHHA Ta AOMYCTVMOIO MEXEIO He
6inbLe 10 Hr/Mr iHTepdepoHy; 3MiHM | TUNY - AONOBHEHHSI
cneuudikaLii Ha ailody peqoBuHyY iHTepdepoH anbda-2b
PEKOMBIHAHTHUI NIOANHN MOKA3HMKOM «3anuLkoBi 6inkn KniTUHM-
xassiiHa» 3 Bi4NoOBiAHMM MeTOAO0M BMNPODBYBaHHS Ta 4ONYCTUMOD
mexeto He BinbLue 50 Hr/Mr iHTepdepoHy
11. | AlIb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - o - UA/15129/01/03
H® pekTanbHi no 1 MrH "BAJIAPTI BMPOGHMYa nokasHuka «lgeHTundikauisi» BBeaeHO [oAaTKOBI METOAM
MO, in bulk: no 5 H KOMNaHisi BUNPOOYBaHHSA Ail040i peyoBUHM iHTEpdepoH anbda-2b
CynosnTopiiB y DPAPMA" "IHTepdpapmbioTek” PEKOMBIHaHTHWI NANHN MeTOo[, i30ENEKTPUYHOIO hOKYCYBaHHS Ta
cTpvni; no 100 MeToA NeNTUAHOrO KapTyBaHHS; 3MiHK | Tuny - AONOBHEHHS
CTpUMIB B KAPTOHHIN cneundikauii Ha aitoyy peyoBuHY iHTepdepoH anbda-2b
Kopobui pPEKOMBIHAHTHMI NIOAMHN Noka3HMKkoM «3aranbHa [HK» 3
BiAMOBIAHMM MEeTOA0M BUNPOOYBaHHSA Ta AOMYCTUMOIO MEXEI0 He
6inbLe 10 HI/Mr iHTepdhepoHy; 3MiHM | TUMY - SOMOBHEHHS
cneuudikauii Ha aitody peyoBuHyY iHTepdepoH anbda-2b
PEKOMBIHAHTHMI NIOAVHU MOKA3HMKOM «3anuLkoBi Binkn KMNiTuHM-
Xa3siiHa» 3 BiANOBiAHUM MeTOAOM BMNPOOYyBaHHSA Ta AOMYCTUMO
Mexeto He GinbLue 50 Hr/Mr iHTepdepoHy
12. | AlIb®APEKI cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - o - UA/15129/01/04
H® pekTanbHi No 3 MiH "BAJIAPTI BUPOGHMYa nokasHuka «lageHTudikauis» BBegeHO oAaTKOBI MeToam
MO; in bulk: no 5 H KOMnaHis BUNpobyBaHHs Ailo4oi pevoBUHY iHTepdepoH anbda-2b
CynosuTopiie y PAPMA" "IHTepdapmbioTek” PEeKOMBIHaHTHWI NIAVHN METOS, i30eNEeKTPUYHOro POKYCyBaHHS Ta
ctpuni; no 100 MeToA NenTUAHOro KapTyBaHHS; 3MiHW | TUNY - JONOBHEHHS
CTPUMIB B KAPTOHHIN cneuudikaLii Ha aitody peyoBuHyY iHTepdepoH anbda-2b
Kopobui PEKOMBIHAHTHMI NIOAMHN Noka3HMKoM «3aranbHa JHK» 3
BiAANOBIAHWM METOAOM BUNPOBYBaHHSA Ta AOMYCTVMOIO MEXEIO He
GinbLe 10 Hr/Mr iHTepdEepPOHy; 3MiHM | TUMY - SONOBHEHHS
crneundikauii Ha aitoyy peyoBuHY iHTepdepoH anbda-2b
PEKOMBIHAHTHMI NIOAMHU MOKA3HMKOM «3anuLkoBi Binkun KMiTUHM-
Xa3siiHa» 3 BiANOBiAHUM MeToAO0M BUMNPOBYBaHHS Ta AOMYCTUMO
Mexeto He Ginblue 50 Hr/Mr iHTepdepoHy
13. | AMBPOKCOIl | po3ynH opanbHui, TOB YkpaiHa Mepkne M'vbX, HimeuumH BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 6e3 UA/1853/03/01
-TEBA 7,5 mr/mn; no 40 mn "TeBa HimeuunHa a He3HayHi 3MiHM B 3aTBepAKEHOMY MeTofi KoHTponto sikocTi T3 3a | peuenma
abo 100 mny YkpaiHa" (BUpOBHMLTBO nokasHukoM «laeHTudikauis, BMIiCT i XimiyHa yMcToTa ambpokcony
donakoHi; no 1 Hepo3dhacoBaHoI rigpoxnopuay», a came: Homep Metogy 6yno 3amiHeHo 3 D-
dnakoHy 3 npoAaykuii, nepBuHHa 01469501 Ha D-01469503; BUNpaBneHHs1 MOMUIKK y BUNPOBYBaHHI
npobkoto- Ta BTOPVHHA npuaaTHOCTI CUCTEMU (BHECEHHS MPOMYLLEHOro KpUTepito, BUMOT
KpanenbHuLeto, ynakoBka, KOHTPOrb «He meHLwe 1,5» Ansa cTyneHs po3aineHHs); 3MmiHa NpUroTyBaHHsA
O03Y04010 cepii); Mepkne BUNpobyBaHOro po34ymHy BiAMOBIAHO A0 3anuTy nabopatopii B UIm;

CKITAHOYKOIO B
KopooLi

'M6X, HimeyuunHa
(103Bin Ha BUMYCK

BHECEHHS YTOYHEHHS IO OMUCY MPUrOTyBaHHSA PO34MHY MOPIBHAHHA
(BMNpaBneHo NOMUIIKY B MOYATKOBIV HABaXLi cTaHAapTy npwm i
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepii) OKPYFMEHHI); BHECEHO YTOYHEHHS 40 OMUCY NPUIOTyBaHHS BUXIQHOTO
PO3UMHY MOPIBHSIHHS; BHECEHO YTOYHEHHS «NPUBNN3HO» A0 onucy
npuroTyBaHHsi pyxomoi cpasn B=6ycep pH 4,0; BHeCEHHS
nopaTtkoBol iHopmaii Wwoao mMiHimansHoro o6’emy Ao po3ainy
«MpumiTka LWoao BUNPoGOBYBaHMX PO3YMHIB i pO34MHIB
NOPIBHSAHHSA»; BUINyYEHHs1 BUPOOHMKa KOnoHkn —Phenomenex. Y
Hacnifok HOBOro KodyBaHHsi MeTody OyB OHOBIEHUIA po3ain
peecTpauinHoro gocke 3.2.P.5.1 Cneundikauis 3i 3MiHOO KoAyBaHb
cneumdikauin 3 F-A040-F06-J01 (npu Bunycky) Ta S-98858A-L014-
JO1 (npoTsirom TepmiHy npuaaTtHocTi) Ha PS-A040-06-J01. Takox
BMPOOHWK 06’eaHaB cneuwmdikaLii npy BUMYCKy Ta NPOTSAroM TEPMiHY
nNpyUAaTHOCTI B OOUH AOKYMEHT. BBeAeHHs 3MiH NpoTArom 6-tu
MicAUiB Nicnsa 3aTBEPIKEHHST; 3MiHW | TUMY - 3MEHLLEHHS YacToTH
BMNpPoOyBaHHSA 3a nokasHukom «MikpobionoriyHa yncrora» B
cneuudikauii Ha [T13 npoTarom TepMiHy NPUAATHOCTI 3 PYyTUHHOMO
BMNpoOyBaHHSA Ha BUbGipkoBe BUNpobyBaHHSA. BBeaeHHs 3miH
NpOTArom 6-Tn MicALIB NiCNsA 3aTBEPIKEHHS
14. | AMIHOKANP NMOPOLLOK Ans TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peeCcTpauiiHMX maTtepianiB: yTOYHEeHHs 6e3 UA/6566/01/01
OHOBA oparnbHoro BO 3 obmexeHoto HanucaHHA ynakoBku B Haka3i MO3 Ykpaihu Ne 1327 Big peuyenma
KUCNOTA 3actocyBaHHsa Mo 11 | obmexeHo BiAMOBIAANBHICTIO 02.07.2021 B npoueci BHeCeHHs 3MiH (3MiHn Il Tvny - 3miln 3
Ne 10:no1ry 10 "®apmaueBTUYHa sikocTi. A®l. BupobHmuTBO. 3MiHa BUpOGHMKa BUXiAHOrO/NPOMIXKHOTO
nakeri 3 BignoBiaa KomnaHis "3gopos's” npoayKTy/peareHTy, WO BUKOPUCTOBYIOTECS Y BUPOOHMYOMY NpoLieci
KOMGiHOBaHOro TNBHICTIO A®I, abo 3miHa BUpoOHMKa (BKNtoYarum, ae HeobxigHo, micue
maTepiany "dapmaue npoBeaeHHs KoHTporto sikocTi) ADI (3a BiacyTHOCTI cepTudpikaTa
(antomokomMnnekcy BTUYHA BigNOBIOHOCTI €Bponewchbkin chapmakonei y 3aTBepaKeHoMy
); no 10 nakeTiB y KOMMaHis [ocbe)(BBEAEHHA HOBOrO BMPOGHMKa APl 3 HagaHHAM macTep-
KOpoO6Li 3 KapTOHY; "3gopos's" ainna Ha ADI) - BBeieHO HoBoro BUpobHunka A®| AmiHokanpoHoBa
Ne 10 (2x5): no1ry kmucnota BupobHuuTea Jiangsu Yongan Pharmaceutical Co., Ltd.,
crnapeHoMmy nakerTi 3 China goaaTkoBO [0 3aTBEpAXEHOro BUpobHuka [lepxaBHe
KOMBiHOBaHOro nignpuemcTeo “HaykoBO-A0CAIAHWIA | TPOEKTHUI IHCTUTYT XiMIYHUX
marepiany TexHonorin “XimtexHonoria”, YkpaiHa). Pefakuis B Hakasi: mOpoLLOK
(antomokomnnekcy Ans opanbHoro 3actocyBaHHs no 1 r Ne 10: no 1 ry nakeTi 3
); no 5 cnapeHumx KoMbiHoBaHoro matepiany (6ydneny), no 10 nakeTis y kopobui 3
naketiB y kopobui 3 kapToHy; Ne 10 (2x5): no 1 r y cnapeHomy nakeTi 3 KOMBiHOBaHOro
kapToHy; Ne 10 marepiany (6ydneHy), no 5 cnapeHux nakeTiB y KOpobLji 3 KapTOHY;
(2x5):no1ry Ne 10 (2x5): no 1 r y cnapeHoMy nakeTi 3 NonieTUNeHoBUM
crnapeHoMmy nakerTi 3 NOKPUTTAM, MO 5 cnapeHnx NakeTiB y KopobLji 3 KapTOHY.
nonieTuneHoBmMm 3anponoHoBaHa pepgakuis: Ne 10: no 1 r y nakeri 3
NOKPUTTSM; No 5 KoMbiHoBaHoOro matepiany (antomokomnnekcy); no 10 naketis y
cnapeHux nakeTiB y kopo6ui 3 kapToHy; Ne 10 (2x5): no 1 r y cnapeHoMmy nakeTi 3
KOpoO6Li 3 KapTOHY KoMbGiHoBaHOro Matepiany (antomMokomnnekcy); no 5 cnapeHunx
nakeTiB y kopobui 3 kapToHy; Ne 10 (2x5): no 1 r y cnapeHomy
nakeTi 3 nonieTMNEHOBUM NMOKPUTTAM; MO 5 cnapeHux nakeTiB y
KOpoOGUi 3 KAPTOHY.
15. | AMILUUTPOH MOPOLLIOK ANsi ToBapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - be3 UA/14116/01/01
® BE3 LYKPY | opanbHOro posuuHy, BO 3 [00aTKOBOK BBEOEHHS 404AaTKOBOrO BUpobHMKa Aitovoi pedoBuHn dOerinedppury | peuenma
no 13 ry cawe; no [0[AaTKOBO BiAMOBIAANbHICTIO rigpoOXNopua, Lo BXOAUTb A0 CKaay roToBOro rikapcbKoro 3acofy,
13 ry cawe, no 10 10 "IHTEPXIM" AKuiA Mae cepTudikaT BignosigHocTi EP, (3atBepmkeHo: Unichem
calue y nayui 3 BignoBiga Laboratories Ltd, IHgis, 3anponoHoBaHo: Unichem Laboratories Ltd,
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

16.

KapToHY

TNbHICTIO
"IHTEPXI
M

IHAia; cynyTHS 3miHa - 3miHu 3 akocTi. ADI. KoHTponb A®I - 3miHa y
TecTi "3annLWwKoBi KiNbKOCTi OpraHivYHMX PO3YMHHUKIB" - AOAABaHHS
HOPMYBaHHS Ta METOANKN BUKOHAHHSA TECTY ANs HOBOrO BUPOBHMKA
3 YTOYHEHHAIM Ha3BW TECTY; BiANOBIAHI 3MiHM B po3dinax yrnakoska,
MapKyBaHHS1, TEPMiH MPUAATHOCTI; 3MiHK | TUNY - BUNYYeHHS TecTy
"Baxki MeTanu" 3i cneumdikuaii Ta meToais KoHTponio AdI
AckopbiHoBa kucnoTa; 3miHu | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb
A®I - y cneundikauii Ta meToaax koHTponio APl AckopbiHoBa
KMCoTa NPOMOHYETLCA 3MiHa HOPMYBaHHSA Ta METOAVKN BUKOHAHHS
TecTy "3anuLKoBI KiNbKOCTi OPraHiYHNX PO3YMHHMKIB" 3 YTOYHEHHAM
Ha3BW TECTY Yy 3B'A3Ky 3 OHOBIIEHHSIM [OKyMeHTaLjii BUpobHuKa
(ASMF); 3minm | Tuny - 3amiHa BUpoBHUYOI AinbHULI (Micus
NpoBaAXeHHS AiANbHOCTI) AN 3aTBEPAXEHOro BMpobHuka AdPI
AckopbiHoBa KncnoTa, Lo BXOAWTb A0 CKragy Nikapcbkoro 3acoby,
(3aTBepmxeHo: Northeast Pharmaceutical Group Co., Ltd. No.37,
Zhonggong North Street, Tiexi District, Shenyang , China,
3anponoHoBaHo: Northeast Pharmaceutical Group Co., Ltd. No.29,
Shenxiliu Dong Road, Economic Technology Development District,
Shenyang, China

AMJTIMNIH

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto; no 10
Tabnetok y bnicrepi;
no 3 Gnictepu B
KapTOHHiIN kopobui

TOB
«YorPng
MEONLA
H»

YkpaiHa

JIABOPATOPIA
BEWNI-KPEAT -
BEPHYIE,
®paHuis;
yopPng MEQUUMH
IJTAY CAH. BE
TIDK. AL,
TypeyunHa

®paHuia/
TypeyuunH
a

BHECEHHS 3MiH [0 peecTpauiiHix matepianis: 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHu y BUpoBHMUTBI. 3amiHa abo
BBEAEHHS A0A4ATKOBOI AiNbHUL BUPOOHMLTBA A1 YacTMHM abo
BCbOro BUPOBHMYOro NpoLiecy rotToBOro fikapcbkoro 3acoby
(BinbHMUS, Ha AKi NpoBOAATLCA Oyab-AKi BUPOOHWYI cTagii, 3a
BVHSATKOM BWMYCKY CEPIl, KOHTPOMIO AKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, ANsi HECTEPUIbHUX NiKapCbKnx 3acobiB)
BBEAEHHS 3MiH NPOTSArom 3-x MicAUIB Nicns 3aTBEpAXXEeHHS
CynyTHS 3miHa
- 3MiHK 3 AkocTi. FoToBWUIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHWLTBI.
3amiHa abo BBeeHHS 40AaTKOBOI AinNbHULi BUPOGHMLTBA ANst
YacTnHU abo BCbOro BUPOGHMYOIO MpoLiecy roTOBOro NikapCbKoro
3acoby (AiNbHMLA ANS BTOPMHHOIO NaKkyBaHHS);

- 3MiHu 3 skocTi. FoTOBMIA Nikapcbkuid 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa abo BBeAEHHs1 [OAATKOBOI AiNbHULi BUPOOHULTBA ANs
YacThHU abo BCbOro BUPOOGHMYOIO MpoLIeCy roTOBOrO NikapCbKoro
3acoby (AinbHULA ANS NEPBUHHOIO NaKyBaHHS) - BBEAEHHS
[04aTKoBOI AinbHUUi BupobHuuTea YOPITA MEOVNLNH IJ1AY CAH.
BE TIK. A.LL., TypeyumnHa;
3MiHu | TUny - 3MiHK 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHOTbCS BUMYCKY cepii
Ta KOHTPOJO SKOCTi FOTOBOrO NiKapCcbKoro 3acody (3amiHa abo
[oAaBaHHsA BUPOOHWMKa, Lo BiAnoBifae 3a BBe3eHHs Ta/abo Bunyck
cepii) - Bkntoyaroum KoHTpornb/BMNpobyBaHHSA cepii - 4oAaBaHHSA
BUMpoBHuKa - YOPJIQ MEANLWH INAY CAH. BE TIIDK. A.LL.,
TypeyumrHa, sik HacniAoK 3'ABNSETLCA OAHA A0AATKOBA BTOPUHHA
yrnakoBka. 3MiHM BHECEHI B iHCTPYKLi0 ANs MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxomkeHHs BUpoOHMKa Ta aapeca Micusi TPOBaMKEHHS
LisNbHOCTI " Ak HacnigoK NosiBa 4OAATKOBOrO NakyBaHHSA Afst iHLLOro
BMPOGHMKa. BBEAEHHS 3MiH NPOTArom 3-x MicauiB nicns
3aTBEPAKEHHS

3a
peuernmom

UA/13455/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o
noceio4yeHHs1

17.

AHTPANb®

TabneTku, BKpUTI
obonoHkoto, no 0,11
no 10 TabneTtok y
Gnictepi; no 3
6nictepu y nayui 3
KapTOHY

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | Tuny -
ApamiHictpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHS Ta/abo agpecy micus
npoBafXXeHHs AisnbHOCTI BUpOBHMKa (BKIoYakoum, 3a HeobXigHOCTi,
MicLie NPOBEAEHHS1 KOHTPOIO SIKOCTI), abo BnacHuka mactep-caina

Ha A®I, abo noctayansHuka APl/BuxigHoro
maTepiany/peareHTy/NnpoMiKHOrO NPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
BMPOBHMLUTBI ADI (SKLLO 3a3HaYeHOo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTta BignoBigHOCTI €Bponencokin dapmakonei y
3aTBEPKEHOMY [0ChbE, abo BUPOOHMKa HOBOT AOMOMIDKHOT PEYOBUHM
(AIKLWO 3a3HayeHo y AoCkbe) — 3MiHa Ha3BuW Ta aapecy BUpobHuka AdI
AHTpanto®, 6e3 3MiH Micusi BUpobHuLTBa. 3MiHM | Tuny - 3miHKn 3
sIKoCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y meTogax BMNpobyBaHHsi rOTOBOTO JikapCbKOro
3acoby (ons npuBedeHHs y BiANoBigHicTb 3 APY abo €Bponencbkoro
chapmakoneeto Ta BUNy4YeHHs MOCUNAHHA Ha 3acTapinuin BHYTPILLHINA
mMeTo BUNpobyBaHHS i MOro Homep)— 3MiHa y MeToauLi
BunpobysaHHsa ansa M3 no 0,1 r 3a noka3Hukom «MikpobionoriyHa
yucToTa», @ came BUMy4EHO ONWC NPOBEAEHHS METOAMNKN, OCKINbKN
MeToAMKa KOHTPOIO 3a AaHUM NMOKa3HMKOM NpOBOAUTLCA
BiANoBigHoO 40 BuMor EP, nonoBHeHO nocunaHHsam Ha JdY* (*-
aitode BuaaHHs). 3minm | Tuny - 3miHm 3 skocTi. APl BupobHuuTeo.
3miHu B npoueci BupobHuutea AP (iHwwi 3mMiHW) — 3MiHn B
TEeXHOMOoriYHoOMy npoteci BUpobHuuTBa cybcTaHuii aHTpans J13 no
0,1 r. 1. BHECEHHS yTo4YHeHHs Ao p 3.2.S.2.4. KOHTpOrnb KPUTUYHUX
cTagin i npomixkHoI Npoaykuii. (Ao cneumdikauii Ha nacty AHTpanb),
y 3B’43Ky 3 OMTUMi3aLieto BUPOOHMYOro npouecy Ha BUpobHUYniA
AinbHuui B M. LLlocTka, a caMe BMKOPUCTaHHS 3aMiCTb LieHTpudyru
Ta CylapKu — npouecHoro inbTpy. 2. y po3gini 3.2.S.2.2. Onuc
BMPOBHMYOro NpoLEecy Ta NOro KOHTPOSIK BHECEHI HEe3HaYHi 3MiHW B
TEXHOIOri0 BUPOBHULTBA, SIKi CTOCYIOTbCS NuLle aeTanisadii camoro
npouecy BMpobHuuTBa. 3MiHu | Tvny - 3miHu 3 akocTi. FoToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (BUNyYeHHst HE3HAYHOrO MOKasHVKa (Hanpuknazg
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo igeHTudikauis
GapBHUKIB Y/ CMaKoBUX 406aBOK)) — BUNYyYeHHs 3i cneundikadii M3
nokasHuka «Aepocun» BigNoBiAHO A0 BUMOT 3ararnbHoi ctatTi PY
«Tabnetkm». 3miHn | Tuny - 3miHn 3 axocTi. A®I. Kontponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo gonycTuMmnx Mex,
BM3HaYeHUX y cneundgikadisix Ha Adl, abo BMXigHWIA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y NpoLieci BUpobHMLTBa

ADI (iHWi 3MiHN) — 3MiHW [0 pO3Ainy peecTpauiiHoOro AOCkLE
3.2.5.2.3. KoHTponb maTepianis, a came npuBeaeHHs cneundikadii
BOAM O4YMLLEHOI Y BiANOBIAHICTL A0 BMMOr MoHorpadii EP ta USP,

sIka BUKOPUCTOBYETHCS HA BUPOGHUYMIA AinbHULi M. LLlocTka

be3
peuenma

UA/6893/01/01

18.

AHTPAINb®

TabneTkn, BKpUTI
obornoHkoto, no 0,2 1
no 10 TabneTok y
6nictepi; no 3
onictepn y nayui 3
KapToOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny -
ApmiHicTpaTuBHI 3mMiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBafXXeHHs AisinbHOCTI BUPOOHMKa (BKIOYakoum, 3a HeobXigHOCTi,
MiCLie MPOBeAEeHHS KOHTPOTO SKOCTi), abo BnacHvka mactep-danna

Ha A®l, abo noctayanbHuka Adl/BuxigHOro
marepiany/peareHTy/npoMiXXHOTO MPOAYKTY, L0 3aCTOCOBYHOTLCS Y

be3
peuenma

UA/6893/01/02
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BMPOBOHMLUTBI ADI (SKLLO 3a3HaYeHOo y AOChE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTta BignoBigHOCTI €Bponencokin dapmakonei y
3aTBEPOKEHOMY [0ChbE, ab0 BUPOOHMKA HOBOI JOMOMIDKHOI PEYOBUHM
(SIKWO 3a3HayeHo y Aockbe) — 3MiHa Ha3BuW Ta aapecy BUpobHuka AdI
AHTpanto®, 6e3 3MiH Micusi BUpobHuLTBa. 3MiHM | Tuny - 3miHun 3
sIKOCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y MmeTofax BUNpoByBaHHSi rOTOBOTO NikapCbKoro
3acoby (ans npuBeaeHHs y BignoBigHicTb 3 APY abo €BponencbKkoio
hapmakoneeto Ta BUNYy4YEeHHS MOCUNAHHA Ha 3acTapinuin BHYTPILLHIN
MeToA BUNPoByBaHHS i NOro HoMep)— 3MiHa y MeToauLi
BMnpobysaHHs ans 13 no 0,1 r 3a nokasHukoM «MikpobionoriuHa
yucToTa», @ came BUMY4EHO ONWC NPOBEAEHHS METOAMUKN, OCKIMbKN
MeToAMKa KOHTPOIO 3a AaHUM NOKa3HMKOM NPOBOAUTLCA
BiANoBigHoO 4o BuMor EP, fonoBHeHO nocunaHHsam Ha JdY™ (*-
aitode BuaaHHs). 3minm | Tuny - 3miHm 3 skocTi. APl BupobHuuTeo.
3miHu B npoueci BupobHuutea A (iHwwi 3mMiHW) — 3MiHn B
TEeXHOIOoriYHOMy npoueci BUpobHuuTea cybcTaHuii aHTpans J13 no
0,1 r. 1. BHECeHHs yTo4YHeHHs Ao p 3.2.S.2.4. KOHTpOrnb KPUTUYHUX
cTagin i npomixkHoI Npoaykuii. (Ao cneumdikauii Ha nacty AHTpans),
y 3B’A3Ky 3 OMTUMIi3aLi€to BUPOOHMYOro npouecy Ha BUPOOHNYUIA
AinbHuui B M. LLlocTka, a caMme BMKOPUCTaHHA 3aMiCTb LieHTpudyrm
Ta CylwapKu — npouecHoro inbTpy. 2. y po3gini 3.2.S.2.2. Onuc
BMPOBHMYOro NpoLecy Ta NOro KOHTPOSIK BHECEHI HE3HaYHi 3MiHW B
TEXHOIOTi0 BUPOOHMLTBA, SIKi CTOCYIOTLCSA NuLLe AeTanisauii camoro
npouecy BMpobHuuTea. 3miHu | Tuny - 3miHu 3 akocTi. FoToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby (BMIyYeHHst HE3HAYHOro MOKasHWKa (Hanpvknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo igeHTudikauis
6GapBHUKIB Y/ CMaKoBUX 406aBOK)) — BUNYyYeHHs 3i cneundikadii M3
nokasHuka «Aepocuny» BigMoBiAHO A0 BUMOT 3ararnbHoi ctatTi PY
«Tabnetkm». 3miHn | Tuny - 3MiHn 3 axocTi. A®I. Kontponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo gonycTUMmUX MEX,
BM3HaYeHux y cneundikauisx Ha APl, abo BMXigHWUIA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi BUPOGHMLTBa
ADI (iHWi 3MiHW) — 3MiHM [0 pPO3Ainy peecTpaliiHOro AoCkLE
3.2.5.2.3. KoHTponb maTepianis, a came npuBeaeHHs cneundikauii
BOAM OYMLLEHOI Y BIANOBIAHICTE A0 BUMOT MoHorpadivi EP ta USP,
sIka BUKOPUCTOBYETHCS Ha BUPOGHUYMIA AinbHULi M. LLocTka

19.

ATOPBACTE
Pon

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 10
mr, no 10 TabneTok
y bricTtepi; no 3
Gnictepu y
KapTOHHiIl kopobuyi

dapmaveB
TUYHUIA
3aBoj

"MONb®A

PMA" C.A.

Monbwa

dapmMaLeBTUYHUIA
3aBog "Monbgapma”
C.A,, MonbLua
(BupoGHULTBO,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
BiAnoBiganbHWI 3a
BUNYCK cepii)

Monbwa

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3miHu | Tuny -
nopaHHst oHosneHoro CeptudikaTy BignosigHocTi € RO-CEP 2014-
160-Rev 05 ansa A®I Atorvastatinum calcium Big yxe
3aTBepgkeHoro BupobHuka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD., China

3a
peuernmom

UA/11325/01/01

20.

ATOPBACTE
Pon

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 20

dapmavreB
TUYHUIA
3aBoj

Monbwa

dapmaLeBTUYHUIA
3aBog, "Monbgapma”
C.A., Monblua

Monbwa

BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3miHu | Tuny -
noaaHHst oHosneHoro CeptudikaTy BignosigHocTi € RO-CEP 2014-
160-Rev 05 ansa A®I Atorvastatinum calcium Big yxe

3a
peuernmom

UA/11325/01/02
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mr, no 10 TabneTok "TIONb®A (BUpOGHULTBO, 3aTBepgkeHoro BupobHuka ZHEJIANG JIANGBEI
y 6nictepi; no 3 PMA" C.A. nepBuHHe Ta PHARMACEUTICAL CO., LTD., China
Gnictepn y BTOPUHHE
KapTOHHiI kopobui nakyBaHHs,
BignoBiganbHWM 3a
BMNYCK cepii)
21. | ATOPBACTE TabneTku, BKPUTI dapmavresB Monbwa dapmaueBTUHHUIA MNonbwa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/11325/01/03
PON NNiBKOBOO TUYHWIA 3aBog "Monbgapma” nopaHHst oHosneHoro CepTtudikaTy BignosigHocTi € RO-CEP 2014- | peyenmom
obornoHkoto, no 40 3aBof C.A,, MNMonbLua 160-Rev 05 ana A®I Atorvastatinum calcium Big yxe
mr, no 10 TabneTok "TIONb®A (BUpOGHULTBO, 3aTBepgkeHoro BupobHuka ZHEJIANG JIANGBEI
y 6nictepi; no 3 PMA" C.A. nepBuHHe Ta PHARMACEUTICAL CO., LTD., China
Gnictepn y BTOPUHHE
KapTOHHIN kopobLi nakyBaHHS,
BiAnoBiganbHWM 3a
BUNYCK cepii)
22. | AOOUOA rpaHynu ans Henbta |LlBeruapis JTAMIM CAH ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK bes UA/18597/01/01
MAKC 3 OpanbHOro Po34uHy, Megiken MPOCMEPO CIA, Icnanis BHECEHO [0 iHCTPYKUiT AN MeQnyYHOro 3acTocyBaHHs NikapcbKoro peuenma
APTTHIHOM 400 wmr, cawe Ne10, Mpomoyw ITanig; TONN 3acoby y po3ain "OcobnmBocTi 3acTocyBaHHs" BiANOBIAHO 0
Ne20, Ne30 Ta Ne40 H3 Al MAHY®AKTYPIHI OHOBIEHOI iHcpopmalii 3 6e3neku Aioyoi peyoBuHU. BBeaeHHS 3MmiH
Y KapTOHHIlA kopobui CEPBICIC, C.1., NpOTArom 6-T MicsILiB Nicns 3aTBepAKEHHS
Icnanis
23. | BETATIC TabneTtku, no 16 wmr, TOB YkpaiHa TOB "dapma Ctapt” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3aMiHu | TUny - 3miHu 3 3a UA/5027/01/01
no 10 Tabnetoky "ACIHO skocTi. [oToBMI Nikapcbkni 3aci6. 3MiHN y BUPOOHMUTBI - yTOYHEHHS | peyenmom
6nictepi, no 3 YKPATHA" iHdbopMaLii CTOCOBHO HaHECEHHSI HOMepy cepii Ta TEPMiHY
Gnictepn y npugaTHoCTi Ha cTagisx «PacyBaHHA» Ta «[lakyBaHHs», WO
KapTOHHIN nayui; no 06yMOBEHO TEXHOONYHOK MOXIMBICTIO HAHECEHHSI HOMepY cepii
18 Tabnetok y Ta TepMiHy NPUAATHOCTI — METOAO0M APYKY B AOMOBHEHHS 0 MeToay
6nictepi, no 5 HaHeCEeHHs BiATUCKY
Gnictepi y
KapTOHHIN nayui
24. | BETATICTUH | Tabnetku no 24 mr TOB YkpaiHa Pottengopd ®apma | HimewunH BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/7806/01/03
-TEBA no 10 Tabnetok y "TeBa 'M6X, HimeuunHa a/ BHECEHHS He3Ha4YHUX 3MiH y npouec BupobHuuTtea 113 beTtarictuH- | peyenmom
6nicTepi, no 2 YkpaiHa" (BUpOBHMLTBO TeBa, TabneTku no 24 mr, LWo BUPOONSETLCS Ha AiNbHUL
onictepn y Hepo3dhacoBaHoi PotteHgopd ®apma M'moX, HimeuunHa, a came- 3miHa TpuBanocTi
KapTOHHIN kopobui npoaykKLii, KOHTPOnb CYLUIHHA rPaHynATy Ta NPOCitoBaHHA rpaHynaTy Yepes CuTo 3
cepii (okpim po3mipom nop 3,20-3,90 MM, BiAMNOBIAHO A0 OTPUMAHUX OHOBMEHNX
MikpobionoriyHoro AaHux 3 Banigauii Bupo6Hu4oro npouecy. Takox 6yno amiHeHo yac
TECTYBaHHs); 3MiLlYBaHHS rpaHynsaTy

KataneHT [xepmaHi
LopHaopd MvbX,
HimeuunHa
(BUpPOBHMLTBO
Hepo3dhacoBaHoI
npoaykKLii, KOHTPOb
cepii (okpim
MikpobionoriyHoro
TeCTyBaHHS):
Mepkne M'vm6X,
HimeuyumHa (go3sin
Ha BUNycK cepii);
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Mepkne M'mM6X,
Himeuunna
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTpOnb cepii);
BAB IHcTuTyT lMirieHn
Ta 3abesneyeHHs
AxkocTi FTM6X,
Himeuunna
(koHTpoOnb cepii
(Tinbkn
MikpobionoriyHe
TeCcTyBaHHS Ansi
BMPOGHMKa
Hepo3dacoBaHoI
npoaykuii Katanent
[hxepmani
LLopHaopd Mu6X);
€BpodiHc
Bio®apma
TecTyBaHHsA
MpopaykTiB MioHxeH
'M6X, HimeuunHa
(koHTpoOnb cepii
(Tinbkn
MikpobionoriyHe
TecTyBaHHA ANs
BMPOGHMKa
Hepo3dhacoBaHoi
npoaykuii
PotteHgopd ®apma
M6X)
25. | BIBINOK PO34UH ANs iH eKuin, TOB YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHUX MaTepianis: TEXHIYHY NOMUIIKY 3a UA/16313/01/01
10,0 mr/mn no 10 mn "lOpis- BWMpPaBIIEHO B TEKCTi MapKyBaHHsi HA BTOPWHHIM YNaKoBLi. peuenmom
y donakoHi; no 5 Papm" 3anponoHosaHo: 2. KINbKICTb AIK0YOI PEYOBUHW ecmornony
hbnakoHiB y rigpoxnopug 1 mn(ml) mictuts ecmonony rigpoxnopugy 10 mr(mg).
KOHTYPHIl 3a3HayeHe BMMNpaBleHHs BiANOBigae MaTepianam peectpauiiHoro
YapyHKOBIW [ocbe
ynakosui; no 1
KOHTYPHIl
YapyHKOBI ynakoBsLi
B NayLli 3 KAPTOHY
26. | BIONIEKTPA TabneTku LWmnydi no AnbneH LLisenuapi lepmec HimeuumH BHECEHHS 3MiH IO peecTpaLiiHiX MmaTepianis: 3miHu | Tuny - bes UA/13955/01/01
MAIHE3IYM 243 mr, no 10 dapma Al a ApuHaimiTTenb a He3HayHi 3mMiHn y meToamui «KinbkicHe BU3Ha4YeHHs», a came peuenma
®OPTE TabneTok y Ty6i; no vm6X BUKOPUCTaHHS BinbLL KOHLEHTPOBaHOI COMNSIHOI KNCMOTU Y SIKOCTI
1 Ty6i B KAPTOHHI peareHTa nigkucneHHs. MeTo BU3HaYEHHS BMICTY MarHito
kopobui; no 4 3anNUWaETbCA HE3MIHHUM, KUCMOTHICTb 4OCNIAKYBaHOTO PO34UHY
TabneTku y cTpuni; 3anuwaeTbcst He3MiHHOW; 3MiHuM | Tuny - npuBeaeHHst ASMF Marhito
no 5 ctpunis B okcuay Ao moHorpadii EP; aminm | Tvny - 3minHm 3 skocTi. AdI.
KapTOHHIN kopobui BrpobHuuTBO - oHoBNeHHs ASMF MarHito okcuay; 3anpornoHoOBaHO




12

[IponoBxeHHs nonarka 3
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n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Version 2011-11
27. | BICOMPONO TabneTkn, BKpUTI CaHpos CnoBeHis JNlek C.A., Nonbwa Monbwa/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3MiHK 3a UA/4401/01/02
1 CAHOO3® NNiBKOBOO dapmach (anbTepHaTUBHUIA HimeyuuH BHECEHO A0 |HCTPYKLiT ANs MeanyYHOro 3acTocyBaHHS NiKapCbKoro | peuernmom
obonoHkoto, no 10 toTikan3 BUPOOBHMK - a 3acoby go poaainy "MobivHi peakuii" BiaNoBiAHO 40O OHOBNEHOT
mr; no 10 TabneTok n.o. BUPOOBHMLTBO 3a iHcpopmalii 3 6e3nekn 3acTocyBaHHS Ail04Oi pEYOBUHU
y bnicTtepi; no 3 NOBHUM LIMKIOM,;
6nictepu B nepBUHHE i
KapTOHHiIN kopooLyj; BTOPUHHE
no 15 rabnetok y nakyBaHHs,
6nictepi; no 2, abo KOHTPOMb Ta BUMYCK
no 4 abo no 6 cepii); Cantotac
GnictepiB y dapma 'MBX,
KapTOHHiIN kopobui Himeuunna
(BMPOBHMLTBO 3a
NMOBHUM LIMKIIOM)
28. | BICOMNPONO | Tabnetku, BKPWUTI CaHpos CnoBeHis JNlek C.A., Monbua Monbua/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/4401/01/01
1 CAHOO3® NnNiBKOBOO dapmacb (anbTepHaTUBHUIA HimevuuH BHECEHO A0 IHCTPYyKUIT ANs MeanyHOro 3acToCyBaHHS fikapcbkoro | peyenmom
060MnoHKoto, Mo 5 Mmr; loTikana BUPOBHMK - a 3acoby go po3aginy "Mo6iyHi peakuii” BignoBigHO [0 OHOBREHOT
no 10 TabneTtoky a.a. BMPOBHMLTBO 3a iHcpopmalii 3 6e3nekn 3acToCyBaHHS Ail04O0iI PEYOBUHU
6nictepi; no 3 NOBHUM LIKMOM;
Gnictepu B NEpBUHHE i
KapTOHHIN kopobLyj; BTOPUHHE
no 15 rabnetok y nakyBaHHs,
6nictepi; no 2, abo KOHTPOSb Ta BMMNYCK
no 4 abo no 6 cepii); Cantotac
GnictepiB y dapma 'M6X,
KapTOHHiI kopobui HimeyuunHa
(BMpPOOHMLTBO 3a
NMOBHUM LIMKIIOM)
29. | BIIACTOMYH | nopoLuok Ans ToBapucT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: BUNPaBNeHO TEXHIYHY 3a UA/0610/01/01
n PO34MHy AN iH eKLin BO 3 0obMexeHo NOMWIIKy, AONYLLEHY Npu nepepeecTpadii y po3aini "Ymosu peuenmom
no 0,6 mr, 5 obmexeHo BiANOBiganNbHICTIO 36epiraHHa" B IHCTPYKLUIii AN MEAWYHOrO 3aCTOCYBaHHS Ta B TEKCTI
dnakoHiB 3 10 "BIO®GAPMA MapKyBaHHs1 yNakoBKM NikapCbKoro 3acoby: 3anponoHOBaHo:
NMOPOLLIKOM Y navui 3 BignoBsina MNMNA3SMA" YMOBW 3BEPITAHHA 36epiratn B opuriHanbHil ynakosui ons
KopobkoBoro NbHICTIO 3axuCTy Big 4ii cBiTna npu TemnepaTtypi He Bulle 25 °C. 3a3HaveHe
KapTOHY "®papmaune BUNpaBfieHHs BignoBigae marepianam peectpauinHoro 4ocbe
BTUYHA
KOMnaHis
"EH3udap
M
30. | BOPTE3OMI MOPOLLIOK ANsi 3eHrTiBa, Yecbka ximiko/pisnyHe Ta IcnaHis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/15644/01/01
B 3EHTIBA PO34UHY ANst iH'eKLin K.C. Pecny6bnik MikpobionoriyHe Yecbka ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo agpecun micus | peuernmom
no 1 mr; 1 onakoH 3 a TECTYBaHH4, Pecny6bnik NPOBaXXeHHS OisiNbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
NOPOLLIKOM B Bignosigae 3a a/ nikapcbKkoro 3acoby, BKNoYarum AinbHULL BUMNYCKy cepii abo Micue
KapTOHHIN nayui BUMYCK cepii: Bonrapis/ NpoBEAEHHS KOHTPOIHO SIKOCTI. (QisNbHICTb, 3a SKy Bignosigae
CIHTOH XICIMAHIA, | HimewunH BMPOGHMK/iMNOpTEp, BKIOYaKUX BUMYCK Cepiit) - 3MiHa agpecu
C. ., IcnaHis; a Bupo6Huka CIHTOH XICMAHIA, C.J1., Icnanisi, 6e3 3amiHu micusi

BUPOGHMUTBO "in
bulk", nepBuHHe Ta

BUPOGHMLUTBa (BBEOEHHS 3MiH MPOTSIroM 6-Tu MicsiLiB nicns
3aTBEPKEHHS); 3MiHM | Tuny - AgMiHicTpaTyBHI 3MiHW. 3MiHa
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BTOPUHHE HaliMeHyBaHHS Ta/abo agpecy Micus NpoBafXXeHHS AisnbHOCTI
nakyBaHHs, BMpPObHYKa/iMnopTepa roToBoro nikapcbkoro 3acoby, BKoYaoum
TECTYBaHHS AinbHUL BUNycKy cepii abo micue NnpoBeAeHHS KOHTPOIHO SIKOCTI.

BUMYLLEHOI cepii: (miAnbHIiCTb, 3a AKy BigNoBiAae BUPOBHMK/IMNOPTEP, He BKIOYao4m
OHkomep BUWMYCK Cepiit) - 3MiHa agpecy BUpOBHMKa OHKoMe, MaHyDaKTypuHT
MaHydakTypuHr a.c., a.c., Yecbka Pecnybnika, BignosigansHoro 3a BUpobH1LTBO "in
Yecbka Pecnybnika; bulk", nepenHHe Ta BTOPMHHE NakyBaHHS, TECTYBaHHS BUNYLLEHOT
MikpobionoriyHe cepii, 6e3 3MiHN MicLs BUPOOHMUTBA. TakoX BUIyYaeTbCs,
TectyBaHHs: ITECT NMOMWIKOBO 3a3HayveHa paHille, agpeca cknaay BupobHuka
nnioc, ¢.p.o., Yecbka (BBEAeHHst 3MiH MPOTAroM 6-Tu MicAUIB MICNA 3aTBEPKEHHS); 3MiHU
Pecnybnika; | TNy - AaMiHicTpaTWBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
Ximiko/disnyHe agpecu Micus NPoBaMKeHHs OisnbHOCTI BUpobHUMKa/imnopTepa
TECTYBaHHS: rOTOBOrO fiKapCbKOro 3acoby, BKIOYaouM AiNbHULI BUNYCKY Cepii
KBIHTA- abo micLe NpoBeAeHHs! KOHTPOSTO SKOCTI. (QiANbHICTb, 3a AKY
AHATJIITUKA c.p.o, BigMNoBigae BUPOOHMK/IMNOPTEP, HE BKIOYAKYM BUMYCK CEpil) -
Yecbka Pecnyb6nika; 3miHa agpecw BupobHuka ITECT nnioc, c.p.o., Yecbka Pecny6nika,
BTOPUHHE BiAMOBIAaNbLHOro 3a MikpobionoriyHe TecTyBaHHs, 6e3 3amMiHu micus
nakyBaHHs: [xi | BUpOGHMUTBa (BBEAEHHS 3MiH MPOTSIroM 6-Tu MicsUiB nicns
dapmachbtoTikanc 3aTBepMKeHHS); 3MiHM | Tuny - 3MiHK 3 aKoCTi. [O0TOBMI NikapcbKWn
Ita, Bonrapis; 3aci6. 3MiHN y BUpobHMUTBI. 3MiHa iMnopTepa/aMiHu, Lo
MikpobionoriyHe CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SIKOCTi rOTOBOrO flikapCbKOro
TecTyBaHHs: Jlabop 3acoby (3amiHa abo gopgaBaHHs AiNbHULI, Ha SKIN 3AINCHIOETLCS
JIC CE & Ko.KT, KOHTpOnb/BUNPOOYyBaHHS cepii) - BBEAEHHSI anbTepHaTUBHOI
Himeuyunna AinbHWLI, BignosiganbHoi 3a MikpobionoriyHe TecTyBaHHst ITECT
nnioc, ¢.p.o., Yecobka Pecny6nika (bini xsoctn 10, BanHo 6ins
Mpxenyya, 533 16) BBegeHHs amiH npotarom 6-tn micauis nicns
3aTBEPAKEHHS
31. | BOPTE3OMI MOPOLLOK ANA 3eHrTiBa, Yecbka ximiko/i3nyHe Ta Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/15644/01/02
B 3EHTIBA PO34UHY ANS iH'eKuin K.C. Pecny6bnik MikpobionoriyHe Yecbka AgamiHicTpaTuBHI 3mMiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu micus | peyenmom
no 3,5 mr; 1 cdonakoH a TecTyBaHHs,Bignosin | Pecnybnik npoBaXXeHHs AisinbHOCTI BUpOoGHMKa/imnopTepa rotoBoro
3 MOPOLLKOM B ae 3a BUMYCK cepii: a/ nikapcbKoro 3acoby, BKIOYaO4M AinbHUL BUNYCKY cepii abo micue
KapTOHHIN nayui CIHTOH XICIAHIA, | Bonrapis/ npoBeaeHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
C. ., IcnaHis; HimeyumH BMPOGHMK/iMNoOpTep, BKIOYaKUX BUMYCK CEpiit) - 3MiHa agpecu
BMPOGHMLUTBO "in a BupobHuka CIHTOH XICMAHIA, C.J1., IcnaHis, 6e3 3miHu micus
bulk", nepeuHHe Ta BMpOo6HMLUTBa (BBEAEHHS 3MiH MPOTAroM 6-Tu micsAuiB nicns
BTOPUHHE 3aTBEPAKEHHS); 3MiHM | TUny - AOMiHiCTpaTWBHI 3MiHW. 3MiHa
nakyBaHHS, HariMeHyBaHHs Ta/abo agpecu MicLs NPOBaaXXEHHsI fisNbHOCTI
TecTyBaHHSA BUPOBHMKa/iMnopTepa rotoBOro fikapcbkoro 3acoby, BKMYaymn
BUNYLLIEHOI cepil: AinbHUL BUNycKy cepii abo micue NnpoBeAeHHS! KOHTPOIH SIKOCTI.
OHkomen, (misnbHicTb, 3a AKy Bignosiaae BUPOOHUK/iIMNOPTEp, He BKIKOYa4m
MaHydaKTypuvHr a.c., BWNYCK Cepiln) - 3MiHa agpecy BUPOBHVKa OHKOMe[, MaHyaKTypuHT
Yecbka Pecny6nika; a.c., Yecbka Pecnybnika, BignosigansHoro 3a BUpobHULTBO "in
MikpobionoriyHe bulk", nepBrHHEe Ta BTOPMHHE NaKyBaHHS!, TECTYBaHHS BUMYLLEHOT
TectyBaHHs: ITECT cepii, 6e3 3MiHN MicLa BUPOBHMLTBA. TakoX BUIy4aeTbCs,
nnioc, ¢.p.o., Yecbka NMOMMIIKOBO 3a3HaveHa paHille, agpeca cknagy BUpobHuka
Pecny6nika; (BBEeaeHHst 3MiH MPOTAroM 6-Tv MiCALIB MIiCNsA 3aTBEPPKEHHS); 3MiHU
ximiko/pisnyHe | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
TeCTyBaHHS: agpecu Micus NpoBamMKeHHs AisnbHOCTI BUpobHWKa/imnopTepa
KBIHTA- rOTOBOrO MikapCbKOro 3acoby, BKIOYaouM SinbHULi BUMYCKY cepil
AHANITUKA c.p.o, abo micLie NpoBeAeHHs1 KOHTPOSTK SKOCTI. (QiANbHICTb, 3a AKY
Yecbka Pecny6nika; BigNoBigae BUpOGHMK/iMNoOpTEp, HE BKIOYAKYM BUMYCK CEpii) -
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BTOPUHHE 3miHa agpecu BupobHuka ITECT nntoc, c.p.o., Yecbka Pecnybnika,
nakyBaHHsi: i | BiANoBiganbHOro 3a MikpobiororiyHe TecTyBaHHs1, 63 3aMiHM Micusi
dapmachkioTikanc BMpOGHMLUTBa (BBEAEHHSI 3MiH MPOTAroM 6-Tu micsAuiB nicns
Ita, Bonrapis; 3aTBEpPMKEHHS); 3MiHM | Tuny - 3MiHK 3 AKoCTi. [O0TOBMI NikapcbKWn
MikpobionoriyHe 3aci6. 3MiHM y BUpobHMLUTBI. 3MiHa iMnopTepa/aminu, Lo
TecTyBaHHs: Jlabop CTOCYIOTBECS BUNYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOTO MikapCbKoro
JIC CE & Ko.KT, 3acoby (3amiHa abo godaBaHHA AiNbHULI, Ha KN 30IRCHI0ETECS
97708, HimeuwunHa KOHTpOnb/BMNPoByBaHHs cepii) - BBeAEHHS anbTepHaTUBHOT
AinbHWLI, BignosiganeHoi 3a MikpobionoriyHe TecTyBaHHs ITECT
nnioc, ¢.p.o., Yecbka Pecny6nika (bini xsocTtn 10, BanHo 6ins
Mpxenyuya, 533 16) BeegerHs amiH npotarom 6-t1 micauis nicns
3aTBEPAKEHHS
32. | BOPTE3OMI NMOPOLLOK ANA 3eHrTiBa, Yecbka ximiko/isnyHe Ta Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MmiHu | Tuny - - UA/15645/01/01
B 3EHTIBA PO34UHY ANS iH'eKuin K.C. Pecny6bnik MikpobionoriyHe Yecbka AgamiHicTpaTuBHI 3miHn. 3MiHa HaimeHyBaHHA Ta/abo agpecu micus
no 1 wr; in bulk: a TecTyBaHHs,Bignosig | Pecnybnik NPOBaXeHHs QisiNbHOCTI BUPOOHMKa/iMnopTepa rotToBoro
1920 donakoHiB 3 ae 3a BUMYCK cepii: a/ nikapcbKoro 3acoby, BKMoyaum AinbH1LI BUNYCKy cepii abo micue
NMOpPOLLKOM B CIHTOH XICIAHIA, | Bonrapis/ NpoBeAEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
KapTOHHOMY KOpOOi C. 1., IcnaHis; HimeuvuuH BMPOGHMK/iMNoOpTEp, BKIOYaKYM BUMYCK Cepiit) - 3MiHa agpecu
BMPOGHMLUTBO "in a Bupo6Huka CIHTOH XICMAHIA, C.J1., Icnanis, 6e3 3miHu micus
bulk", nepeuHHe Ta BMpO6HMUTBa (BBEAEHHS 3MiH MPOTAroM 6-Tu micsAuiB nicns
BTOPUHHE 3aTBEPAKEHHS); 3MiHM | Tuny - AOMiHicTpaTWBHI 3MiHW. 3MiHa
nakyBaHHs, HanMmeHyBaHHS Ta/abo agpecu MicuA NpoBafKEeHHS AiANbHOCTI
TecTyBaHHSA BUPOBHMKa/iMnopTepa rotoBOro fikapcbkoro 3acoby, BKMo4a4in
BUNYLLIEHOI cepil: AinbHUL BUNycKy cepii abo micue NnpoBeAeHHS! KOHTPOIHO SIKOCTI.
OHkomep (misnbHicTb, 3a AKy Bignosigae BUPOOHUK/IMNOPTEP, HE BKIKOYA4M
MaHydaKkTypuHr a.c., BWNYCK Cepiln) - 3MiHa agpecy BUPOOHVKa OHKOMe[, MaHydaKTypuHr
Yecbka Pecny6nika; a.c., Yecbka Pecnybnika, BignosigansHoro 3a BUpobHULTBO "in
MikpobionoriyHe bulk", nepBrHHE Ta BTOPMHHE NaKyBaHHS!, TECTYBaHHS BUMYLLEHOT
TectyBaHHs: ITECT cepii, 6e3 3MiHN MicLa BUPOBHMLUTBA. TakoX BUIy4aeTbCs,
nnioc, ¢.p.o., Yecbka NMOMMIIKOBO 3a3HaveHa paHille, agpeca cknagy BUpobHUKa
Pecny6bnika; (BBEaeHHst 3MiH MPOTAroM 6-TW MiCALIB MICNA 3aTBEPPKEHHS); 3MiHU
ximiko/disnyHe | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo
TeCTyBaHHS: agpecu Micus NpoBaMKeHHS AisnbHOCTI BUpoBOHWKa/imnopTepa
KBIHTA- rOTOBOrO fiKapCbKOro 3acoby, BKIOYaouM GinbHULI BUMYCKY cepil
AHANITUKA c.p.o, abo micLe NpoBeAeHHS KOHTPOIIO SIKOCTI. (QisnbHICTb, 3a AKy
Yecbka Pecny6nika; BigMNoBigae BUPOGHMK/IMNOPTEP, HE BKIOYAKYM BUMYCK CEPil) -
BTOPUHHE 3miHa agpecw BupobHuka ITECT nnioc, c.p.o., Yecbka Pecny6nika,
nakyBaHHsi: [xi | BignoBiganbHOro 3a MikpobionoriyHe TecTyBaHHS, 6€3 3aMiHu Micus
dapmachbioTikanc BUpOGHMUTBaA (BBEOEHHS 3MiH MPOTAroM 6-Tu MicsUiB nicns
JItn, Bonrapis; 3aTBepKeHHS); 3MiHM | Tuny - 3MiHK 3 SKocTi. [OTOBMI NikapcbKWn
MikpobionoriyHe 3aci6. 3MiHM y BUpoOHMUTBI. 3MiHa iMnopTepa/aMiHu, Lo
TecTyBaHHs: Jlabop CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SIKOCTi rOTOBOrO flikapCbKOro
JIC CE & Ko.KT, 3acoby (3amiHa abo fofaBaHHs AiNbHULI, Ha SKIN 3AiINCHIOETECS
97708, HimeuunHa KOHTpPOrb/BUNPOOYBaHHS cepii) - BBEAEHHSI anbTepHaTUBHOI
AinbHWLI, BignosiganbHoi 3a MikpobionoriyHe TecTyBaHHst ITECT
nnoc, ¢.p.o., Yecbka Pecny6nika (bini xsoctn 10, BanHo 6ins
Mpxenyya, 533 16) BBegeHHs amiH npotarom 6-Tn Micauis nicns
3aTBEPAKEHHS!
33. | BOPTE3OMI NOPOLUOK ANs 3eHTiBa, Yecbka ximiko/hisanyHe Ta Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHu | Tuny - - UA/15645/01/02
B 3EHTIBA PO34UHY ONS iH'eKLin K.C. Pecny6bnik MikpobionoriyHe Yecbka AgmiHicTpaTuBHI 3mMiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu micus
no 3,5 mr; in bulk: a TecTyBaHHs,Bignosia | Pecnybnik npoBaXeHHs AisinbHOCTI BUpOGHMKa/iMnopTepa rotoBoro
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1920 cpnakoris 3 ae 3a BMNYCK Cepii: a/ nikapcbkoro 3acoby, BKMoYaoumn AinbHUL BUNYCKy cepii abo micue
NMOPOLLKOM B CIHTOH XICIAHIA, | Bonrapis/ npoBeAeHHs KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy Bignosigae
KapTOHHOMY KOpObi C. 1., IcnaHis; HimeyvuuH BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK Cepiit) - 3MiHa agpecu
BMPOOHMLUTBO "in a BmpobHuka CIHTOH XICNAHIA, C.1., Icnanis, 6e3 3miHu micus
bulk", nepeuHHe Ta BMpobHMUTBa (BBEAEHHS 3MiH npoTsarom 6-T micsuis nicnsi
BTOPUHHE 3aTBEPKEHHS); 3MiHM | Tuny - AOMiHicTpaTVBHI 3MiHW. 3MiHa
nakyBaHHs, HaliMeHyBaHHS Ta/abo agpecy Micus NPOBapKEHHS AisnNbHOCTI
TeCTyBaHHs BMpPOBHYKa/iMnopTepa rotToBoro nikapcbkoro 3acoby, BkIoYvatoum
BUMNYLLEHOI Ccepii: AinbHUL BUNycKy cepii abo micue NnpoBeAeHHS KOHTPOIHO SIKOCTI.
OHkomep (miAnbHicTb, 3a Ay BigNoBiAae BUPOBHMK/IMNOPTEP, He BKNoYa4n
MaHydaKkTypuHr a.c., BUWMYCK Cepiit) - 3MiHa agpecy BUpOBHMKa OHKOMe, MaHyDaKTypuHT
Yecbka Pecny6nika; a.c., Yecbka Pecnybnika, BignosigansHoro 3a BUpobHULTBO "in
MikpobionoriyHe bulk", nepeBrHHEe Ta BTOPMHHE NaKyBaHHS, TECTYBaHHS BUMYLLEHOT
TectyBaHHs: ITECT cepii, 6e3 3MiHN MicLa BUPOBHMLUTBA. TakoxX BUNy4aeTbCs,
nnoc, ¢.p.o., Yecbka NMOMMIIKOBO 3a3HaveHa paHille, agpeca cknagy BUpobHuUKa
Pecny6bnika; (BBEaeHHst 3MiH MPOTAroM 6-Tv MiCALIB MICNA 3aTBEPKEHHS); 3MiHU
ximiko/disnyHe | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo
TeCTyBaHHS: agpecu Micus NpoBamMKEHHS AisnbHOCTI BUpobHMKa/imnopTepa
KBIHTA- roTOBOrO fikapCbKOro 3acoby, BKIOYaouM GinbHULI BUMYCKY cepil
AHANITUKA c.p.o, abo micLe npoBeAeHHS KOHTPOIIO SIKOCTI. (isiNbHICTb, 3a AKy
Yecbka Pecny6nika; BigMNoBigae BUPOOHMK/IMNOPTEP, HE BKIOYAKYM BUMYCK CEPili) -
BTOPUHHE 3miHa agpecw BupobHuka ITECT nnioc, c.p.o., Yecbka Pecny6nika,
nakyBaHHsi: i | BignoBiganbHOro 3a MikpobionoriyHe TecTyBaHHS, 6e3 3aMiHu Micus
dapmachbioTikanc BUpOGHMUTBa (BBEAEHHS 3MiH MPOTSIroM 6-Tu MicsUiB nicns
JItn, Bonrapis; 3aTBEPAKEHHS); 3MiHK | Tuny - 3MiHK 3 AKOCTi. [OTOBMI NiKapCbKuii
MikpobionoriyHe 3aci6. 3MiHn y BUpobHMUTBI. 3MiHa iMnopTepa/aMiHu, Lo
TecTyBaHHs: Jlabop CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SIKOCTi rOTOBOrO fliKapCbKOro
JIC CE & Ko.KT, 3acoby (3amiHa abo foaaBaHHA AiNbHWLI, Ha SKIA 30ICHIOETLCA
97708, HimeuunHa KOHTpOb/BUNPOOYyBaHHSA cepii) - BBEAEHHSI anbTepHaTUBHOI
AinbHWLI, BignosiganbHoi 3a MikpobionoriyHe TecTyBaHHst ITECT
nntoc, ¢.p.o., Yecoka Pecny6nika (bini xsoctn 10, BanHo 6ins
Mpxenyya, 533 16) BeegeHHs amiH npotarom 6-tn Micauis nicns
3aTBEPAKEHHS
34. | BPEKCIH® Tabnetkun no 20 mr, K'esi ABcTpis K'esi PapmaueyTuui ITanisa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu |l Tuny - 3miHu 3 3a UA/4636/01/01
no 10 TabneTtoky dapmac'io C.n.A, Itanis AKOCTi. 3MiHN 4O peecTpaLinHOro NOCBIAYEHHSA BHACMIAOK iHLLNX peuenmom
6nicTepi; no 1, 2 abo Tikena (BMpPOGHMLTBO in perynsiTopHux npoueayp — rapmoHisadist Bupo6Hvkom K'esi Mogynto
3 6nicTtepu B nayui 3 m6X bulk, nepsuHHe Ta 3. AkicTb peecTpauiiHoro 4ocke Nikapcbkoro 3acoby bpekciH®,
KapToOHy BTOPUHHE Tabnetku no 20 Mr And BCiX KpaiH, HA pUHKaxX SKUX PO3MiLLEHNIA
nakyBaHHs, OaHui nikapcbkuii 3aci6. [logaTkoBo BHECEHI peaakuiiHi NnpaBku B
KOHTPOIb Ta BMMYCK MKA J13 onst npuBegeHHs y BignosigHicTe go posainie 3.2.P.5.1 Ta
cepii) 3.2.P5.2.

35. | BYCTPUKC™ | cycneHsia ans "makcoCwmi Benuka makcoCmiTKnsinH Benebris BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3MiHu | TUny - 3miHK 3a UA/15071/01/01
nonio iH'ekuin no 1 goai TKnanH BpuTaHis Bionogxikana C.A. oo 6esnekun/echekTnBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
KOMBIHOBA | (0,5 mn/po3y) no 1 Ekcnopt 3MiHM [0 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarmnsay
HA [03i y nonepefHbo Tlimiteq (BBEAEHHSA Y3aranbHEHUX AaHUX NPo cucteMy dbapmakoHarnaay,

BAKLMHA HanoBHEHOMY 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 3AINCHEHHS
onsa wnpwui; no 1 hapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKA
MPO®INAKT nonepeaHLo Ans 34iicHeHHs1 hapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHa
UKN HanoOBHEHOMY Bif YNOBHOBa)XEHOT 0COOU, BiANOBIgANbHOI 3a 34iCHEHHS
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OUNDTEPII, LUAPULY Y KOMMNEKTI hapmMakoHarnagy (BKMYayM KOHTaKTHi AaHi) Ta/abo 3MiHu y
NMPABLUA, 3 [IBOMa rofikamu B po3MilLeHHi macTep-thanna cuctemu chapmakoHarnsgy) - 3aMmiHa
KALLUJIOKY nnacTuKoBOMYy ynoBHOBaxeHoi ocobu 3asiBHMKa, BigNoBiganbHoi 3a
(ALENKONAP | koHTenHepi; no 1 dapmakoHarmnsa.
HUA KOHTeiHepy y MponoHosana peaakuis — fAp. Mexc-Ynbpix Wrermant / Dr. Jens-
KOMIMOHEHT | kapTOHHi kopobui Ulrich Stegmann, MD. 3miHa KOHTaKTHVX AaHWNX YNOBHOBaXEHOI
) TA ocobw, BignosigansHoi 3a dapmakoHarnag. 3miHa Homepy Ta
noniomieni MicLe3HaxoAXeHHs macTep-cainina cuctemmn apmaxkoHarnsgy
TY
(IHAKTUBOB
AHA)
(AOCOPBEOB
AHA, 3I
3MEHLLEHM
M BMICTOM
AHTUIEHIB)
36. | BANnigon- TabneTku no 60 mr AT Ykpaina AT "INy6Hndapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3miHu 3 bes UA/4697/01/01
NYBHU®PAPM | no 6 a6o 10 "Jly6Hndpa sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema peuenma
TabneTok y pm" KOHTeWHep/3akynoptoBanbHui 3aci6. 3miHa po3mMipy ynakoBku
6nictepax; no 10 roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS 404ATKOBOrO
TabneTok y 6nictepi; po3mipy ynakoBku Ne 100 (10x10) y 6nictepax y nayui 3 KapToHy,
10 6nicTepiB y nayui 6e3 3MiHM NepBMHHOrO MakyBanbHOro Matepiany, 3 BignoBiAHNMM
3 KapTOHY 3MiHamu B po3gini «YnakoBkay. 3MiHM BHeceHi B po3ain "Ynakoeka"
B iHCTPYKLUiIO ANS MeANYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
3B"513Ky 3 BBEIEHHAM J0AaTKOBOI YNaKOBKM Ta SIK HAcnigokK -
3aTBEPAKEHHS TEKCTY MapKyBaHHs1 10AaTKOBOI YNakoBKu
nikapcbkoro 3acoby. BBegeHHst 3MiH NpoTArom 6-Tv micsAUiB nicns
3aTBEPAKEHHS
37. | BAJICAPTAH | Ttabnetku, BKpUTI TOB YkpaiHa Axrtasic NTA, ManbTta/ BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu | Tuny - 3a UA/5743/01/01
H-TEBA NniBkOBOIO "TeBa ManbTa; Bonrapis 36inbLUeHHs TepMiHy NpuaaTHOCTI Hepo3dacoBaHOro NPOAYKTY A0 | peuernmom
o6onoHkoto, no 80 YkpaiHa" BankaHgapma- 12 MicsLiB Ha OCHOBI AaHUX NPO CTabiNbHICTb. BHECEHHSsI
mr/12,5 mr; no 10 OynHuug AT, pepakuinHux 3miH B n. «Coating and Assembly» p. 3.2.P.3.3. Onuc
TabneTok y 6nictepi, Bonrapis BMPOGHMYOro npouecy Ta KoHTponio npouecy. OHoBneHHs p. 3.2.P.7
no 3 abo 9 GnicTepis CucTtema KoHTenHep/3akynoptoBanbHuUi 3acib: goaaHo iHopmalliio
Y KapTOHHIl KOpoobUi npo ynakoBKy ANns Hepo3dacoBaHOro NPoAyKTy
38. | BAJICAPTAH | Tabnetku, BKpUTI TOB YkpaiHa Axrtasic NTA, ManbTta/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/5743/01/02
H-TEBA NniBKOBOIO "TeBa ManbTa; Bonrapis 36inbLUeHHs TepMiHy NpuaaTHOCTI Hepo3dacoBaHOro NPOAYKTY A0 | peuernmom
ob6onoHkoto, no 160 YkpaiHa" BankaHgapma- 12 MicsLiB Ha OCHOBI AaHUX NMPO CTabiNbHICTb. BHECEHHSsI
mr/25 wmr; no 10 OynHuug AT, pepakuinHux 3miH B n. «Coating and Assembly» p. 3.2.P.3.3. Onuc
TabneTok y 6nictepi, Bonrapis BMPOGHMYOro npouecy Ta KoHTponio npouecy. OHoBneHHs p. 3.2.P.7
no 3 abo 9 6nicTepis CucTemMa KoHTenHep/3akynoptoBanbHUi 3acib: gogaHo iHopmalliio
Y KapTOHHIlA kopobuUi npo ynakoBKy Ansi Hepo3dacoBaHOro NPOAYKTY
39. | BAJICAPTAH | Tabnetku, BKpUTI TOB YkpaiHa Axrtasic NTA, ManbTta/ BHECEHHS 3MiH 10 peecTpaLliliHix maTepianis: 3miHu | Tuny - 3a UA/5744/01/02
H-TEBA NniBKOBOKO "TeBa ManbTa; Bonrapis 30iNbLUEHHS TepMiHY NPUAATHOCTI Hepo3dhacoBaHOro NPOAYKTY A0 | peyenmom
obornoHkoto, no 320 YkpaiHa" BankaHdapma- 12 micsiLiB Ha OCHOBI faHUX NPo cTabinbHiCTb. BHeceHHs

mr/25 mr; no 10

OynHuug AT,

pefakuinHux 3miH B n. «Coating and Assembly» p. 3.2.P.3.3. Onuc
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTok y 6nicTepi; Bonrapis BMPOBHMYOro npouecy Ta KoHTposto npouecy. OHoBneHHs p. 3.2.P.7
no 3 abo 9 6nictepis Cuctema KoHTeNHep/3akynoptioBanbHuiA 3acié: gogaHo iHpopmadio
Y KapTOHHil Kopoobui npo ynakoBKy Ansi Hepo3dacoBaHOIO NPOAYKTY
40. | BAJICAPTAH | TabneTku, BKpUTI TOB Ykpaina AxTtasic NTA, ManbTta/ BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny - 3a UA/5744/01/01
H-TEBA NNiBKOBOO "TeBa ManbTa; Bonrapia 36inbLUEHHsI TEpMiHY NpuaaTHOCTI Hepo3dacoBaHOro NPoAyKTY A0 | peuernmom
ob6onoHkoto, no 160 YkpaiHa" BankaHgapma- 12 MicsiLiB Ha OCHOBI AaHUX NPO CTabinbHICTb. BHECEHHS
mr/12,5 mr; no 10 OynHuusa AT, pepakuinHux 3miH B n. «Coating and Assembly» p. 3.2.P.3.3. Onuc
TabneTok y 6nictepi; Bonrapis BMPOGHMYOro npouecy Ta KoHTporio npouecy. OHoBneHHs p. 3.2.P.7
no 3 abo 9 6nictepis CucTeMa koHTenHep/3akynoptoBanbHuUi 3aci6: gogaHo iHopmalLio
Y KapTOHHIN kopobui npo ynakoBKy A5 Hepo3acoBaHOro NPOAYKTY
41. | BAIICAPTAH | TabneTku, BKpUTI TOB YkpaiHa AkTasic T, ManbTa/ BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu | Tuny - 3a UA/8900/01/01
H-TEBA NNiBKOBOO "TeBa ManebTa; Bonrapia 36inblUeHHst TEpMiHY NpuaaTHOCTI Hepo3dacoBaHOro NPOAyKTY 40 | peuernmom
o6onoHkoto, no 320 YkpaiHa" BankaHgapma- 12 MicsiLiB Ha OCHOBI AaHUX NPO CTabiNbHICTb. BHECEHHSsI
mr/12,5 mr; no 10 OynHuug AT, pepakuinHux 3miH B n. «Coating and Assembly» p. 3.2.P.3.3. Onuc
TabneTok y 6nictepi; Bonrapis BMPOGHMYOro npouecy Ta KoHTpono npouecy. OHoBneHHs p. 3.2.P.7
no 3 abo 9 6nictepis CucTtema KoHTenHep/3akynoptoBanbHuUi 3acib: goaaHo iHopmaliio
Y KapTOHHIl Kopobui npo ynakoBKy Ansi Hepo3dacoBaHOIO NPOAYKTY
42. | BAHATEKC TabneTkn, BKpUTI dapmaven Monbwa dapmaueBTUYHUIA Monbwa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/12634/01/01
NniBKOBOIO TUYHUIA 3aBofg sIKOCTi. [oTOBMI Nikapcbknii 3aci6. KOHTponb roToBOro nikapcbKoro | peuenmom
obornoHkoto, 80 mr, 3aBof "MONb®APMA" 3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOrO MikapCbKoro
no 14 tabnetoky "MONb®A C.A. 3acoby (He3HayHa 3MiHa y 3aTBepOXKEHNX MeToAax BUNPOGyBaHHS) -
6nicTepi, no 2 PMA" C.A. BHECEHHS 3MiH 40 MeTopAiB KoHTporio J13 po3ain «MoanmHHocTb
6nictepu B BancapTaHa. nn. 3.2 OnpegeneHve npoBoasT Metogom TCX» y
KapTOHHiIl kopobui 3B’s13Ky 3 OHOBIEHHSIM MeToAy komnaHii Big M/4-0179.01 ed.01 go
M/4-0179.01 ed.02. BBegeHHs 3miH npoTarom 6-Tu micauiB nicrns
3aTBEpOKEHHS
43. | BAHATEKC TabneTkn, BKpUTI dapmaues Monbwa dapmMaLeBTUYHWIA Monbwa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | TUny - 3mMiHK 3 3a UA/12634/01/02
NniBKOBOIO TUYHUIA 3aBof sIKoCTi. [oTOBMI Nikapcbkni 3aci6. KOHTponb roToBOro nikapcbKkoro | peyenmom
obornoHkoto, 160 wr, 3aBof "MONb®APMA" 3acoby. 3miHa y MeToax BUNpobyBaHHS rOTOBOIO fikapCbKoro
no 14 tabnetoky "MONb®A C.A. 3acoby (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax BUNPOGyBaHHS) -
6nictepi, no 2 PMA" C.A. BHECEHHS 3MiH [0 MeTogjiB koHTporto J13 po3ain «MNoannHHoCTbL
6nictepu B BancapTaHa. nn. 3.2 OnpegeneHve npoBoasT Metogom TCX» y
KapTOHHIN kopobui 3B’513Ky 3 OHOBIIEHHSIM MeToAy komnaHii Big M/4-0179.01 ed.01 go
M/4-0179.01 ed.02. BBegeHHs 3MiH npoTarom 6-Tu micauiB nicns
3aTBEpPOKEHHS
44. | BENKENO® niocpinizat ans TOB YkpaiHa BCIM ITanis/ BHECEHHS 3MiH [0 peecTpauiiHux MmaTtepianis: 3miHu | TMny - 3MiHK 3a UA/4405/01/03
po34nHy Ans "[>KOHCOH dapmacboTrkan3 Benebriga oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peyenmom
iH ekuin no 3,0 mr; 1 i [I)OHCOH C.n.A,, Itanis 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
hnakoH 3 MOPOLLKOM YkpaiHa" (BupoGHULTBO, (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy dbapmakoHarnsgy,

y 6nictepHin
ynakosui; no 1
OnicTepHin ynakosLi
B KapTOHHI kopobui

nepBUHHA yrnakoBKa
Ta KOHTPOIb SIKOCTi);
AHcceH
dapmavnesTuka HB,
Benbris (BTOpyHHA
yMakoBKa, KOHTPOIb

3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
0N 30iMCHeHHs dhapmakoHarnsay B YKpaiHi, SKLWO BOHa BigMiHHA
BiJ, YNOBHOBaXXe€HOT 0CO0M, BiANOBIganbHOI 3a 34iCHEHHS
apmakoHarnsay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-danna cuctemm papmakoHarnsgy) - 3amiHa
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
SAKOCTi Ta BUNYCK yNnoBHOBa)eHOi 0cobW 3asiBHKKA, BiANOBiAaNbHOI 3a
cepii) dapmakoHarmnsa.
MponoHoBaHa pepakuis — ApHaytoBa tOnis JleoHigiBHa. 3MiHa
KOHTaKTHMX JaHWX YNOBHOBaXeHOi 0cobu, BianoBigansHoi 3a
dapmakoHarnsag. 3miHa micuesHaxomKeHHs macTep-danna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus 34iCHEHHS
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy
45. | BIHKAMIH NMOPOLLIOK KOBEKC, Icnanis KOBEKC C.A. IcnaHis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - - UA/13565/01/01
KpucTaniyHuim C.A. npvBeAeHHs cneuundikauii Ta MeTogiB KOHTPOSO AN Aitoyoil
(cybeTaHuis) y peyoBMHM BiHkaMiH y BiANOBIAHICTbL 40 OHOBMNEHOI MOHorpadii €®;
NOABINHMX NakeTax 3 3MiHu | TUNY - 3anponoHoBaHa He3Ha4yHa 3MiHa y MeToauLi «8.
nniBkM OcTaToyHOE KONMYECTBO OPraHUYeCKNX pacTBOpUTENE», a came -
nonieTuneHoBoi Ansi YTOYHEHHS yMOB XpoMaTorpadyBaHHsi
BMPOBHMLTBA
HeCTepUnbHUX
nikapcbknx gopm
46. | BIPEAO® TabneTkn, BKpUTI lnean CLLA lineapn CavieHcus Ipnangis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu || Tuny - 3miHn 3a UA/8274/01/01
nniBKOBOK CaieHcus, AneneHp HOC, HimeuuunH wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BHecenHss abo | peuernmom
obornoHkoto, no 300 IHK. IpnaHaia (neperHHa a 3MiHa(n) Ao 30608B'A3aHb Ta YMOB BuAadi peecTpauinHoro
mr, no 30 TabneTok Ta BTOpPWHHA nocBigYeHHs1, BKMoyaouu MNnaH ynpasniHHS puavkamu - 3asiBHUKOM
y cbrnakoHax; no 1 ynakoBKa, KOHTPOIb HagaHo OHoBMeHW MnaH ynpaBniHHA pusukamu Bepcist 24. 3MiHK
dnakoHy B cepi, BUNycK BHECeHOo [0 YacTuH: | 3aranbHa iHdopmauis, |l Cneumndikauis 3
KapTOHHiI kopooLi cepin); KataneHt 6e3neku (Mogyni CVII lgeHTudikoBaHi Ta noTeHuinHi pusukn, CVIII
[bxepMmaHi Pestome npobnem 6e3neku), Il MnaH 3 papmakoHarnsgy, V 3axoau
Lopraopd MvbX, 3 MiHimi3auii pusukis, VI Pestome nnaHy ynpasniHHSA pusunkamu, VI
HimeyuunHa [opaTku y 3B'A3Ky 3 OHOBNEHHAM iHOpMaLlii CTOCOBHO
(nepBuHHa Ta 3acTocyBaHHA npenapaTy y AiTewn, Ha nigcTasi pesynbTaTaTis
BTOPUHHA nocnimkeHHa GS-EU-174-1403
ynakoBka);
MinmayHT Xenckea
JIta., Ipnangis
(BTOPUHHA
ynakoBka); Takega
'M6X, HimeyunHa
(BUpoBHMLTBO,
nepBuHHA Ta
BTOPWMHHA yNakoBKa)
47. | BITAMIHE - Kancynu m'siki no TOB YkpaiHa AT "CaHeka CnoBaubk BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - be3 UA/3392/01/03
CAHOO®I 100 mr Ne 30: no 30 "CaHodi- dapmacbioTikans" a OornoBHeHHS cneundikauii APl HOBMM NOKa3HWKOM SIKOCTi Ta peuenma
Kancyn y cpnakoHi; ABeHTiC Pecnybnik | BignoigHWmM MeToAOM BUNPOOYBaHHSA AN BU3HAYEHHS BMICTY LIMHKY
no 1 pnakoHy B YkpaiHa" a 3 BignosigHum nimitom «NMT 10 ppm» ansi BupobHuka A®|I BASF
KapTOHHIl kopobui SE, HimeuunHa; amitu | Tuny - nogaeaHHs AinbHuUUi, ae
NpOBOANTLCSA KOHTPONbL/BUNPobyBaHHs cepii AP| 3a nokasHUKOM
BU3HaAYEHHS BMIiCTY LMHKY - nabopatopii Labeko, s.r.o., CnoBaubka
Pecnybnika
48. | BITAMIH E Kancynu m'ski no TOB YkpaiHa AT "CaHeka CnoBaubk BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHu | Tuny - be3 UA/3392/01/01
200 - 200 mr Ne 30: no 30 "CaHodi- dapmacbioTikans" a OonoBHeHHS cneuundikauii APl HOBMM NOKa3HWKOM SIKOCTi Ta peuenma
CAHO®I Kancyn y cpnakoHi; ABeHTiC Pecnybnik | BignoBigH1M MeTo4oM BUNPOBYBaHHS AN BU3HAYEHHS BMICTY LIMHKY
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 1 dnakoHy B Ykpaina" a 3 BignosigHum nimitom «NMT 10 ppm» ans BupobHuka APl BASF
KapTOHHiI kopobui SE, HimeuuuHa; 3miHn | Tuny - goaasaHHSA AinbHWU, ae
NpoBOANTLCS KOHTPOMb/BUNpobyBaHHS cepii API 3a nokasHukom
BM3HAYeHHs1 BMICTY LMHKY - nabopatopii Labeko, s.r.o., CrioBaubka
Pecnybnika
49. | BITAMIH E Kancynu m'siki no TOB YkpaiHa AT "CaHeka CnoBaubk BHECEHHS 3MiH IO peecTpaliiHiX maTepianis: 3miHu | Tuny - bes UA/3392/01/02
400 - 400 mr, Ne 30: no 30 "CaHodpi- dapmacbtoTikans" a AOMNOBHEHHs creumndikauii APl HOBUM NOKa3HMKOM SIKOCTI Ta peuenma
CAHO®I Kancyn y cpnakoHi; ABeHTiC Pecnybnik | BignosigH1M MeToAOM BUNPOBYBaHHS ANS BU3HAYEHHSA BMICTY LIMHKY
no 1 donakoHy B YkpaiHa" a 3 BignosigHum nimitom «NMT 10 ppm» ans BupobHuka APl BASF
KapTOHHiI kopobui SE, HimeuuuHa; 3miHn | Tuny - goaasaHHSA AinbHWU, ae
NpoBOANTLCA KOHTPOMbL/BUNPobyBaHHS cepii APl 3a nokasHUKOM
BM3HaYeHHS BMICTY LMHKY - naboparopii Labeko, s.r.o0., CnoBaubka
Pecnybnika
50. | FAQOBICT PO34MH Anst iH'ekuin, Bariep Al HimeyumnH Baviep Al HimeuumH BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3miHn 3a UA/6664/01/01
1,0 1 Mmonb/Mn; no 5 a a wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y KOpoTKid | peuernmom
mn abo no 7,5 mn, XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
abono 10 mny iHCTPYKLUIii 4Nt MEAWYHOro 3aCTOCYBaHHS Y 3B’AI3Ky i3 HOBUMU
CKISAHOMY LUNpWLi, [aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KIiHIYHUMX JaHUMKU Ta JaHUMK 3
BKI1aJieHOMY Y hapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKUIT A4ns Mean4Horo
npo3opy NnacTuKoBy 3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3giny "®apmakonoriyHi
KOpobKy, 3aKpuUTy BNacTMBOCTI", a came YTOYHEHHs! iHopMaLii woao 6e3neku aioyoi
nanepom; no 5 PEYOBUHM «ragobyTpony BiAMOBIAHO A0 pe3ynbTaTiB AOCHiMKEHb
wnpuuis y GARDIAN Ta GRIP. BeegeHHs1 3aMiH npoTsirom 3 MicsiLiB nicnsi
KapTOHHiI kopobuyj; 3aTBEPOKEHHS
no 5 mn abono 7,5
mn, abo no 10 mny
nnacTuKoBOMY
Lwnpwi,
BKINageHoMy Y
npo3opy NnacTUKoBy
KOpoOKy, 3aKpuTy
nonieTuneHom; no 5
wnpuuis y
KapTOHHIN kopobLyj;
no 7,5 mn abo no 15
MI Y CKINsIHOMY
nakoHi; no 1
hbnakoHy y
KapTOHHI kopobui
51. | TEK-IH®Y3IA | po3unH ans iHdysiii MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: YTO4YHEeHHSA 3a UA/5131/01/01
6% no 200 mn a6o no aKuioHepH aKujioHepHe peecTpauinHoro Homepa B Hakasi MO3 YkpaiHu Ne 1680 Big peuenmom
400 Mn y nnswkax e TOBapUCTBO 06.08.2021 B npoueci BHECEHHSA 3MiH (3MiHKM | TUNYy - 3MiHN 3
TOBapucTs "IHy3is" skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
o KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa Byab-sKoi YacTUHK
"IHy3ia" MaTepiany NepBMHHOI YNaKoBKY, LLIO HE KOHTAKTy€e 3 FOTOBUM

nikapcbknuM 3acoboM (Hanpuknazg Konip KPULLEYOK 3 KOHTPOreM
NepLUOoro BiAKPUTTS, KONip KOQOBUX Kineub Ha amnynax, KoHTenHepa
Ans ronok (pisHi Buav nnactmacu) (3MiHa, sika He BNNvBae Ha
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KOPOTKY XapaKTepuCTVKy NikapcbKoro 3acoby) - y 3B’A3KY i3
3aCTOCyBaHHSAM HOBMX TUMIB KOBMAYKIiB antoMiHiEBMX 3 NNIACTUKOBOIO
HaKMagKo BXe 3aTBepAXEeHNX BUPOOHMKIB BUHMKNA HEOOXIAHICTb
BHECEHHS 3MiH y CneuudikaLito BXiAHOrO KOHTPOSO KOBMNAaYKiB
antomiHieBux CBC Ne M 005/10 «KoBnauku antomiHieBi»). Pegakuis B
Hakasi: UA/5131/01/02. 3anponoHoBaHa peaakuis:
UA/5131/01/01.

52.

FEHTOC®

Tabnetku no 20
TabneTok y 6nictepi;
no1,2a6o3
Gnictepu y
KapTOHHiIN kopoOLi

Pixapg
BitTHep
Al

ABCTpis

Pixapg BittHep Al

ABCTpis

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny -
BUITy4EHHS HECYTTEBOIO BUNPoByBaHHS 3a NokasHWKoM «Cmak» B
npoueci BUpo6HmuTea M13; 3MiHu | TUNY - BHECEHHS 3MiHW 0
po3giny 3.2.5.2.1. Bupo6bHuk(n), a came - 3miHa agpecy BUpobHMKa
MaTpuyHoi HacTorikm Herbamed AG, Switzerland ans A®I (Conium
D6), 6e3 3miHn micua BMpOGHMLTBA: 3anponoHoBaHo: Austrasse 10 +
12 9055 Buhler Switzerland; 3miHu | Tuny - BHECEHHS 3MiHW 0O
po3giny 3.2.S.2.1. BupobHuk(u), a came - 3miHa agpecu BUpoBHMKa
maTtpuyHoi HacTorkm Herbamed AG, Switzerland ana A®I (Ferrum
picrinicum D12), 6e3 3miHn micusa BUpOBHMLUTBA: 3aNpOMNOHOBAHO:
Austrasse 10 + 12 9055 Buhler Switzerland; 3miHu | Tuny - BHeCeHHS
3MiHM Ao po3sginy 3.2.S.2.1. BupobHuk(n), a came - 3miHa agpecu
BMpoGHWKa po3sefeHb D1 Ta Big D2 go D8 Herbamed AG,
Switzerland gns A®I (Kalium iodatum D12), 6e3 3miHu micus
BMPOGHMLTBA: 3anponoHoBaHo: Austrasse 10 + 12 9055 Buhler
Switzerland; 3miHn | TUNY - BHECEHHS 3MiHM Ao po3giny 3.2.S.2.1.
Bupo6Huk(n), a came - 3MiHa agpecy BUPOBHMKa MaTpUYHOT
HacTorkm Herbamed AG, Switzerland gna A®I (Populus D1), 6e3
3MiHM MicLa BUpOGHMLTBA: 3anponoHoBaHo: Austrasse 10 + 12 9055
Buhler Switzerland

be3
peuenma

UA/10026/01/01

53.

FE®ITIHIB
3EHTIBA

TabneTkn, BKpUTI
NNiBKOBOO
o6ornoHkoto, no 250
mr, no 10 TabneTok
y bnicTepi; no 3
Gnictepn y
KapTOHHIN nayui

3eHTiBa,
K.C.

Yecbka
Pecny6bnik
a

BTOPWHHE
nakyBaHHs,
TeCTyBaHHS, BUMYCK
cepii: Papmagokc
Xenckea Jlta.,
ManbTa; Bunyck
cepil:
ITabopmep-Papma
C.A., PymyHis;
BUPOBHMLTBO
copmu in bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
TECTyBaHHS
ctabinbHocTi: Jlotyc
dapmacbioTukan
Ko., [lTa., TanBaHb

Manbta/
PymyHis/
TanBaHb

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3amiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHMUTBI. 3MiHK y
npoueci BUpobHWLTBa rOTOBOrO MikapCbkoro 3acoby, BKMoYaym

NPOMDDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NMPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (iHLWi 3MiHK) - 3aNPONOHOBAHO BKIOYUTH Yac

yTpuMaHHs y gocbe ans bulk N13; amiHu | Tuny - 3miHK 3 sikocTi.

[oToBMI Nikapcbkui 3acib. CucTema KoHTenHep/3akynoploBanbHUA
3aci6. 3MiHa y NepBUHHI yNakoBLji roTOBOro fikapCbKoro 3acoby

(skicHW Ta KinbkicHUIA cknag) - Teepai nikapcbki hopmu -
[0AAaBaHHS MOXIMBOTrO 30BHiLWHbOro wapy 12 nm MNET y nakeTuky
Aans 6nictepis anga saxucty dapbu Ha MM3; 3miHu | Tuny - 3miHn 3
sikocTi. [oToBMIA Nikapcbkuid 3aci6. CTabinbHicTb. 3MiHa y TepmiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro NiKapcbKoro 3acody

(iHLWi 3MiHW) - 36inbLUEHHSA TePMiHY NPUAATHOCTI FOTOBOrO

nikapcbkoro 3acoby Ha OCHOBI MO3UTMBHUX pe3ynbTaTiB
[OBroCTPOKOBMX OCHiAXEHb CTabiNbHOCTI Yy peanbHOMY Yaci:
3aTBepaxeHo: TepMiH npuaaTHOCTi 2 pokn 3anponoHoBaHo: TepMmiH
npuaaTHOCTI 3 poku

BBeneHHs 3MiH NpoTArom 6-Tu MicALiB Micnsi 3aTBEPXKEHHS; 3MiHM |

TMny - 3MiHK 3 SKocTi. [0TOBMIA NiKapcbkuiA 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHM y NpoLieci BUPOGHMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKIHYa4M NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCH Npu

BMPOGHMLTBI FOTOBOrO NiKapCbKOro 3aco0y (iHLwi 3MiHK) - 3MiHa Yacy

yTpUMaHHs y aocbe ans bulk N3

3a
peuernmom

UA/17929/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
54. | TIAPOKCUCE | kancynu no 500 mr Mepak HimeuunHa | Mepak Mesenbwadt |HimevunHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/6720/01/01
YOBMHA no 10 kancyn y lesenblua drop KniHiwwe NoAaHHs HOBOTO cepTudikaTta BignoBigHOCTI €BponencKiin peuenmom
MEOAK 6nictepi; no 10 dT drop Lneuianbnpenapat capmakonei Ne R1-CEP 2003-015-Rev 03 ons gitoyoi pe4oBuHu
6nictepis y kopobui KniHiwe e M6X, HimeuumnHa Hydroxycarbamide Big HoBoro Bupo6Huka OLON S.P.A B
3 KapTOHYy LWneuians (BMPOBHWK, LLO [AOMOBHEHHS [0 BXe 3aTBepaeHoro BupobHuka APl Qilu Tianhe
npenapat Bignosigae 3a Pharmaceutical Co., LTD., Kutan (CEP 2005-051); 3amitu | Tuny -
e M6X BTOPUHHE BBEAEHHS Nepiody NOBTOPHMX BUNPoGyBaHb 5 pokiB Anst HOBOrO
nakyBaHHs, BMpobHuka OLON S.P.A
MapKyBaHHS
NepBUHHOI
yNaKkoBKW,
KOHTponb/Bunpobys
aHHs cepii Ta 3a
BWMYCK cepii); XaynT
dapma Amaper
'm6X, HimeuunHa,
Himeuunna
(BUPOBHUK, IO
Bignosigae 3a
BMPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHE, BTOPUHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTponb/Bnnpobys
aHHs cepii)
55. | FIHO®JIOP TabneTku MegiHoBa | LUBeviuapis MepiHoBa AT, LLisenuapis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny -3miHun be3 UA/1851/01/01
BariHanbHi, no 2 Al LLIsevinapisa HimeuunHa wopno 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHst abo peuenma
TabneTkn y 6nictepi; (koHTpoOnb SKOCTI Ta 3MiHW [0 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
no 1 6nictepy B BUWMYCK cepii); XaynT (BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy dbapMakoHarnsay,
KapTOHHIN kopobLyj; dapma Amaper 3MiHa yNOBHOBaXXeHOT 0CO0U, BiANOBIAANbHOI 3@ 3AiINCHEHHS
no 6 TabneTok y 'm6X, HimevunHa hapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
6nictepi; no 1 abo 2 (BupoBHULTBO, AN 3gincHeHHs dhapmakoHarnsaay B YKpaiHi, SKLWO BOHa BigMiHHa
onictepu B nepBuHHE Ta BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIganbHOI 3a 34iMCHEHHS
KapTOHHiIN kopobui BTOPUHHE dapmakoHarnsaay (BKMOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
naKyBaHHs1) po3MilLieHHi MacTep-aina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0COOM YyNOBHOBaXEHOT 0COOM 3asiBHUKA, BignoBiganbHoi
3a (hapmakoHarnsg B YkpaiHi; nponoHoBaHa pefakuisa: [aHinosa
JNapuca BonognmMupiHa; 3MiHa KOHTAKTHUX AA@HUX KOHTaKTHOT ocobu
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi 3a
dapmakoHarnsg B YkpaiHi
56. | FOPOOKC PO34uH ANs iH'eKuii, BAT YropLuHa BAT "l'eneoH YropuuHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/7395/01/01
10 000 KIO4/mn; no "lepneoH PixTep" BHECEHHS 3MiH fo posginis 3.2.P.3.3 Onuc BMpobHuYoro npouecy Ta | peyenmom
10 mn B amnyni; no PixTep" KoHTporto npouecy Ta 3.2.P.3.4 KoHTponb KpUTUYHKX CTagin i

5amnyny
nnacTyKoBi hopmi;
no 5 NnacTnkKoBmx
OpPM Yy KapTOHHIN
Kopobui

NPOMIXXHOT NPOAYKLi, y 3B’A3KY 3 rapMOHi3aLieto AoKyMeHTaUii,
3aTBepAKeHOI B YKpaiHi, 40 3aTBEpAKEHOI B YTOpLUMHI a came:
ycTaTKyBaHHs 451 TPUrOTYBaHHSA PO34UHY (EMHICTb 3 HepXaBito4oil
cTani, 3abe3neyeHy Milwankot) 6yno amiHeHo, ToMy nig Yac
NPUroTyBaHHs OCHOBHOTO PO34KHY MOPSAOK eTanis npouecy 6yno
3MiHeHo. Takox O6yno 3MiHeHo Yac romoreHisawii nig yac
NPUroTyBaHHs po34nHy. 3anoBHEHI i NPUNHATI, ONTUYHO NEPEBIPEHi




22

[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
amnysnm, KOHTPOMTLCS BinbLU Cy4acHUM NPUCTPOEM MEPEBIPKM
yinicHocTi repmeTu3adii. Y posaini 3.2.P.3.3 Onuc Bupo6Hunyoro
npotecy Ta ynpaBniHHA TEXHOMOrYHMM MPOLECOM 3MiHEHa
nocnigoBHICTb onepadii. BHeCeHHs pegakuiiHux NpaBoK B ONUC
BMPOGHMLTBA; 3MiHU | TUNY - BHECEHHS 3MiH A0 po3ainy 3.2.P.3.2.
Cknap Ha cepito roToBoro nikapcbKoro 3acoby, y 3B’A3Ky 3
rapMoHi3auieto JoKyMeHTaLlii, 3aTBepAxeHoi B YKpaiHi, 40
3aTBEPAKEHOI B YTOPLUVMHI, @ came: NPOMNOHYETLCA HE BpaxoByBaTH
5% nepeBueHHs A®I; 3binbLueHa KinbkicTe 6eH3MNoBoro cnupTy
(BoBOAATbL 4O TEOPETUYHOI KiNlbKOCTI); BMICT HaTpito xnopuay
PO3paxoByHOTb 3 MONPABKOK Ha TEOPETUYHY KiNbKiCTb
57. | TPAHY®IHK® | kancynu TBepai no TOB YkpaiHa Owmera ®apma HimeuumH BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3miHK bes UA/16190/01/01
MNPOCTA 10 kancyn y "MEPPITO MeHblohekyepiHr a woao 6esnekun/edhekTUBHOCTI Ta hapMakoHarnsay - BHECEHHS 3MiH | peuernma
6nictepi; no 3 abo YKPATHA" rvm6X i Ko. KI [0 posginy «MapkysaHHs» MKSA J13:
15 BnictepiB y 3anpornoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEPAXKEHOIO TEKCTY
KapTOHHIN ynakoBLi; MapKyBaHHsi. OHOBMNEHHS TEKCTY MapKyBaHHS YMakoBKN NiKapCbKOro
no 20 kancyn y 3acoby 3 BHECEHHAM iHchopMaUii LWoAo 3a3HaYeHHS OAMHULB
6nictepi; no 3 abo 6, BUMIpIOBaHHS ¥ cuctemi Sl
abo 10 G6nictepiB y
KapTOHHIN ynakoBLji
58. | TPAHY®IHK® | kancynu TBepgi no TOB YkpaiHa Owmera ®apma HimeuumH BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK bes UA/16225/01/01
YPO 10 kancyn y "MEPPITO MeHblohekyepiHr a wono 6esnekn/edhekTUBHOCTI Ta hapMakoHarnsay - BHECEHHS 3MiH | peuernma
6nictepi; no 5 YKPATHA" 'm6X i Ko. KI o po3sginy «MapkyBaHHsi» MKA J13:
GnictepiB y B3anponoHoBaHo: MapkyBaHHs 3rigHO 3aTBEPOXKEHOrO TEKCTY
KapTOHHIN ynakoBLi; MapKyBaHHsi. OHOBMNEHHS TEKCTY MapKyBaHHS yNaKOBKM NiKapCbKOro
no 20 kancyn y 3acoby 3 BHECEHHSAM iHcpopMalLii LWoAo 3a3HavYeHHs OAMHULb
6nicTtepi; no 5 abo 8 BMMIiptOBaHHSs y cuctemi Sl
Gnictepi y
KapTOHHIN ynakoBLi
59. | TPUNOMEA® | kancynu, in bulk: MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHUX maTtepianiB: yTOYHEeHHs - UA/13752/01/01
Ne3750 (10x375) "Ximdapm "Ximbapmsaso HanucaHHA ynakoBku B Haka3i MO3 Ykpaihu Ne 1605 Big
(no 10 kancyn y 3aBof "YepsoHa 3ipka" 30.07.2021 B npoueci BHECEHHS 3MiH (3MiHM | TUNy - 3MiHK Woao
6nictepi; no 375 "YepBoHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo 3MiHu
GnicTtepiB y kopobui 3ipka" [0 y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnagy (BBegeHHs
3 KapTOHY) y3aranbHeHVX AaHnX Npo cucTeMy dhapmMakoHarnsay, amiHa
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3aiNCHEHHS
hapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnsaay 3asBHUKa
AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOi ocobu, BignoBsigansHoi 3a
3pincHeHHs dapmakoHarnagy). Pegakuis B Hakasi: in bulk: Ne3750
(10x3) (no 10 kancyn y 6nictepi; no 375 GnicTepis y kopobui 3
KapToHy). 3anponoHoBaHa peaakuis: in bulk: Ne3750 (10x375)
(no 10 kancyn y 6nictepi; no 375 6nicTepiB y kopo6ui 3
KapToOHY).
60. | AEKCANINH® | Tabnetku, BKpUTI MeHapiHi TTrokcemby A. MeHapiHi ITanis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu | TUny - 3miHK 3a UA/9258/01/01
NniBKOBOO IHTepHeLw pr MaHyakTypiHr Icnanis BHECEHO B iHCTPYKLiIO ANS MeANYHOro 3acTOCYBaHHS NiKapCbKoro | peyernmom
o0bornoHkoto, no 25 oHan ToricTikc enn 3acoby go posginis "OcobnmeocTi 3acTocyBaHHs" Ta "Cnoci6
mr no 10 Tabnetoky | Onepen Cepsicec C.p.J1,, 3acTocyBaHHs Ta fo3un" 3rigHo 3 pekomeHaauismm PRAC. BBegeHHst
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 1 abo OHC ITanis (BupobHULTBO 3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEPAXKEHHS; 3MiHM | Tuny -
no 3, abo no 5 Jliokcemby "in bulk", nakyBaHHs 3MiHN BHECEHO B iHCTPYKLitO ANS MEANYHOro 3aCTOCYBaHHS
GnictepiB y pr C.A. Ta BUNYyCK cepii); nikapcbkoro 3acoby go posginy "OcobnueocTi 3acTocyBaHHSA" 3rigHO
KapTOHHiN kopobui Homne 3 OHOBIEHOI iHhopMalLlieto 3 6e3nekn 3acToCyBaHHS JONOMiIXKHOT
dapmaveyTiui peyoBuHW. BBeaeHHs 3miH npoTarom 6-Tm Micauis nicns
C.n.A., lItanis 3aTBepaKEHHSA
(KoHTponsb cepii);
JlabopaTopioc
MeHapini C.A.,
Icnanis
(BMPOBHMLTBO in
bulk, nakysaHHs,
KOHTPOMb Ta BUNYCK
cepii)
61. | OEKCANTMH® | TtabneTtku, BKpUTI MeHapiHi ITrokcemby A. MeHapiHi ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MmaTepianis: 3miHu | Tuny - 3a UA/9258/01/01
NniBKOBOO IHTepHeww pr MaHydakTypiHr Icnanis 3BYXEHHS MeX y creumndikauii ana APl 3a nokasHukom peuenmom
obornoHkoto, no 25 OHan TloricTtikc eHp «BakTepianbHi eHGOTOKCUHMWY; 3anponoHoBaHo: 1.58 EU/mg
mr no 10 TabneTok y Onepenw Cepsicec C.p.J1,, [opaTtkoBo B pamkax AaHOI Npoueaypy BHOCATLCS pefakuiHi
6nictepi; mo 1 abo OHC ITania (BupobHMLTBO npaBKu: - BUNPaBNEeHHSA APYKapCbKOi MOMUIKKM y nabopaTopHoOMy
no 3, abo no 5 ITrokcemby "in bulk", nakyBaHHs Koai 3 926200 Ha 926500, o 3aHaveHunin y posginax 1.1.5.1.1 ta
GnictepiB y pr C.A. Ta BUNycK cepii); 3.2.5.4.1. (ASMF T1a yactuHa 3asiBHuka M3 2.S.) - y po3gin 3.2.5.4.4

KapTOHHiIN kopobui

Oowmne
dapmaveyTiui
C.n.A,, Itanis

(KoHTponsb cepii);
JTabopaTtopioc
MeHapiHi C.A.,

IcnaHis

(BMpPOOHMLTBO in

bulk, nakyBaHHs,
KOHTPOSb Ta BUNYCK
cepii)

y 3BefeHin Tabnuui cepivi A®| ans BunpobysBaHuii cepiii 3
DXTB1025 no DXTB8004 3a3HauyeHO KOpeKTy Ha3By BUPOOHWKIB
(4acTtuHa 3asBHuKka M3 2.S). [logaTkoBo OHOBrEHO po3ain 3.2.S.6
(ASMF Ta yactuHa 3asBHuka M3 2.S.) i3 3amiHot0 cepii cTaHaapTy
nopiBHsIHHS RS A6 ansi nonieTnneHoBoOro nakyBaHHS Ha Litovy cepito
R063J0; 3miHu | TUny - He3HaYHi 3MiHW y 3aTBEpKEHOMY METOAI
BuNpobyBaHHA A®I 3a noka3Hukom «BmicT TpomeTamony» metToaom
NOTEHLOMETPUYHUM TUTPYBAHHSM; 3MiHW | TUMY - HE3HAYHI 3MiHK A0
3aTBEPOKEHOrO renb- TPOMO MeToay Ans BU3Ha4YeHHS EHOOTOKCUHIB
B A®I|. [lonaTkoBO BHOCATLCS peAakLiviHi NpaBku 0o po3ainis
3.2.8.4.1.,3.28.4.2,3.2.54.3.12a3.2.5.4.5. y Burnagi
opmaTyBaHHs naparpadis Ta Tabnuub; 3miHun | Tuny -
BMPOBAXXEHHSI anbTEPHATMBHOIO NPOLIECY OYULLEHHSA MPOMIXKHOIO
eTunoBoro edipy ketonpodeHy BupobHvkom SIMS srl; 3milum | Tuny -
3aMiHa 3aTBepaXeHoro metoay BunpobyBaHHs 13 Ans BU3HAYEHHSI
KinbkicHoro BmicTy gomilwok metogom BEPX Ha HoBuin meTog BEPX;
3MiHuM | TUNY - fOAaBaHHS anbTepPHATUBHOI AiNbHULI BignoBiganeHoi
3a BUpobHuLTBO A®I a came Lodichem S.R.L. Italy, wo 3HaxoguTbest
3a appecoto Via delle Rimembranze, 1 - 26852, Casaletto Lodigiano
(LO), Italy. BHeceHHs pepakuinHmx 3miH go posainy 3.2.8.2.1,
3a3HayYeHHs1 agMiHICTpaTUBHUX agpec NignpueMcTB, 3MiHEHO
nopsi_oK BUKNaAeHHs iHdpopmalii y po3aini; 3amiHum | Tuny - 3amiHa
3aTBepKeHoro metoay BunpobysaHHsA 113 ang lneHTudikauii
TUTaHy AioKkcuay HOBMM MEeTOAOoM; 3MiHU | Tuny - 3amiHa
3aTBEepAKeHOro metoay BunpobysaHHs 13 gna Bu3Ha4YeHHs
OpHopigHOCTI 4030BaHUX OAMHULL Y®P-MeToa0oM HOBUM Y-
MeTOOM; 3MiHM | TUNY - 3aMiHa 3aTBEPKEHOrO MeToay
BunNpobyBaHHs 13 ansa Bu3HavyeHHsi PO34nMHEHHst BUSHaYEHHS
PO3UnHEHHs YP-meToa0oM HOBUM YP-MmeTOOO0M;
3MiHM | TUNY - 3aMiHa 3aTBEpAXXEHOro MeToAy BUMNpobyBaHHs 13
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ans KinbkicHoro BusHauyeHHs metogom BEPX HoBuM BEPX
MeToAoM;
3MiHM | TUNY - 3amiHa 3aTBepAXeHOro MeToay BunpobysaHHs 113
08 KiNbKiICHOro BU3Ha4YeHHs Y®-meToaom HoBUM Y D-MeToaoMm;
3MiHM | TURy - BUNyYeHHs HeaHayHoro napameTpy «KinbkicHuii BMicT
TpomeTamiHy» 3i cneumdikauii N13. BBegeHHs 3MiH NpoTsirom 6-Tu
MiICALIB MICNSA 3aTBEPAKEHHS; 3MiHW | TUMY - BUNYYEHHS 3i
cneuudikauii A®| nokasHuka «Baxki metanm»
62. | OXICI N0 cycneHsist ansi 'piH Kpocc Kopes I'piH Kpocc Kopes BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu Il Tuny - 3MiHn 3a UA/18246/01/01
KBAOPUBAI | iH’ekuivi no 0,5 mm, Kopnopen KopnopeniH 3 skocTi. A®l. BUpoBHMLTBO. 3MiHU B aKTUBHIli PEYOBUHI CE30HHUX, | peuenmom
EHT/GCFLU | no0,5mny LUH nepeananaemidHnx abo naHAeMiYHMX BaKUMH NMPOTH BipyCy rpuny
QUADRIVALE | nonepegHbo nogvHn (3amiHa wramy(iB) y Ce30HHUX, NepegnaHaemiyHnx abo
NT BAKUMHA | HanoBHeHOMy naHAeMiYHMX BakUMHax NPOTKU BipyCy rpumny NMoanHKn) - 3MiHa
anda wnpuvui 3 LUITAaMOBOrO CKNaay BakuMHU AN NnpodinakTvky rpuny BignosigHo 4o
MPO®INAKT 0 HOPa30BOI0 pekomeHaadii BOO3 ans MisHiyHOI niBkyni ce3oHy 2021-2022 pp.
UKn remny ronkoto, no 1 3MiHM BHOCATbCA 40 po3ainy "Cknag" peectpauiiHoro NocBigveHHs,
(PO3LUENNE wnpwuuy B 6nictepi; MK#A, TekcTy MapKyBaHHS ynakoBKu fikapcbKoro 3acoby, B
HWM BIPIOH, no 1 a6o 10 iHCTpYyKLUil0O ANs MeanYHOro 3acTtocyBaHHS y po3din "Cknag”, sk
IHAKTUBOBA | GnicTepiB y nayui 3 Hacmigok - y po3ain "ImyHonorivHi i 6ionoriyHi BnactmeocTi”
HUI) kapToHy; no 0,5 mn'y
nonepeaHLo
HarnoBHEHOMY
Lwnpuui 3
0HOPa30BOI0
rornkoto, no 1
Lwnpuuy B bnictepi;
no 1 abo 10
6nicTepiB y nayuj 3
KapToHY
63. | AUFOKCUH Tabnetku no 0,1 wr, ToBapucT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/5751/01/01
no 50 TabneToky BO 3 BMPOBHMLTBA, AgamiHicTpaTuBHI 3mMiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu micus | peyenmom
6aHkax; no 50 obmexeHo KOHTPOrb SIKOCTI, npoBaXXeHHs AisinbHOCTI BUpOGHMKa/imnopTepa rotoBoro
TabneTok y 10 BUMYCK cepii: nikapcbKkoro 3acoby, BKINoYarum AinbHUL BUNYCKY cepii abo Mmicue
KOHTeWHepax; no 50 BignoBiaa ToBapwucTBo 3 npoBefeHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
TabneTok y 6aHui NbHICTIO obmexeHo BMPOGHMK/iMNOpTEp, BKIOYaKYM BUMYCK Cepilt) - 3MiHa agpecu
abo KoHTewHepi, No "NocnigHun BiANoOBiganbHICTIO BUpoGHuKa M3 ToBapucteo 3 06MeXeHO0 BiAMNOBIAAMNbHICTHO
1 6aHui abo 1 3aBOA "[locnigHuin 3aBog "®APMEKC I'PYT", YkpaiHa (Bci cTagii BApOOHULITBA, KOHTPOIb
KOHTEeVHepy B nayui "rHunic" "THUJIC", YkpaiHa; SIKOCTIi, BUNYCK cepii), 6e3 3miHn micus BupobHuuTBa (BBEaeHHS 3miH

3 KapTOHY; no 25
TabneTok y
6nictepax; no 25
TabneTok y 6nictepi,
no 2 6nictepu y
nayui 3 KapToHy; no
10 TabneTtok y
6nictepi, no 5
OnicTepiB y nayui 3
KapToOHY

BCi cTaail
BUPOOHMLTBA,
KOHTPOIb SKOCTI,
BUMYCK cepii:
ToBapucTBO 3
obmexeHo
BiANoBiganbHICTIO
"®APMEKC Irpyn"
YkpaiHa; BCi cTagii
BUPOGHMLTBA,
KOHTPOIb SKOCTI,

npoTarom 6-Tu MicsLiB nicns 3aTBEPAXEHHS)
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BMNYCK cepii:
ToBapucTso 3
0oBMeXeHo
BignoBiganbHICTO
"®apmaueBTnYHa
KOMNaHis
"3popos'a", YkpaiHa

64.

OUMETUN®Y
MAPAT-
BICTA

Kancynu 3
mMoaundikoBaHNM
BUBINbHEHHSIM MO
120 mr; no 10
Kancyn y 6nicrepi;
no 2 6nictepu B
KapTOHHIN navui

Mictpan
Kenitan
MeHemxm
eHT
JlimiTen

AHrnis

ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
(koHTponb cepii);
KBiHTa-AHaniTuka
c.p.o., Yexis
(koHTpoOnb cepii);
Tabop JI+C AT,
Himeuunna
(koHTponb cepii);
CiHToH XicnaHis,
C.N., Icnanisa
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTpOnb cepii);
CiHToH Yuni N1pa.,
Yuni (BMpoGHMLUTBO
roTOBOI NiKapCbKoi
dopmu, NepBUHHa
Ta BTOPWHHA
yrnakoBKa, KOHTPOIb
cepii, BUNyckK cepii)

Yecbka
Pecnybnik
a/
HimeuvuuH
al Icnanis/
Yuni

BHECEHHS 3MiH [0 peecTpauiiHux MmaTtepianis: 3MiHW | TUNY - 3MiHK
BHECEHI A0 iHCTPYKLii ANS MeQNYHOro 3acToCyBaHHS NikapCbKOro
3acoby y po3ainu "MpoTtunokasaHHs", "OcobnmnBocTi 3acTocyBaHHS",
"MoGiyHi peakuii" BianoBigHO Ao iHdopmalii pecdepeHTHOro
nikapcbkoro 3acoby Tekdigepa (BnacHuk PI1 - Biogen Netherlands
B.V., Netherlands) (B YkpaiHi He 3apeecTpoBaHuit). BBeaeHHs 3MiH
npoTSarom 6-Tu MicALiB Nicnsa 3aTBepAXEHHS

3a
peuenmom

UA/18285/01/01

65.

OUMETUN®Y
MAPAT-
BICTA

Kancynu 3
MoaundikoBaHUM
BUBINbHEHHSAM MO
240 mr; no 10
kancyn y 6nicrepi;
no 6 Gnictepis B
KapTOHHIN nayui

MicTtpan
Kenitan
MeHemxm
EeHT
JlimiTen

AHrnis

ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
(koHTponb cepii);
KBiHTa-AHaniTuka
C.p.o., Yexis
(koHTpoOnb cepii);
INa6op J1+C AT,
Himeuunna
(koHTpoOnb cepii);
CiHToH XicnaHis,
C.1., Icnanisa
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTpOMb cepii);
CiHToH Yuni N1pa.,
Yuni (BMpoGHMLUTBO
roTOBOI NiKapCbKoi
dopmu, NepBUHHA
Ta BTOPWHHA
ynakoBka, KOHTPOIlb
cepii, BUNyckK cepii)

Yecbka
Pecny6bnik
a/
HimeuvuuH
al Icnanis/
Yuni

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW | TUNY - 3MiHK
BHECEHIi [0 iIHCTPYKLIi Ans MeAMYHOro 3aCTOCYBaHHSI IiKapCbKOro
3acoby y po3ainu "MpoTtunokasaHHs", "OcobnnBocTi 3acTocyBaHHS",
"MobiuHi peakuii" BignosiaHo oo iHopmaLii pedepeHTHOro
nikapcbkoro 3acoby Tekdigepa (BnacHuk PI1 - Biogen Netherlands
B.V., Netherlands) (B YkpaiHi He 3apeecTpoBaHuin). BBegeHHs 3MiH
NPOTArom 6-T1 MicAUIB NiCNsA 3aTBEPAKEHHS

3a
peuenmom

UA/18285/01/02

66.

OIPOPC 160

TabneTku, BKPUTI

TOB

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW | TMNY - 3MiHK

3a

UA/12365/01/01




26 ITponoBkeHHs qomarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NniBKOBOIO "ACIHO BHECEHO B TEKCT MapkyBaHHs1 yrnakoBku Ne 10 (10x1) y 6nictepi peuenmom
oBonoHkoto, 5 YKPAIHA" LLIOZO HAHECEHHS JIOrOTUMY «coLjianbHa nporpamar. TepMiH
mr/160 wmr, no 10 BBEAEHHS 3MiH NPOTSArom 6 MicauiB nicna 3aTBepaXeHHs!
TabneTok y 6nicTepi;
no 1 abo 3 6nictepu
B KapTOHHIN nayui
67. | AlI®POPC 80 TabneTku, BKpUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/12365/01/02
nniBKOBOK "ACIHO oo 6esnekn/edeKTMBHOCTI Ta dhapMakoHarnsgy - 3MiHM BHECEHO | peyernmom
oBonoHKot, 5 Mr/80 | YKPAIHA" B TEKCT MapKyBaHHs ynakoBku Ne 10 (10x1) y 6nictepi wopo
mr, no 10 TabneTok HaHeCeHHs NoroTuny «couianeHa nporpama». TepmiH BBEAEHHS
y 6nictepi; no 1 abo 3MiH NpoTsirom 6 MicAuiB nicnsa 3aTBepAXeHHS
3 6nictepu B
KapTOHHIN nayui
68. | OI®OPC XL TabneTkn, BKpUTI TOB YkpaiHa TOB "dapma Ctapt” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/12365/01/03
nniBKOBOK "ACIHO wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy - 3MiHM BHECEHO | peyenmom
o6ornoHkoto, 10 YKPATHA" B TEKCT MapKyBaHHs ynakoeku Ne 10 (10x1) y 6nicTepi wogo
mr/160 wmr; no 10 HaHeCEeHHSs NoroTuny «couianbHa nporpama». TepMiH BBeOeHHS
TabneTok y 6nictepi; 3MiH NPOTAroM 6 MicALiB Nicna 3aTBEPAKEHHS
no 1 abo 3 6nictepu
B KapTOHHIN navui
69. | AOKCOPYBIL, | po3unH ans iHdys3in, Mepak HimeyunH Mepak Nesenbwadpt | HimeyunH BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/14471/01/01
WH MEOAK 2 mr/mn no 5 mn (10 lesenbla a rop KniHiwe a wono 6esnekun/edbekTnBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
mr) a6o no 10 mn T hrop LLneuianenpenapat 3MiHM [0 y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
(20 wmr), abo no 25 KniHiwe e M6X, HimewyunHa (BBEOEHHS y3aranbHeHWX AaHWUX Npo cucTemMy hapMakoHarnsay,
mn (50 wr), abo no Lneuianb (BignoBipae 3a 3MiHa yNOBHOBaXXeHOT 0cobu, BiANOBIAaNbHOI 3a 3AiINCHEHHS
100 mn (200 mr) y npenapaTt BTOPUHHE hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
chnakoHi, no 1 abo 5 e MbX nakyBaHHs, ONs 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
(bnakoHIiB B yrNakoBLi HaHECEHHS 3aXUCHOI BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
nniBk1 Ha prakoH dapmakoHarnsay (BKOYarun KOHTaKTHI faHi) Ta/abo 3miHu y
(onuioHanbHo), po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - amiHa
[03BiN Ha BUNYCK KOHTaKTHOI 0COOM YyNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBiganbHoi
cepii); Mea-IKC- 3a (pbapmakoHarnsg B YkpaiHi. [lponoHoBaHa pepakuis: bakyH AHHa
Mpecc M'mbX, OnekcaHgpiBHa. 3MiHa KOHTaKTHWUX AaHUX KOHTaKTHO|T ocobu
Himeyuunna YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
(BignoBinae 3a dapmakoHarnag B YkpaiHi
BTOPUHHE
nakyBaHHs1,
HaHECEeHHSs 3aXUCHOI
nniBkX Ha prakoH
(onuioHanbHO));
OHkoTek ®apma
MpogakwH M6X,
HimeyunHa
(Bignosinae 3a
BMPOGHMLUTBO
Hepo3dhacoBaHoi
npoaykuii, nepBuHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI)
70. | AOHOPMIN TabneTku, BKPUTI YIMCA PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianiB: 3MiHu | Tuny - 3miHM  |Ne 10 — 6e3 UA/7213/02/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
obonoHkoto, no 15 CAC wopno 6e3nekun/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHnsi abo | peuenma;
mr; no 10 a6o no 30 3MiHW 40 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarmsay Ne 30 — 3a
TabneTok y Ty6i; no (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy dhapmakoHarnsgy, peuenmom
1 Ty6i B KAPTOHHIl 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAaNbHOI 3a 3AiCHEHHS
KopobuLi chapmakoHarnsay; KOHTaKkTHOT 0cobu 3 hapmakoHarnsay 3asiBHUKa
Ans 34iMCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
hapmakoHarnsgy (BKoYarum KOHTaKTHI gaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-hanna cuctemm papmakoHarnsay) - aMmiHa
KOHTaKTHOI 0COBM yNOBHOBaXeHOI 0CObUM 3asiBHUKA, BigMnoBiganbHOT
3a (papmakoHarnsg B YkpaiHi. NponoHosaHa pegakuis: [aHinosa
Jlapuca BonogumupiBHa. 3MiHa KOHTAKTHMX SAHMX KOHTaKTHOT 0cobu
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
dapmakoHarnsa B YkpaiHi
71. | AOHOPMIN TabneTku Wwunydi no YMCA dpaHuis YIMNCA CAC dpaHuis BHECEHHS 3MiH [0 peecTpauiiHuX MaTepianis: 3MiHu | Tuny - 3miHn  |Ne 10 — 6e3 UA/7213/01/01
15 mr; no 10 CAC wono 6esnekun/edbekTMBHOCTI Ta apmakoHarnsay. BeeaenHs abo | peyenma;
Tabnetok y Ty6i; no 3MiHM 0 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarmnsay Ne 20 — 3a
1 abo 2 Ty6u B (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy dhapmMakoHarnsgy, peuenmom
KapTOHHIN kopobLi 3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIiAaNbHOI 3a 3AiCHEHHS
hapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ONs 30iNCHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
BiJ, YNOBHOBaXXeHOI 0co0W, BiANOBIiganbHOI 3a 34iMCHEHHS
apmakoHarnsgy (BKM4ar4n KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLieHHi macTep-aina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0COOM YyNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBiganbHoOI
3a chapmakoHarnsg B YkpaiHi. [ponoHoBaHa pepakuisa: [laHinosa
Ilapuca BonogumupiBHa. 3MiHa KOHTaKTHUX OA@HUX KOHTaKTHOT ocobu
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBiAaNbHOI 3a
dapmakoHarnsa B YkpaiHi
72. | EBKABAJI®2 MOPOLLIOK ANst ecnapma HimeuumnH TNinpodapm M6X HimeuumH BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - bes UA/16272/01/01
00 CALUE opanbHOro Po34nHy mbX a a NnofaHHs 0O MaTepianiB peecTpauiiHOro OChE akTyarnbHOT peuenma

no 200 mr,no 3ry
cawe; no 20 a6o no
50 cawe B
KapTOHHIN ynakoBLji

cneuudikaLii Ha JONOMiXXHY Ppe4oBUHY (apomaTtusaTop
anenbCUHOBUIA): BUMOIM 3a nokasHukom «Powder density» 3mMiHeHO;
3MiHM | TUNY - NOAaHHS 4O MaTepianiB peecTpaLinHoOro AockE
akTyanbHoi cneuudikauii Ha 4OMOMIXKHY Pe4OBUHY (apomaTtusaTop
anenbCUHOBUIA): Noka3HUK «Heavy metals» Buny4eHo; 3miHu | Tuny -
noAaHHs 40 MaTepianiB peecTpauifiHoro JOCbE akTyanbHOI
cneuudikaLii Ha JONOMIKHY Pe4OBUHY (apomaTtusaTop
anenbCUHOBMIA): nokasHuk «Salmonellay Buny4eHo; 3miHum | Tuny -
noAaHHs 40 MaTepianiB peecTpauifiHoro JOCbE akTyanbHOI
cneuudikaLii Ha JONOMKHY Pe4OBUHY (apomaTtusaTop
anenbCUMHOBMIA): BUMOrK 3a nokasHukoM «Oil extraction» 3miHeHo;
3MiHuM | TUNY - NogaHHA 4O MaTepianiB peecTpaLiiHoro Jocke
akTyanbHoiI cneuudikauii Ha AOMOMXKHY pe4yoBUHY (apomaTtusaTop
anenbCUHOBUIA): BUMOTM 3@ NOKa3HWMKOM «pH» 3MiHEHO; 3MiHu | Tuny
- NofaHHsA 40 MaTepiarniB peecTpaLinHOro AOCbE aKTyarnbHOI
cneuudikaLii Ha JONOMiXKHY Pe4OBUHY (apomaTtusaTop
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Ymosu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

sionycky

peecmpauyiliHo2o
noceio4yeHHs1

anenbCUHOBUIA): BUMOTM 3a nokasHukom «Refractive index» 3amiHeHo

UA/16272/01/02

73.

EBKABAJI®6
00 CALLE

NMOPOLLOK ANsA
0opanbHOro Po34uHy
no 600 mr;no3re
cawe; no 10, abo no
20, abo no 50 cawwe
B KapTOHHIN
ynakoBLi

ecnapma
m6X

HimevunH
a

Jlinoodapm MvbX

HimeyvuuH
a

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny -
nofaHHst 4O MaTepianiB peecTpauifiHoro JOCbE akTyanbHOI
cneundikaii Ha AONOMDKHY pe4oBUHY (apomaTu3aTop
anenbCUHOBUIA): BUMOTU 3a nokasHukom «Powder density» 3mMiHeHo;
3MiHuM | TUNY - NoAaHHA A0 MaTepianis peecTpauiiHoro 4ocke
akTyanbHoI cneuudikaLii Ha 4OMOMIXKHY pevoBUHY (apomaTtusaTop
anenbCUHOBUIA): NoKa3HUK «Heavy metals» Buny4eHo; 3miHu | Tuny -
nogaHHst 4O MaTepianiB peecTpauifiHoro JOCbE akTyanbHOI
cneundikaLii Ha AONOMiDKHY pe4yoBUHY (apomaTusaTop
anenbCMHOBUIA): BUMOTM 3a NokasHukom «Refractive index» 3miHeHo;
3MiHuM | TUNY - NogaHHA Ao MaTepianis peecTpauiiHoro ocke
akTyanbHoI cneuudikauii Ha 4OMOMIXKHY Pe4oBUHY (apomaTtusaTop
anenbCUMHOBUIA): Noka3Huk «Salmonella» Buny4eHo; 3miHu | Tuny -
nofaHHa Jo MaTepianiB peecTpauiiHoro 4OCbE akTyarnbHOT
cneundikaLii Ha JONOMDKHY pe4yoBUHY (apomaTm3aTop
anenbCUMHOBUIA): BUMOrK 3a nokasHukom «Oil extraction» 3amiHeHo;
3MiHuM | TUNY - NogaHHA Ao MaTepianis peecTpauiiHoro ocke
akTyanbHoiI cneuudikauii Ha AOMOMIXHY Pe4OBUHY (apomaTtusaTop
anenbCUHOBUIA): BUMOTU 3@ NMOKa3HUKOM «pH» 3MiHEHO

be3
peuenma

6e3

UA/3960/01/01

74.

EK3OOEPUN
®

kpem 1 % no15r
a6o 30 ry Ty6i; no 1
Ty6i B KAPTOHHIM
kopooui

CaHpos
dapmacb
loTikana
a.a.

CnogeeHisi

BUPOGHMK in bulk,
NepBUHHE i
BTOPVHHE
nakyBaHHs,
KOHTponb: Mepk
KlraA & Ko Bepk
WnitTane, ABCTpis;
BUNYCK cepii:
Canpos N'vbX -
TexOnc, ABCTpisi;
BUPOGHMK in bulk,
nepBuHHE i
BTOPVHHE
nakyBaHHs1,
KOHTPOMb, BUNYCK
cepii: Cantotac
Papma 'M6X,
HimeuunHa

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0 METOAIB KOHTpOrto skocTi J13 3a mokasHuKom
«KinbkicHe BU3Ha4eHHs1 6eH3MNoBOro cnupTy» (MeToa KaninspHoi
rasoBoi xpomarorpadii 3 FID) ans BupobHuka Cantotac ®apma
'm6X, HimeuunHa, a came 3amiHa po34nHHMKa X1IOpodhOpM Ha MEHLL
TOKCUYHUI PO3YMHHUK eTunaueTtaT. KpiM 3a3HavyeHol 3MiHu
NPOMOHYIOTLCA 3MiHWM MeToAy, a came: 3MiHa KOHUeHTpauii Ta
NPUroTyBaHHS PO34MHY BHYTPILLHLOrO CTaHAapTy (MeTunbeHsoar);
3MiHa KOHLEHTpaLjii Ta NpUroTyBaHHs CTaHAapPTHOrO PO3YMHY
(6eH3nnoBuin cNpT); MPUroTYBaHHA BUNPOBGOBYBAHOrO PO34MHY; Yac
YTPUMYBaHHS 6EH3UNOBOro CNMpTy (3aTBEpAKEHO: NpnbnusHo 2,3
XB, 3aMpornoHoBaHo: 2,6 xB); peAakuiliHi 3MiHX B NpuaaTHOCTI
cuctemu Ta popmynu pospaxyHky. KpiMm 3asHaveHoi 3MiHU
NPOMOHYETLCA BHECEHHS 3MiH 40 METOAIB KOHTposto fKocTi J13 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs1 6eH3MMoBOro cnupTy» (MeToa
KaninsipHoi razoBoi xpomarorpadii 3 FID) ans BupobHuka Mepk
KlraA & Ko Bepk LLniTTanb, ABCTpisi, @ came: He3Ha4Hi 3MiHM B
NpUroTyBaHHi BUNPOo60oBYBaHOro po34nHy, B NPpUMAATHOCTI CUCTEMU Ta

nesiki pegakuiviii npaBkn

peuenma

UA/11923/01/01

75.

EKCUMIAT M
rAPONOCH
MOH

eMynbCis HaLKipHa,
40 mr/mn; no 200 mn
y chnakoHi; no 1
hnakoHy B
KapTOHHiIl kopobuyj;
no 500 mny
naKkoHi

Fangepma
CA

LLiBenuapis

LLnipir ®apma Al

LLiBenuapis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK
wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW 00 y3aranbHeHWX AaHnX Npo cucTemMy chbapMakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy dbapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiaanbHOI 3a 3aiCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
0N 30iMCHEHHS dhapmakoHarnsay B YKpaiHi, SKLWO BOHa BigMiHHA

be3
peuyenma

Bif] ynoBHOBaxeHOi ocobu, BignoBiganbHoi 3a 34ilCHEHHSsI
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
hapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI macTep-anna cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0cobu 3asiBHUKA, BianoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy B YkpaiHi: [ponoHoBaHa pegakuis- [Janinosa
INapuca BonogmmupieHa. 3MiHa KOHTaKTHUX A@HWUX KOHTaKTHOT 0co6u
yNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHoI 3a 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi
76. | EKCUNIAIIM | emynbcis HalukipHa, langepma | LUsenuapi LUnipir ®apma Al LLIsenuapi BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK bes UA/11920/01/01
ninonocbu 20 mr/mn; no 200 mn CA ] a oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenma
OH y donakoHi; no 1 3MiHW 40 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarmsay
hbnakoHy B (BBEOEHHS y3aranbHeHVX AaHWX Npo cuctemy hapmakoHarnsgy,
KapTOHHiIN kopooLyj; 3MiHa ynoBHOBaXeHOi 0cobu, BiANoOBiganbHOI 3a 3aiCHEHHS
no 500 mny dapmakoHarnagy; KOHTakTHOi 0cobu 3 hapmakoHarnsaay 3asBHUKa
hbnakoHi ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA
Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKM4ar4um KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-anna cuctemn papmakoHarnsaay) - amiHa
KOHTaKTHOI 0cobu 3asiBHUKA, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnagy B YkpaiHi: [ponoHoBaHa pefakuis- [aninosa
Jlapuca BonogumupiBHa. 3MiHa KOHTAKTHUX JAaHWUX KOHTaKTHOT 0cobu
yNOBHOBaXeHOI 0cobM 3asiBHMKa, BignoBiganbHoOI 3a 34iNCHEeHHS
dapmakoHarnsgy B YkpaiHi
77. | ENEYTEPOK eKCTpaKT piakun ans AT YkpaiHa AT "INy6Hudapm" YkpaiHa BHECEHHS 3MiH O PeECTpaLiHMX MaTepianiB: YTOYHEeHHs1 yMOB 6e3 UA/4566/01/01
OK nepopanbHOro "IlybHnda Bianycky B Haka3i MO3 YkpaiHn N2 1498 Bia 20.07.2021 B peuenma
3aCTOCYBaHHS, pm" npoueci nepepeecTtpadii. Pegakuis B Hakasi: 3a peLentom.
cnupToBuMi no 50 mn 3anponoHoBaHa pepakuis: 6e3 peuenTa.
y cbnakoHi; no 1
nakoHy B nauui; no
40 mn abo 50 mn y
dnakoHax; no 20 kr
y ByTnsx
78. | ENIQEN® Kpem ans MEOA Himey4unH MEOA PpaHuis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHK 3a UA/7137/01/01
30BHILUHLOIO dapma a MeHblodekyepuHr wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsigy. BeegeHHs abo | peyenmom
3actocyBaHHs 1 %; m6X eHa 3MiHW [0 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
no15r,30r,60r Ko. KI" (BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy dbapMakoHarnsay,

abo 100 r y Ty6i; no
1 Ty6i B kKOpOOL;i 3
KapTOHY

3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ONs 3gincHeHHs dhapmakoHarnsay B YkpaiHi, SKWo BOHa BiAMiHHa
Bil ynoBHOBakeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - aMmiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
cbapmakoHarnsg,.
MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWUX YNOBHOBaXeHOi ocobu, BianoBigansHoi 3a
dapmakoHarnag. 3miHa KOHTAKTHUX JAaHWUX KOHTaKTHOT 0cobu
yrnoBHOBaxeHoi ocobu, BignosiaanebHoi 3a dhapmakoHarnsig B
YkpaiHi.
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3miHa micue3HaxoOXeHHs macTep-carnina cuctemu
apmakoHarnagy. 3miHa micus 34iNCHEHHSA OCHOBHOI 4iSiNbHOCTI 3
apmakoHarnsgy
79. | EHANANPUN | Tabnetku, 10 mr/25 TOB Ykpaina AT YropwuHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny - 3a UA/16668/01/01
H-TEBA mr no 10 TabneTok y "TeBa dapmaLeBTUYHUIA nopaHHsi oHoeneHoro CeptudikaTy BignosigHocTi €8p. Papm. R1- | peuernmom
6nicTepi; no 2 abo YkpaiHa" 3aBog TEBA CEP 2000-258 Rev 03 ana A®| EHananpuny maneary Big yxe
no 3, abo no 5, abo 3aTBepakeHoro BupobHuka Esteve Quimica S.A. (Spain).
no 6, aéo no 10 OHoeneHHss CepTudikaTty BignosigHocTi 3 Bepcii R1-CEP 2000-258
GnicTepiB y kopobui Rev 02 pgo Bepcii R1-CEP 2000-258 Rev 03 Bigbynock y 38’s13ky 3i
3MiHOI0 agpecu ronoBHoro ogicy BnacHuka CeptudikaTy
BignosigHocTi Esteve Quimica S.A; 3miHu | Tuny - npyBeaeHHst
BMMoOr crneuumdikadii Ha AD| y BigNoBiAHICTE 40 BUMOT, 3a3Ha4YeHWX B
OHOBMeHi MoHorpadii €P Ha AP Erananpun maneat. OgHieto 3i
3MiH € BUNy4YeHHs napameTpy «Heavy metals», y cynpoBOaKeHHSs
SIKOI 3asiBHUK HaJa€ OLiHKY PU3WKY NPUCYTHOCTI eNeMeHTHUX
OOMILLIOK BignoBigHo Ao kepiBHuutea ICH Q3D
80. | EHEAC Tabnetku; no 10 deppep Icnanis deppep IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/10389/01/01
TabneTok y 6nictepi; IHTepHaui IHTepHauioHanb, woao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsgy - BHECEHHS! 3MiHW | peuernmom
no 3 Gnictepn y OHarnb, C.A. Ao po3sginy «MapkysaHHs» MKA J13.
KapTOHHiIN kopoOLi C.A. 3anponoHoBaHo: MAPKMPOBKA. CooTBeTCTBYET YTBEPXKOAEHHOMY
TEKCTY MapKUpOBKM
81. | EHTEPOXEP | cycneHsis opanbHa; TOB YkpaiHa CaHodi C.n.A. ITanisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK bes UA/15608/01/01
MIHA® Ne 10; Ne 20 (10x2): "CaHodi- wono 6esnekun/edekTUBHOCTI Ta bapmakoHarnsgy. BeegeHHs abo | peyenma
DOPTE no 5 mMn y donakoi; ABeHTiC 3MiHWM [0 y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnagy
no 10 conakoHis, Ykpaina" (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy bapmakoHarnsgy,
3’eAHaHNX MiXX 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3AiNCHEHHS
coboto hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
nonieTMneHoBo ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
nepemMmnykoto, y Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
kaceTi; no 1 abo 2 apmakoHarnsay (BKIOYarum KOHTaKTHI faHi) Ta/abo 3miHu y
KaceTun B KapTOHHIW po3MiLLeHHi MacTep-channa cuctemy chapmakoHarnsgy) - aMmiHa
kopooui yNOBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHoi 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: XopgakiBcbka TeTsiHa BavecnagiBHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHMKA, BiAnoBiAansHoi
3a (papmakoHarnsig
82. | EHTEPO®YP cycneHasisi oparnbHa, BocHanek BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/1991/02/01
nne 200 mr/5 mn; no 90 n.o. lepuerosu Iepuerosu 36inbLueHHs abo BBeAEHHS Nepiody NOBTOPHOIO peuenmom
My donakoHi; no 1 Ha Ha BUNpobyBaHHs/nepioay 36epiraHHs Ha OCHOBI pe3ynbTaTiB

hnakoHy 3
NNacTMKOBOK
NOXKOH-A03aTOPOM
Y KapTOHHIlA Kopoobui

[OCTipKeHb y peanbHOMY Yaci - 30iNbLUeHHS nepiogy NOBTOPHOIO
BunpobyBaHHsa ans A®I Hipypokcasnay BupobHuuTea Global
Calcium Private Ltd., IHais 3 2 pokiB Ao 3 pokiB, HA OCHOBI
NO3UTUBHUX OAHMX 3 OOCNIOKEHHS CTabiNbHOCTI; 3miHu II Tuny -
BHECEHHS 3MiH 10 p.3.2.S, y 3B’3Ky 3 BBE[IEHHSIM HOBOI Bepcil
MacTtep-cariny Ha AP Hidypokcasuay (Rev of ASMF O-NR-E-1901)




31 ITponoBkeHHs qomarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Bia BUpobHuka MOEHS IBERICA S.L.A., IcnaHis
83. | EPIAOH® PO34MH oparnbHui, 1 TOB YkpaiHa Oap Anb JaBa Wopaanis/ BHECEHHS 3MiH 0 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny — 3a UA/16894/01/01
mr/mn, no 30 mny "ACIHO [eBenonmeHT eHp Ipnangis BHECEHHS 3MiH [0 MaTepianiB peecTpauinHoro gocke, p. 3.2.P.7. peuenmom
nakoHi; no 1 YKPAIHA" IHBecTmeHT Ko. Cuctema KoHTelHep/3aKkynoptoBarnbHui 3acib, a came He3HauHi
dnakoHy y nta., Nopaanis 3MiHM B cneumdikauii 4O3y4oro NpUCTPOIO Ta PO3aiNieHHs
KOMMNNEKTi 3 (BUpoBHULTBO, cneumdikauii ans gosyoyoi nineTtku (dosing pipette) Ta ouncHuka
A03Yy040I0 NINEeTKO nakyBaHHs Ta (wiper) Ha aBi okpemi
B KapTOHHIN nayui KOHTPOSIb SKOCTi
nikapcbKoro
3acoby); Komnnit
JlabopaTopi
ConywHs, Ipnangis
(KOHTpOnb SKOCTI
(mikpobionorivyHun
KoHTporb)); LaHernb
Megikan, IpnaHgisa
(koHTpOnb sIKOCTI Ta
BMNYCK cepii)
84. | EYTUPOKC TabneTku no 25 mkr; Mepk HimeuunH | Mepk Xenckea KMaA | HimewuuH BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/8388/01/01
no 25 tabnetok y Xenckea a a oo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy - 3MiHM BHECEHO | peyenmom
6nicTepi; no 2 abo KraA B TEKCT MapKyBaHHsi NepBUHHOI ynakosku 113
no 4 6nictepu B
KapTOHHiIN kopobLi
85. | EYTUPOKC Tabnetku no 50 mkr; Mepk HimeyunH | Mepk Xenckea KlM'aA | HimeuunH BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/8388/01/02
no 25 tabnetok y Xerickea a a woao 6e3nekn/ePeKTBHOCTI Ta papMakoHarnsay - 3MiHU BHECEHO | peyernmom
6nicTepi; no 2 abo KlraA B TEKCT MapKyBaHHsi NepBUHHOI ynakoBku 113
no 4 6nictepu B
KapTOHHiIN kopobui
86. | EYTUPOKC TabneTku no 75 Mkr; Mepk HimeuunH | Mepk Xenckea KlaA | HimeuunH BHECEHHS 3MiH 10 peecTpauinHMX maTepianis: 3MiHu | TUMy - 3MiHK 3a UA/8388/01/03
no 25 tabnetok y Xerckea a a woao 6e3nekn/ePeKTUBHOCTI Ta papMakoHarnsaagy - 3MiHU BHECEHO | peyernmom
6nictepi; no 2 abo KraA B TEKCT MapKyBaHHSA NEePBUHHOI ynakoBku J13
no 4 6nictepu B
KapTOHHIN kopobui
87. | EYTUPOKC Tabnetkn no 100 Mepk HimeuunH | Mepk Xenckea Kl'aA | HimewuuH BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/8388/01/04
MKr; Mo 25 TabneTtok Xerckea a a wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy - 3MiHM BHECEHO | peyenmom
y bricTtepi; no 2 abo KlraA B TEKCT MapKyBaHHsi MEPBUHHOI ynakosku J13
no 4 6nictepu B
KapTOHHI kopobui
88. | EYTUPOKC Tabnetkun no 125 Mepk HimeuunH | Mepk Xenckea Kl'aA | HimewunH BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHn 3a UA/8388/01/05
MKr; Nno 25 TabneTtok Xernckea a a opao 6esnekn/edeKTMBHOCTI Ta dhapMakoHarnsaay - 3MiHW BHECEHO | peyernmom
y bnicTtepi; no 2 abo KraA B TEKCT MapKyBaHHsi NepBUHHOI ynakoBku N3
no 4 6nictepu B
KapTOHHiIN kopobui
89. | EYTUPOKC Tabnetku no 150 Mepk HimeuunH | Mepk Xenckea KlMaA | HimeuunH BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3MiHu | TUny - 3miHK 3a UA/8388/01/06
MKr; no 25 TabneTtok Xernckea a a woao 6e3nekn/edPeKTBHOCTI Ta hapMakoHarnsgy - 3MiHU BHECEHO | peyernmom
y bnicTtepi; no 2 abo KlraA B TEKCT MapKyBaHHsi NepBUHHOI ynakosku 113
no 4 6nictepu B
KapTOHHIN kopobui
90. | EQEPAIITAH | T1abnetku wunyyi no YIMCA PpaHuis YIMNCA CAC PpaHuisi BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu | TUny - 3miHn be3 UA/5237/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
500 wmr; no 4 CAC wopno 6esnekun/ecekTUBHOCTI Ta hbapmakoHarnsgy. BeegeHHs abo | peuenma
TabneTkun y cTpuni; 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy hapmakoHarnsgy
no 4 ctpunu y (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy dhapmakoHarnsgy,
KapTOHHiI kopobui 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3AiMCHEHHS
chapmakoHarnsay; KOHTaKkTHOT 0cobu 3 hapmakoHarnsay 3asiBHUKa
Ans 34iMCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
bapmakoHarnsay (BKoYarum KOHTaKTHI gaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-hanna cuctemm papmakoHarnsay) - aMmiHa
KOHTaKTHOI 0COBM yNOBHOBaXeHOI 0CObUM 3asiBHUKA, BigMnoBiganbHOT
3a (papmakoHarnsg B YkpaiHi. NponoHosaHa pegakuis: [aHinosa
Jlapuca BonognmupiBHa. 3MiHa KOHTAKTHMX SAHMX KOHTaKTHOI oco6u
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
dapmakoHarnsa B YkpaiHi
91. | E®®PE3EN renb;no5r, 151,30 | Nangepma | Leenuapi NABOPATOPIT dpaHuis BHECEHHS 3MiH 0 peecTpaLliiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/15311/01/01
rrento y Ty6i; no 1 CA A FANOEPMA oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegenHs abo | peyenmom
Ty6i B KApPTOHHIN 3MiHM 0 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarmnsay
kopobui; no 15, 30 (BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy hapMakoHarnsay,
I rento y KOHTEeNHepi; 3MiHa yNOBHOBaXXeHOT 0cobu, BiANOBIAaNbHOI 3a 3AiINCHEHHS
no 1 KOHTENHepy B dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asBHVKa
KapTOHHiIN kopoOLi ONs 30iNCHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
BiJ, YNOBHOBaXXeHOI 0co0W, BiANOBIiganbHOI 3a 34iMCHEHHS
bapmakoHarnsgy (BKM4ar4um KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi macTep-aina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0cO0M 3asiBHUMKa, BignoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy B YkpaiHi: [ponoHoBaHa pefakuis- [Janinosa
Ilapuca BonogumupiBHa. 3MiHa KOHTaKTHUX AA@HUX KOHTaKTHOT ocobu
YNOBHOBaXEHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi
92. | EXIHALEA Po3uuH ans iH'ekuin Bionoriwe HimeyvuuH Bionoriwe HimeyuuH BHECEHHS 3MiH A0 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3MiHU 3 3a UA/7368/01/01
KOMNO3UTY | no 2,2 mn B amnyni; Xannbmitt a Xannbmittenb a akocTi. CepTudikaT BignosigHocTi/l'E-cepTudikaTt BiaNoBigHOCTI peuenmom
MC no 5 amnyn y enb Xeenb Xeenb 'M6X €Bponelickkin dpapmakonei/moHorpadii. 3MiHW, NoB'a3aHi 3
KOHTYpPHIn meX HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTbL A0 MoHorpadii AdPY abo
YapyHKOBIN €Bponencbkoi hapmakonei, abo iHLWOoi HauioHanbHOI dhapmakonei
ynakosLj; o 1 nepxasu €C (3miHa y cneumdikauii HecbapmakoneriHoro A®| ans
KOHTYpPHIn npuBeaeHHs y BianoBigHicTb fo Bumor DY abo €BponencbKoi

YapyHKOBI ynakoBsLi
B KOpOOLji 3 KapTOHY
abo 2 KOHTYpHiI
YapyHKOBi yNaKkoBKM
B KOpOOLji 3 KapTOHYy;
no 2,2 mn B amnyni;
no 5 amnyny
KOHTYPHIl
YapyHKOBIN
ynakoBui; no 20
KOHTYPHUX
YapyHKOBMX

dapmakonei, abo iHLWoi HauioHanbHOT dapmakonei Aepxasu €C) -
[onomixxHa pevyoBuHa/BUXigHWI MaTepian Ans BupobHuutea AdI -
3MiHa cneuudpikauii Baptisia tinctoria MT 3 BnacHoi MoHorpadii
komnaHii Ha HAB (MoHorpadisi 4ns CUPOBWMHM i MaTEPUHCBKOT
TUHKTYpW). 3aTBepaxeHo Baptisia tinctoria MT Specification
according to Company own monograph «Baptisia tinctoria»
3anponoHoBaHo Baptisia tinctoria MT Specification according to
HAB monograph «Baptisia tinctoria»
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YMaKkoBOK B KOPOOLUi
3 KapTOHY
93. | 3AMEKCEH pPO34MH Ans iH'ekuin, | MNpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHn 3a UA/15163/01/01
50 mr/mn, no 2 mn B aKuioHepH akuioHepHe Loao G6esnekn/edPekTUBHOCTI Ta hapMaKkoHarnsay - BHECEHHS! 3MiHW | peuenmom
amnyni; no 10 amnyn e TOBapUCTBO o po3sginy «MapkyBaHHsi» MKA J13:
B MayLi 3 KAPTOHY; TOBapUCTB "INekxim-Xapkis" 3anponoHoBaHo: MAPKYBAHHA BignosigHo 4o 3aTBepaKeHoro
no 2 mMn B amnyni; o "lNekxim- TEKCTy MapKyBaHHS. OHOBMNEHHS TEKCTY MapKyBaHHS YNaKkoBKW
no 5 amnyn B Xapkis" nikapcbkoro 3acoby 3 BHECEHHSAM iHchopMalii LLoAo 3a3HavYeHHs
6nictepi; no 2 OAMHULL BUMIpIOBaHHS y cucTeMi S| Ta Ha BTOPUHHIN ynakoBLi Y
Gnictepu y navui 3 nyHkTi "17. IHLWE" 3miHeHo 3a3HayeHHs woao "HassHa iHopmaLis
KapToHy; Mo 5 mn B CTOCOBHO BnacHvka TM" Ha "HasiBHa iHdbopmaLiis CTOCOBHO
amnyni, no 5 amnyn anctpub’iotopa”. BBeaeHHs amiH npoTaroM 3-x Micsilie nicns
B nayui 3 KAPTOHYy; 3aTBEpPOKEHHS
no 5 mn B amnyni;
no 5 amnyn B
onictepi; no 1
onictepy y nayui 3
KapToHY
94. | 3BEHTEN™ Tabnetkun no 400 mr; | MmakcoCwmi Benuka "makcoCmiTKnsanH MiBaeHHo- BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHn 3a UA/10241/01/01
no 1 Tabnetuyiy TKnamH BpuTtaHia KoHcbtomep AdbpurkaHc wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peyenmom
6nictepi; no 1 Excnopt Xenckep lNiBaeHHa bKa 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
6nictepy B kopobui 3 Tlimiteq Adpuka (M1y) ITa, Pecny6bnik (BBEOEHHS y3aranbHeHVX AaHWX Npo cuctemy hapmakoHarnsgy,
KapTOHYy MiBoeHHo- a 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a 34iNCHEHHS
AdpurkaHcbka hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
Pecny6nika ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA
Bi, ynoBHOBaxeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
ynoBHOBaXeHoI ocobu 3asiBHUKA, BiAMNOBIganbHOI 3a
apmakoHarnsag;
MponoHoeaHa peaakuis — [p. Mexc-Ynbpix LWtermann / Dr. Jens-
Ulrich Stegmann, MD. 3miHa KOHTaKTHUX 4aHWUX YNOBHOBaXEHOI
ocobu, BignosiganeHoi 3a dpapmakoHarnsig. 3miHa Homepy Ta
MiCLle3HaxomKeHHs MacTep-canna
95. | 3IHHAT™ TabneTku, BKPUTI "makcoCwmi Benuka "makco OnepenHc Benuka BHECEHHS 3MiH 10 peecTpauiiHuX MaTtepianis: 3aMiHu | TUNY - 3MiHK 3 3a UA/5509/02/01
obornoHkoto, no 125 TKnanH BpuTaHis HOK Iimiten BpuTaHis sikocTi. A®l. BupobHmuTBO. 3MiHa po3mipy cepii (Bkntoyaroun peuenmom
mr; no 10 TabneTok Ekcnopt AianasoHun) A®I abo NpomiXkKHOro NPOAYyKTY, SKUA 3aCTOCOBYETHLCH Y
y bnicTtepi; no 1 Nimiteq npoueci BupobHmuTea AP (36inbweHHs o 10 pasiB NopiBHSHO i3
6nictepy B kopobui 3 3aTBEPIKEHUM PO3MIpOM) - BBEAEHHS [0AaTKOBUX PO3MIpIB cepii Ha
KapTOHYy NPOMIKHUX eTanax BupobHuutea AP| Liedypokcumy akceTuny
(Stage 1. Preparation 3-Hydroxycefuroxime; Stage 2. Preparation
Cefuroxime Acide) Big Bupo6Huka Nectar Lifesciences Ltd.
BeeneHHs 3miH 3 BepecHs 2021 poky
96. | 3IHHAT™ TabneTku, BKPUTI "makcoCwmi Benuka "makco OnepenHe Benuka BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/5509/02/02
obornoHkoto, no 250 TKnanH BpuTaHis HOK Jimiten BpuTaHis sikocTi. A®l. BupobHmuTBO. 3MiHa po3mipy cepii (Bkntoyaroun peuenmom
mr; no 10 TabneTok Ekcnopt pianasoHun) A®I abo NpomiXKHOro NPoAyKTY, KU 3aCTOCOBYETHCH Y
y 6nicTtepi; no 1 Timiteq npoueci BupobHmuTea APl (36inbweHHs o 10 pasiB NopiBHSHO i3

6nictepy B kopobui 3

3aTBEPIKEHUM PO3MipOM) - BBEAEHHS 0AaTKOBUX PO3MipiB cepii Ha
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KapToHy npoMixHMX eTanax BupobHuutea AP| Liedypokcumy akcetuny
(Stage 1. Preparation 3-Hydroxycefuroxime; Stage 2. Preparation
Cefuroxime Acide) Big Bupo6Huka Nectar Lifesciences Ltd.
BBegeHHs 3miH 3 BepecHs 2021 poky
97. | 3IHHAT™ TabneTkn, BKpUTI "makcoCmi Benuka "nakco OnepenLHc Benwka BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3MiHK 3 3a UA/5509/02/03
ob6onoHkoto, no 500 TKnanH BpuTaHis HOK Nimiteq BpuTaHis skocTi. A®l. BupobHuuTBo. 3miHa po3mipy cepii (Bkntoyatoun peuenmom
mr; no 10 TabneTok Ekcnopt aianasoHun) A®| abo NpoMiDKHOTO NPOAYKTY, SIKMA 3aCTOCOBYETLCS Y
y bnicTtepi; no 1 Nimiteq npoueci BupobHmuTea AP (36inbweHHs o 10 pasiB NoOpiBHSHO i3
6nictepy B kopobui 3 3aTBEPAKEHUM PO3MIPOM) - BBEAEHHS A0AATKOBMUX PO3MIpIiB cepii Ha
KapToHy NpoMixHMX eTanax BupobHuuTea AP| Liecdpypokcumy akceTuny
(Stage 1. Preparation 3-Hydroxycefuroxime; Stage 2. Preparation
Cefuroxime Acide) Big Bupo6Huka Nectar Lifesciences Ltd.
BBepneHHs 3miH 3 BepecHsa 2021 poky
98. | 3IHHAT™ rpaHynu ans "makcoCmi Benuka "nakco OnepenLuHc Benwka BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/5509/01/01
npurotysaHHs 100 TKnamH BpuTtaHis HOK Nimiten BputaHia BBEAEHHA A0AATKOBMX PO3MIpIB Cepii HA NPOMIDKHUX eTanax peuenmom
M (125 mr/5 mn) Ekcnopt BupobHuuTBa ADI Lledypokeumy akcetuny (Stage 1. Preparation 3-
cycneHsii, 1 donakoH Timiteq Hydroxycefuroxime; Stage 2. Preparation Cefuroxime Acide) Big
3 rpaHynamv pasom BupobHuka Nectar Lifesciences Ltd. BeeaeHHi aMiH 3 BepecHs 2021
3 MipHMUM KOBMa4YKOM poKy
Ta MipHOO
NOXEYKOH B
KapTOHHIN kopobui
99. | 3IHHAT™ rpaHynu ans "makcoCwmi Benuka "makco OnepenHe Benuka BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu | Tuny - 3a UA/5509/01/02
npurotysaHHsa 100 TKnanH BpuTaHis HOK Iimiten BpuTaHis BBeJEHHS 40AaTKOBUX PO3MIpIB Cepil Ha NPOMIXKHUX eTanax peuenmom
M (250 mr/5 mn) Ekcnopt BupobHuuTBa ADI Lledypokecumy akcetuny (Stage 1. Preparation 3-
cycneHsii, 1 dpnakoH Nimiteq Hydroxycefuroxime; Stage 2. Preparation Cefuroxime Acide) Big
3 rpaHynamv pasom Bupo6Huka Nectar Lifesciences Ltd. BeBegeHHi 3miH 3 BepecHsi 2021
3 MiPHUM KOBMAYKOM pOKy
Ta MipHoto
NOXEYKOH B
KapTOHHiIN kopobui
100.| IBYNPOM cycneHsisi oparbHa, HOHinab, CLA BupobHuuTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 be3 UA/15878/01/01
Oonda OITEN no 100 mr/5 mn, no n nepBuHHE Ta HinepnaH sikocTi. CepTudikat BignosigHocTi/l' E-cepTudikat BignoBigHOCTI peuenma
100 mn, 150 mn abo BTOPUHHE an/ €Bponencokin dhapmakonei/moHorpadii. 3MiHu, NoB'a3aHi 3
200 Mn y donakoHi; nakyBaHHs, MNonblia HeobXiaHiCTI0 NpuBeAeHHs Y BiANoOBIgHICTL 40 MoHorpadii APY abo
no 1 pnakoHy y KOHTPOrb SIKOCTI, €Bponelicbkoi hapmakonei, abo iHWoi HauioHanbHOI hapmakonei
KOMIMMEKTi 3i BUNYCK cepii aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i 3miHamu B J®Y,
LUNPULIOM- roToBOro abo €sponeiicbkint hapmakonei, abo iHLWiN HauioHanbHin
[03aToOpoM Mo 5 Mn nikapcbkoro 3acoby: hapmakonei aepxasu €C) - 3MiHa Ha3BKU AOMNOMKHOI PE4YOBUHM 3
B KapTOHHI kopobui dapmacbeppa «KUCMnoTa NMMOHHa 6e3BoAHa» Ha «K1CMNoTa NIMMOHHa» -NpuUBeAeHO
MaHydekuypiH, y BignoBigHicTb Ao BUMor moHorpadii Citric acid EP, sik Hacnigok
C.N., IcnaHis; oHoBneHHs p. 3.2.P.1. Onuc i cknag nikapcbkoro 3acoby, 3.2.P.3.2.
BupobHuLTBO, Cknap Ha cepito, 3.2.P.4.1. Cneundikauii. 3.2.P.4.2. AHaniTu4Hi
nepBrHHe Ta MeToauku, 3.2.P.4.4. O6r'pyHTyBaHHs cneuundikauii. 3MiHW BHeceHi
BTOPUHHE B IHCTpyKLUito Ans MeguyHoro 3actocyBaHHs 13 y p. "Cknag”
nakyBaHHS, (monomixxHi peyoBWHM). BBEAeHHSA 3MiH NnpoTarom 6-Tu MicauiB nicns

KOHTPOIb SKOCTI,
BMNYCK cepii

3aTBEepXKEeHHA
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

roToBOro
nikapcbkoro 3acoby:
Dendapm bnagen
B.B., Hinepnanau;
KoHTponb siKocTi (3a
BUHATKOM
MikpobionoriyHoro
KOHTPOIIO), BUNYCK
cepii rotoBoro
NPOAYKTY:
dapmanigep, C.A.,
Icnanis;
BupobHuuTBo,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOIb SKOCTI:
Epnedapm, C.J1.,
Icnanis; Bunyck
cepii rotoBoro
npoaykty: TOB HOC
dapmadis, MonbLua;
AnbTepHaTuBHa
ainbHUUA ans
npoBefeHHst
MikpobionoriyHoro
KOHTpOTO
(cybporosip 3
BVMPOGHMKOM
dapmanigep, C.A.):
Biona6 C.J1., Icnanisa

101.

IBYNPO®EH
BEBI

cycneHsisi oparbHa,
100 mr/5 mn, no 100
mr, abo no 200 mny
donakoHi; no 1
hnakoHy pasom 3
[03Yy4nM
NpUCTPOEM Y
KOpOoO6Li 3 KapTOHY

TosapucT
BO 3
obmexeHo
10
Bignoeiga
TNbHICTIO
"®papmaune
BTUYHA
KOMMNaHis
"3gopos's"

YkpaiHa

TosapucTBo 3
0obMexeHo
BiAnoBiganbHICTO
"®apmMaueBTnYHa
KomnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. CepTtudikat BignosigHocTi/l'E-cepTudikaTt BianoBigHOCTI
€Bponelicbkin hbapmakonei/moHorpadii. MoaaHHA Hosoro abo
OHOBIEHOro cepTudikaTa BignosigHocTi abo BUNYYeHHS
cepTudikaTa BignoBigHOCTI €Bponevickkin dapmakonei: ana Ad®l;
Ans BUXiAHOrO MaTepiany/peareHTy/npoMiXKHOro NpoaykKTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; ANnst 4ONOMiXXHOT pe4oBUHM
(cepTtudpikaT BignoBigHocTI €Bponenchkin dapmakonei) - HoBui
cepTudikaT Big HOBOro BUpoOHuMKa (3amiHa abo AOMOBHEHHS) -
noAaHHsi HOBOro cepTudikaTta BignoBigHOCTI EBponenchKii
dapmakonei Ne R1-CEP 2000-087-Rev 03 ans gitoyoi peqyoBuHu
Ibuprofen Big HoBoro BMpo6Huka BASF SE (BMpobHuya ainbHuus
BASF Corporation, United States). B pamkax 3asiBneHoi npoueaypu
BiAGynuck 3miHM B cneundikadii Ta metogax koHTponto AdI,
30Kpema Ao4aHHsA nokasHukiB «Jomiwka F», «3anvikoBa KinbKicTb
opraHiYHMX PO34MHHUKIBY, «3aranbHuii poccop» y BianosigHOCTI Ao
CEP 1a moHorpadii EP ansa gaHoro Bupo6Huka

be3
peuenma

UA/11513/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
102.| IMYHOINOBY | po3uvH Aans iH'ekuin TOB Ykpaina BMPOBHMLTBO, YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3miHu 3 3a UA/15902/01/01
NIH NOAUHN | 10%, no 1,5mn B "BIOPAP nepBuHHE sikocTi. [oToBMI Nikapcbkui 3aci6. Cuctema peuernmom
HOPMAIJIbHU | amnyni; no 10 amnyn MA nakyBaHHS; KOHTenHep/3akynoptoBasibHuUiA 3acid. 3MiHa y NepBUHHIN ynakoBLi
n- y navui MNA3MA" BTOPUHHE roTOBOro fnikapcbkoro 3acoby (Tun KoHTenHepa abo AofaBaHHSA
BIO®APMA nakyBaHHs1, BUMYCK HOBOrO KOHTeWHepa) - Buny4yeHHst NepB1HHOT yNnakoBku, L0 He
cepini: TOB NPU3BOAUTb A0 MOBHOMO BUIyYEHHS MikapCcbkoro 3acoby 3 neBHO
"BIO®APMA cunoto aii abo y neBHiN nikapcbkil opmi - BUNyYeHHS NepBUHHOT
MNA3SMA" ynakoBku Mo 3 mMn B amnyni. 3MiHW BHOCATLCA A0 peecTpauiiHoro
nocsigyeHHs, MKA, iHCTpyKLUii NSt MeAMYHOro 3acToCyBaHHS,
KOPOTKOI XapakTepUCTMKN LOAO YNakoBK/ 3 BiAMOBIAHUMW 3MiHAMK Y
TEKCTi MapKyBaHHS! YNakoBKy NikapcbKoro 3acoby; amiHu | Tuny -
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3aci6. Cucrema
KOHTeWHep/3aKkynoptoBanbHuiA 3acib (iHwwi 3mMiHu) - 3MiHK A0 po3ainy
"Ynakoska" MKA (BUny4eHHss nocunaHb Ha TEXHIYHY JAOKYMEHTaLio
BMPOOHWKa NEPBUHHOIO Ta BTOPMHHOTO NaKyBaHHS)
103.| IHFARIMT-KM | cnpen no 30 mny AT Ykpaina AT "Crtoma" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3aMiHu | Tuny - 3miHu 3 bes UA/0827/01/01
6anoHi 3 knanaHom "Ctoma" aKocTi. [oToBMI nikapcbkuii 3acib. KOHTporb roToBoro nikapcbkoro | peuyenma
HaCOCHOro Tuny; no 3acoby - BHeceHHs 3MiH Ao CneuudikaLii Ta METOAIB KOHTPOMO
1 6anoHy 3 MKA J13, a came 3a3Ha4yeHHs KOPEKTHUX MOCUNaHb Ha Aitovy
posnuroBademM Ta pegakuito dY 3a HacTynHMMM Noka3Hukamu: "laeHTndikauis”,
3aXUCHUM "l'yctuHa", "MikpobionoriyHa yucrota”, "KinbkicHe BU3HaueHHs"
KOBMA4KoM y nauui 3
KapTOHY
104.| IHNITA TabneTkn, BKpUTI MN®AN3EP CLWA Mdparizep HimeuumH BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/14080/01/02
NniBKOBOO EMY.CcLOI MeHtodekqypuHr a apMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus | peyenmom
000MnoHKot0, Mo 5 Mmr; . Honunenn M6X nNpoBafXXeHHs AisinbHOCTI BUPOOHMKa (BKIoYakoum, 3a HeobXigHOCTi,
no 14 tabnetoky KOPMOP MicLie NpPoBeAEeHHS KOHTPOIO SKOCTi), abo BnacHvka macTtep-danna
6nictepi; no 2 abo ENLIH Ha A®I, abo noctavanbHuka A®l/BuxigHoro
no 4 Gnictepu B maTepiany/peareHTy/NpoOMiKHOrO NPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
KapTOHHiI kopobui BUPOGHMLUTBI ADI (SIKLLO 3a3Ha4YeHO y A0ChE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponencekin dapmakonei y
3aTBEPKEHOMY [0ChE, ab0 BUPOOHMKa HOBOT LOMOMIXKHOT PEHOBUHM
(AKLWO 3a3HaYeHo Y AOCkE) - 3MiHA B Ha3Bi OKPYry Y afpeci
nocravanbHuKa BUXiAHOro MaTepiany 6-lodoindazole, wo
BVKOPVCTOBYETLCS Npu BUPOGHMLTBI API AKCHTUHIBY, 6e3 3MiHK
dakTU4HOro MicuesHaxomxeHHs. lNponoHoBaHa pefakuis:
M/s Sai Life Sciences Limited Unit lll, Survey No. 296/7/3&4, IDA
Bollaram, Jinnaram Mandal, Sangareddy District, Telangana-State,
502325, India
105.| IHNITA TabneTkn, BKpUTI NOAN3EP CLIA Mdpansep HimeuumH BHECEHHS 3MiH IO peecTpaLiiHiX MmaTepianis: 3miHu | Tuny - 3a UA/14080/01/01
NniBKOBOIO EnJ.cLnI MeHtodek4ypuHr a agMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo agpecu micust | peyenmom
000MnoHKolo, Mo 1 Mmr; . Doiuneng MbeX NpoBaXXeHHs AisinbHOCTI BUPOOHMKa (BKIOYakouu, 3a HeobxigHoCTi,
no 14 tabnetoky KOPIOP MiCLie MPOBeAEeHHS KOHTPOTO SKOCTi), abo BnacHvKa macTtep-danna
6nicTepi; no 2 abo ENLIH Ha A®I, abo noctavanbHuka Adl/BuxiaHoro

no 4 6nictepu B
KapTOHHiIl kopobuyi

maTepiany/peareHTy/NnpoMiKHOrO NPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
BMPOGHMLTBI AP (AKLLO 3a3Ha4YeHO y OCkE Ha Nikapcbkuii 3acib) 3a
BiCYyTHOCTI cepTudikaTta BignoBigHOCTI €Bponeichki hapmakonei y
3aTBEPIKEHOMY [0ChbE, ab0 BUPOOHMKa HOBOT LOMOMIXKHOT PEHOBUHM

(SIKLLIO 3a3HaYeHO Y AOChE) - 3MiHa B Ha3Bi OKpYry y agpeci
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nocravanbHuKa BMXigHOro martepiany 6-lodoindazole, wo
BMKOPUCTOBYETLCS Npu BUPOOHULTBI AD| AKCUTUHIOY, 6e3 3MiHK
haKkTUYHOro MicuesHaxomxeHHs. MNponoHoBaHa pefakuis:
M/s Sai Life Sciences Limited Unit I, Survey No. 296/7/3&4, IDA
Bollaram, Jinnaram Mandal, Sangareddy District, Telangana-State,
502325, India
106.| IH®PAHPUKC cycnenasis ans "makcoCwmi Benuka "makcoCmiTKnsanH Benebris BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHu | TUny - 3MiHn 3a UA/13939/01/01
™ INnB iH'ekuin; no 0,5 mn'y TKnsanH BpuTaHis Bionogxikana C.A. oo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeegeHHst abo | peyenmom
KOMBIHOBA | nonepeaHbo Ekcropt 3MiHM [0 y3aranbHEHNX AaHnX Npo cuctemy hapmakoHarnsgy
HA 3anoBHeHOMy Timiteq (BBEAEHHS y3aranbHEeHWX AaHWX Npo cucTemy hapmakoHarnsgy,
BAKLMUHA O[IHOpPa30BOMY 3MiHa yNOBHOBaXXeHOT 0CObU, BiANOBIAAaNbHOI 3a 3AINCHEHHS
ona LNpULi Y KOMMMEeKTi hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
NPO®INAKT 3 ronkoto; no 1 abo ONs 30iMCHeHHs chapmakoHarnsay B YKpaiHi, SKLWO BOHa BigMiHHA
UKN 10 nonepenHbLO BiJ, YNOBHOBaXXeHOI 0cobW, BiANOBiganbHoI 3a 34iMCHEHHS
OUOTEPI, 3anoBHEHNX dapmakoHarnsay (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
NMPABLUA, O[IHOPa30BMUX po3MiLLeHHi MacTep-channa cuctemn chapmakoHarnsgy) - aMmiHa
KALLJTIOKA LnpuuiB y YNOBHOBaXeHOoiI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
(ALUENIONAP | nnacTtukoBomy hapmakoHarnsg;
HUKA KOHTElHepi; no 1 MponoHoBaHa peaakujs — Ap. Merc-Ynbpix LtermanH / Dr. Jens-
KOMMNOHEHT | koHTeliHepy B Ulrich Stegmann, MD. 3miHa KOHTaKTHVX AaHWNX YNIOBHOBAXEHOI
) TA KapTOHHiIN kopoOLi ocobw, BignosiganeHoi 3a dpapmakoHarnsg. 3miHa Homepy Ta
noniomieni MicLle3HaxooKeHHs MmacTep-canna
TY
107.| KAPOYPA® TabneTku no 2 wmr, AnpxoH CLA Bupo6HuuTBO HimeuumnH BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: yTO4YHEHHSA 3a UA/5972/01/02
no 10 Tabnetok y 10C 1 npenapary in bulk, a HanucaHHA 3asiBHMKa B Haka3i MO3 Ykpaiuu Ne 1605 Bia peuenmom
6nictepi; no 3 nnc KOHTPOMb SKOCTi Npu 30.07.2021 B npoueci BHECEHHSA 3MiH (3MiHa 3asBHWKa (BNacHuka
Gnictepu B BUWMYCKY, NaKyBaHHS, peecTpauinHoro noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
KapTOHHIN ynakoBLi BUMYCK cepii: Ne 460). BBeaeHHs1 3MmiH npoTarom 12-Tu micsauiB nicns
P-®apm IxepmaHi 3aTBepAKeHHS. 3MiHu | Tuny - 3miHn Wwoao 6e3nekn/edeKTUBHOCTI
'm6X, HimeuunHa; Ta cbapmakoHarnsay. BeegeHHs abo 3MiHu fo y3aranbHeHWX AaHnX
BnpobHuuTBO npo cuctemy capmakoHarnsgy (BBeAeHHs ysaranbHeHUX AaHnx npo
npenapary in bulk, cuctemy cbapmakoHarnsagy, 3MiHa ynoBHoBaXeHoi ocobu,
KOHTPOSb SIKOCTi Npun BiANOBiAanbHOI 3a 3ailiCHEHHs1 hbapMakoHarnsay; KOHTaKTHOI 0cobu
BUMYCKY, NaKyBaHHS, 3 chapmakoHarnsgy 3asiBHUKa Ans 34iNCHeHHA hapMakoHarnsay B
BUNYCK cepii: YKpaiHi, SKLO0 BOHa BiAMiHHA Bifj yNTOBHOBa)KeHOi 0cobw,
Mdpanszep BiAMOBIAanNbHOI 3a 34iCHEHHS dhapmakoHarnsgy (BKovaym
MeHtodek4ypuHr KOHTaKTHi gaHi) Ta/abo 3miHM y po3milLeHHi MacTep-daiina cuctemm
Donunenpg Mm6X, dapmakoHarnsaay). 3miHa yrnoBHOBaXXeHOi 0cobu 3asiBHUKA,
Himeyuunna BiAMOBiAanbHOI 3a 3ailicHeHHs hapmakoHarnsaay: [itoya penakuis:
®paHcyasa [yma-Cinnan/ Francoise Dumas-Sillan. NMponoHoBaHa
pepakuisi: bapbapa [le bepHapgi/ Barbara De Bernardi.3miHa
KOHTaKTHUX JaHWX YMOBHOBaXEHOi 0CObW 3asiBHMKa, BignosigansHoi
3a 3[i1cHeHHs hapmakoHarnsay). Pegakuisi B Hakasi: AnmkoH FOC 1
JINC KopnopenwH. 3anponoHoBaHa pepakuia: AngxoH HOC 1
108.| KBETUPOH TabneTku, BKPUTI TOB YkpaiHa TOB "®apma Crapt"” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/8372/01/02
100 NniBKOBOKO "ACIHO OHOBJIEHHS BXeE 3aTBEPKEHNX METOLIB KOHTPOJSIIO SKOCTI peuenmom
obornoHkoto no 100 YKPAIHA" nikapcbkoro 3acoby, a caMe BUKINaAEeHHs1 TEKCTY AepXaBHOK MOBOIO

mr; no 10 TabneTok

3rifHO Cy4acHWX BUMOT; 3MiHM | TNy - 3MiHW BHECEHO B TEKCT
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y 6nictepi; no 1, 3 MapkyBaHHs gopatkoBoi ynakosku Ne 10 (10x1) y 6nictepi wopo
abo 6 bnicTepis B HaHeCeHHs NoroTmny «coujanbHa nporpama». BeeaeHHs 3MiH
KapTOHHIN nayuj NpoTArom 6-T1 MicsLIB Nicns 3aTBEpAYKEHHS
109.| KBETUPOH TabneTku, BKpUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny - 3a UA/8372/01/03
200 nniBKOBOK "ACIHO OHOBJEHHS BXe 3aTBEPLKEHUX METOLIB KOHTPOSO SKOCTI peuenmom
obornoHkoto no 200 YKPATHA" nikapcbKkoro 3acoby, a caMe BUKINafeHHst TEKCTY AepXKaBHOK MOBOH
mr; no 10 TabneTok 3ri4HO Cy4aCHUX BUMOT; 3MiHU | TUNY - 3MiHM BHECEHO B TEKCT
y bnictepi; no 1, 3 MapKyBaHHs gopaTtkoBoi ynakoBku Ne 10 (10x1) y 6nicTtepi wono
abo 6 GnicTepis B HaHeCeHHs NoroTuny «coujansHa nporpamax. BeegeHHs 3amiH
KapTOHHIN nayui npoTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXKEHHS
110, KBETUPOH TabneTkn, BKpUTI TOB YkpaiHa TOB "dapma Ctapt” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/8372/01/01
25 nniBKOBOK "ACIHO OHOBJEHHS BXe 3aTBEPAXKEHNX METOLIB KOHTPOSO SKOCTI peuenmom
oboroHkoto no 25 YKPATHA" nikapcbKoro 3acoby, a caMe BUKINaAeHHs TEKCTY AepXXaBHOK MOBOIO
mr; no 30 TabneTok 3riHO Cy4acHWX BUMOT; BBEAEHHS 3MiH NPOTHArom 6-Tu MicsLiB nicns
y bnicTtepi; no 1 3aTBepaAKEHHA
6nictepy B
KapPTOHHIN nayui
111.| KETOCTEPU TabneTkn, BKpUTI PpeseHiyc | HimeuunH TNabecdanb MopTyrani BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/2403/01/01
n NniBKOBOIO Kabi a JTabopaTopioc a 3MEHLLEHHS YacTOTV BUNPOOyBaHb Noka3Huka MexaHivHi BKIIOYEHHs | peyenmom
o6onoHkoto, no 20 Honunang Anwmipo, C.A. (po3mip 4acTok) B npoueci BupobHuutea IPC.
TabneTok y 6nictepi; meX 3MiHu | Tuny - He3HayHi 3MiHn B ASMF ansi a -lgpokcmMeTuoHiHy Big

no 5 Gnictepis y
KapTOHHiIN kopooLi

BXe 3aTBepakeHoro BupobHuka Evonik. ASMF oHoBneHo 3 Bepcii
2016-1 go Bepcii 2018-1. B yncni agMiHicTpaTUBHUX 3MiH ANg
BMpo6HMKa API a -[igpoKCMETUOHIHY 3MiHa Ha3BU BUPOBHMYOT
npinbHuui 3 Evonik Technochemie GmbH, HimeuyunHa Ha Evonik
Nutrition & Care GmbH Ta agpecu BnacHvka oHoBneHoro ASMF.
Apnpeca BUpobHUYOI AinbHULI He 3MiHUNack. BBeaeHHst 3aMiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPXKEHHS; 3MiHU | TUNy - HE3HaYHiI
3miHn B ASMF ans a -KeToisoneiuuHy Bif Bxe 3aTBEPAXEHOro
Bupo6Huka Evonik. ASMF oHoBneHo 3 Bepcii 2016-1 go Bepcii 2018-
1. B uncni agminicTpaTMBHMUX 3MiH Ans BupobHuka Al a -
KeToizonenunHy 3miHa Ha3Bu BUpOGHMYOI AinbHuui 3 Evonik
Technochemie GmbH, HimeyunHa Ha Evonik Nutrition & Care GmbH
Ta agpecu BnacHuka oHosneHoro ASMF. Agpeca BUpobHuYoi
AinbHULI He 3MiHMNack. BBeaeHHsA 3MiH NpOTArom 6-Tn MicsLiB micns
3aTBEpOKEHHS; 3MiHU | Tuny - He3HauHi 3amiHm B ASMF ansi o -
KeTonenuunHy Bif BxXe 3aTBepmkeHoro BupobHuka Evonik. ASMF
oHoBreHo 3 Bepcii 2016-1 go Bepcii 2018-1. B yucni
agMmiHicTpaTuBHMX 3MiH Anst BUpobHuka A®I a -KeTonenumHy amiHa
Ha3BW BUPOOHMYOI AinbHUUi 3 Evonik Technochemie GmbH,
HimeuunHa Ha Evonik Nutrition & Care GmbH Ta agpecu BnacHuka
oHoBneHoro ASMF. Agpeca BUPOGHMYOI AinbHUL HE 3MiHMNach.
BBeneHHs 3MiH NpoTArom 6-Tu MicALiB Micnsi 3aTBEPOKEHHS; 3MiHW |
TUMY - He3HayHi 3MiHn B ASMF ans a KetodeHinanaHiHy Big Bxe
3aTBepakeHoro BupobHuka Evonik. ASMF oHoBneHo 3 Bepcii 2016-1
o Bepcii 2018-1. B uncni agmiHicTpaTMBHUX 3MiH Ans BUPOOHMKa
A a -KeTodeHinanaHiHy 3miHa Ha3Bu BUPOBGHWYOT AinbHULI 3
Evonik Technochemie GmbH, Hime4yunHa Ha Evonik Nutrition & Care
GmbH Ta agpecu BrnacHuka oHoBrieHoro ASMF. Agpeca BUPOGHWYOI
AinbHUL He 3MiHMNack. BBeaeHHs 3MiH NpOTArom 6-Tn MicsuiB nicns
3aTBEpKEHHST; 3MiHu | Tuny - He3HayHi 3miHm B ASMF ansi o -
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KeToBaniHy Big Bxe 3aTBepmxeHoro BupobHuka Evonik. ASMF
oHoeneHo 3 Bepcii 2016-1 go sepcii 2018-1. B uncni
agMiHicTpaTMBHUX 3MiH anst BupobHuka A®I a -KetosaniHy 3amiHa
Ha3BM BUpOBHMYOT ainbHuui 3 Evonik Technochemie GmbH,
HimeuumHa Ha Evonik Nutrition & Care GmbH Ta agpecu BnacHuka
oHoBrneHoro ASMF. Agpeca BUPOGHMYOI OinbHULI HE 3MiHMNach.
BBegeHHs 3MiH NpoTsArom 6-Tv MicAUiB Nicnsi 3aTBEPAXKEHHSA
112 KNCEHb ra3 y 6anoHax ons TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3minu Il Tuny - 3miHn 3a UA/5201/01/01
MEOWYHUA CTUCHYTOrO rasy BO 3 0oBMeXeHo 3 gkocTi. A®l. BupobHuuTBo. 3MiHa BUpOGHMKa peuenmom
FA30NoAIBH | o6'emom 1,51, 2 n, obmexeHo BignoBiganbHICTO BUXIQHOrO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
un 3n,4n,5n,10n, () ®ipma BMpobHM4omy npoueci AP, abo 3miHa BUpoGHMKa (BkNoYatoun, ae
40 n, 50 n a6o 3 Bianosina "KpioreHcepsic" HeobXxigHO, MicLe NpoBeAeHHs KOHTponto AkocTi) Al (3a
rasundikaropis NbHICTIO (B1poBHMLTBO BiJCYTHOCTI cepTudikaTta BignoBigHOCTI €Bponencokin dapmakonei y
KpioreHHnx dipma roToBOro 3aTBEpAKEHOMY A0CbE)(iHLWi 3MiHW) - BBEAEHHSI [OOATKOBOIro
"KpioreHce nikapcbkoro 3acoby; BUpobHMka APl KnuceHb meanyHui pigkuin MNprBaTHOroO akuioHepHOro
pBic" BMPOBHMLTBO ToBapucTBa «A30T», YkpaiHa. 3ateepaxeHo: MNMAT «[MonTtaBcbkuii
roToBOro 3aBoJ Meau4Horo cknay, YkpaiHa. 3anponoHosaHo: [MAT
nikapcbkoro 3acoby; «lMonTaBcbkn 3aBog MEQUYHOro cknay, YkpaiHa, lNpueatHe
cepTudikaLia cepiw, aKuioHepHe ToBapuCTBO «A30T», YKpaiHa.
KOHTPOIb SKOCTI)
113, KITPYOA® KOHUEHTpaT ans Mepk LLiseviLapi BUPOBHUK Ipnangis/ BHECEHHS 3MiH IO peecTpaLiiHMx MmaTepianis: 3MiHu |l Tuny - 3a UA/16209/01/01
pPO34mMHy Ans Wapni a Hepo3dhacoBaHoi Benwuka BBEOEHHS anbTepHaTMBHOI ynakoBku, a came 10 mn cknsiHi pnakoHn | peuernmom
iHcpy3in, 25 mr/mn, Hoym npoaykuii, KoHTponb | BputaHis/ | Tuny | (anbTepHaTMBHMI NnocTayvanbHuk Schott) Ta anbTepHaTuBHI 13
no 4 mn I0EA SIKOCTi Ta HimeuvuuH MM Npo6KM Anst hnakoHiB (anbTepHaTUBHUIA MOCTavarbHUK
KOHUeHTparty y MmM6X TEeCTyBaHHs al benbris Datwyler). BHeceHHs He3Ha4YHUX agMiHICTPaTUBHUX 3MiH OO
donakoHi; no 1 cTabinbHocTi, peecTpauinH1x MaTepianis mogyns 3, 3 MeTOK rapMoHisauii
dnakoHy 3 nepBuYHHE marepianis Mogyns 3 oo rnobanbHOro AOCkE: OHOBMNEHHS Tabnuui 1.
npenaparom B nakyBaHHsa: MC[1 p. «Cknag» (p. 3.2.P.1.) peecTpauiiHoro 4ocke (BUAANEHHS «MI» i3
KapTOHHiN KopobLii IHTepHeLwHn psiakiB konoHku «KinbkicTb Ha oAMHMLO Nikapcbkoi chopmuy (Mr/mn)»

M6X/MCL Ipnangis
(Kapnoy), IpnaHgis;
KOHTPOIb SIKOCTi Ta
TeCTyBaHHs!
crabinbHocTi: MC[Q
IHTEepHeLHN
M6X/MC[ Ipnangis
(BpinHi), Ipnangis;
H.B. OpraHoH,
HigepnaHaw;
KOHTPOIb SIKOCTi Ta
TECTyBaHHS
cTabinbHOCTI:
akTuBHICTb ELISA,
ineHTndikauis 3a
akTuBHicTio ELISA:
KoBaHc JlabopaTopi3
Nimiten (KoaHc),
Benvka bputaHis;
TEeCTyBaHHs
CcTabinbHOCTI:
TECTYBaHHs!

ans L-rictuauHy Ta L-ricTnamH moHorigpoxnopvay MoHorigpary.
3a3HayeHe OHOBreHHst BHocuTbes Ao MKA J13 3atBepaxeHux B
YkpaiHi. Takox B MKA J13, BignosigHo Ao matepianis
peecTpauinHoro gocbe (p.3.2.P.1), BigkoperosaHo iHchopmalLito
wopno dpapmakoneriHnx nocunanb (compendial grade) ans
nembponizymaby (3amicTb «in house» NPONOHYETLCA 3a3HaYaTh «He
3aCTOCOBaHOY), AN AONOMKHUX PEYOBWH 3MiHEHO MOPSAOK
posTallyBaHHSA nocunaHe Ha dapmakonei BignosigHo Ao p.3.2.P.1.
OHoBneHo p. 3.2.P.7. Cuctema KoHTenHep/ 3aKynoptoBarnbHui 3acio
(BaaneHo 4YoTupy psigkn aTpubyTiB antoMiHIEBOTO yLUiNbHIOBaYa
(nocTayanbHUK, po3Mip, antoMiHieBa 0OOMOHKa Ta Korip MracTUKOBOI
KHOMKM) 3 Tabnuui cneumndikauii Ans antoMiHIEBOro yLUinbHIOBava
anst nembponizymab 100 mr), ockinbkuy Usi iHdbopmallis 3a3HadeHa B
onuci Hap Tabnuueto cneumndikawii
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LiniCHOCTI 3akpuTTS
KOHTEeWHepy:
HysicaH 'mM6X,
HimeuuunHa;
BTOPUHHE
nakyBaHHS Ta
MapKyBaHHS, [03BiN
Ha BUMNYCK cepil:
LWepiHr-Mnay Na6o
H.B., Benbris
114 KNIOPOH cynosutopii MpuBaTHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHu | Tuny - nogaHo - UA/13984/01/01
BariHanbHi no 16 mr aKLioOHepH akuioHepHe OHOBReHui ceptudikat signoeigHocTti €& No. RO-CEP 2017-128-
in bulk Ne 1000 (no e TOBapUCTBO Rev 01 ans gito4oi pe4oBMHN PO34YNH XITOPreKCUANHY AUTTIIOKOHaTY
5 cynosuTopiiB y TOBapuUCTB "NekxiMm-XapkiB" Bif, 3aTBepaKeHoro BupobHuka Medichem S.A., IcnaHis, i3
6nicTepi, no 200 0 "[lekxim- 3a3Ha4YeHHAM nepiogy NepekoHTporno (24 micaui), Ha 3amiHy
onicTepiB y ALWKMKY) XapkiB" cepTtudikaty BignosigHocTi €O No. R1-CEP 1993-009-Rev 04; 3MiHu
| TMNY — YTO4HEHO ONMC NPUroTYBaHHSA PO34MHY MOPIBHAHHS (a) 3a
nokasHukom «CynpoBifHi JOMILLKu» BignoBigHO 4O BUMOT
mMoHorpadii «Chlorhexidine digluconate solution» EP y meTogax
KoHTponto A®I; 3amiHu | Tuny - 3miHK 3 aKkocTi. [O0TOBMI NikapcbKWi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX rOTOBOrO MiKapCbKOro
3acoby; cynyTHA 3MmiHa - 3MiHu 3 skocCTi. F0TOBMIA NikapCbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BMNPOOYBaHHSA roOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHM y meTodax
BunNpobyBaHb (BkNtovaoun 3aMmiHy abo gonosHeHHS)) (B.11.r.2. (r)
1B)3miHa npodpinto AOMILLOK Ta KpUTEPIiB NPUAHATHOCTI 3a
nokasHukom «CynpoBigHi AOMILLKMY y cneundikaLlisix Ha BUMYCK Ta
TEPMiH NPUAATHOCTI, i IK HACNIJOK 3MiHW Y MeToAax BUNPOOYBaHHS,
a came J0MNOBHEHHs1 MeToAy abcopbuiiHa cnekTpotoToMeTpis B
ynbTpadioneToBii i BUANMIN obnacTtax (gomiwika P (xrmopaHiniH) Ta
3MiHM MeToankn metofom BEPX (iHwwi cynpoBigHi AomiLukm)
115.| KNIOPOH cynosutopii MpuBaTHe YkpaiHa, MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - nogaHo be3 UA/13358/01/01
BariHanbHi no 16 wr, aKuioHepH akuioHepHe OHOBreHuI ceptudpikat BignosigHocTi €® No. RO-CEP 2017-128- peuenma
no 5 cynosutopiis y e TOBapucTBo Rev 01 ansa Aitlo4oi pe4oBrHM PO3YNH XIOPreKCUANHY ANTTIOKOHATY
6nicTepi, no 2 TOBapuCTB "Nekxim-Xapkis" Bi 3aTBepAXeHoro BupobHuka Medichem S.A., IcnaHis, i3
6nictepu B nayui 3 o "Nekxim- 3a3Ha4YeHHAM nepiogy NepekoHTPOro (24 micaui), Ha 3amiHy
KapToHy Xapki" cepTtudikaTy BignosigHocTi €® No. R1-CEP 1993-009-Rev 04; 3miHu
| TMNY — YyTOYHEHO OMUC NPUrOTYBaHHSA PO34MHY NOPIBHSAHHSA (a) 3a
nokasHukom «CynpoBigHi AOMILLKMY BignoBigHO 40 BUMOT
MoHorpadii «Chlorhexidine digluconate solution» EP y meTogax
KoHTponto A®I; amiHu | Tuny - 3miHK 3 sikocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTVMUX MEX roTOBOrO MiKapCbKOro
3acoby; cynyTHs1 3MiHa - 3MiHK 3 sikocTi. [o0TOBMI Nikapcbkuit 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y metogax
BMNPOOYBaHHS roOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHM y MeTofax
BUNpobyBaHb (BkNtovaroun 3aMiHy abo gonoBHeHHs)) (B.11.r.2. (r)
|1B)3miHa npodpinto AOMILLOK Ta KpUTEPIiB MPUAHATHOCTI 3a
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nokasHukom «CynpoBigHi AOMILLKMY y cneundikauisix Ha BUMYCK Ta
TepMiH NpUAATHOCTI, | SIK HAcMiAoK 3MiHN Y MeToAax BUNPOOYBaHHS,
a came JOMNOBHEHHSI MeToAy abcopbuiiHa cnekTpotoToMeTpis B
ynbTpacioneToBii i BUAUMIN obnacTsix (aomiwka P (xnopaHiniy) Ta
3MiHM meToaukn metogom BEPX (iHWwi cynpoBigHi 4oMiLLkn)
116, KNOBEUT® kpem, 0,5 mr/r, no 25 TOB YkpaiHa dapmsaBog €nbca Monbwa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHn 3a UA/3512/01/01
ry Ty6i; no 1 1y6i B "BayLw AT. BHECEHO A0 IHCTPYKLIT ANS MeANYHOro 3acToCyBaHHS NiKapCbKoro | peyernmom
KapTOHHiI kopooLi Xenc" 3acoby Ao posginis: "OcobnueocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHA Ta 4o3n" Woado 6esneky 3acTocyBaHHS AitoYoi
peyoBuHM knobeTasony nponioHary, BiAMoOBiAHO A0 pekoMeHAaLli
PRAC
117.| KNOBEUT® mas3b, 0,5 mr/r, no 25 TOB YkpaiHa dapmsaBog €nbca Monbwa BHECEHHS 3MiH 10 peecTpaLliiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/3512/02/01
r B Ty6i; mo 1 1y6i B "Bayw AT. BHECEHO A0 IHCTPYKLiT ANS MeanYHOro 3acTOCyBaHHS NiKapCbKoro | peyernmom
KapTOHHiIN kopoOLi Xenc" 3acoby Ao posginis: "OcobnueocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHs Ta Jo3n" woao 6e3neku 3acTocyBaHHs Aitoyol
peyoBUHYM KnobeTasony npomnioHary, BiANOBIAHO OO pekoMeHaaLin
PRAC
118.| KONICTUH- NMOPOLLOK Ans MicTtpan AHnis BUPOBHMLUTBO ITanis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: BUNPaBeHHs 3a UA/18734/01/01
BICTA PO34MHYy AN iH'eKuin Kenitan roTOBOI NiKapCbKoi Icnanis TEXHIYHMX MOMUIOK, 3rigHo N.2.4. po3ainy VI Hakazy MO3 Ykpainn | peuenmom
abo iHransauin no MeHemxm copmu, NnepBUHHA Big 26.08.2005p. Ne 426 (y pepakuii Hakady MOS3 Ykpainu Big
1000000 MO no 10 €eHT Ta BTOpMHHa 23.07.2015 p Ne 460) — BunpaBneHHs TEXHIYHOI MOMWITKM, MOB’A3aHO
nakoHiB y Tlimiteq yrnakoBKa, KOHTPOIb 3 HEKOPEKTHMM NepeHeceHHsM iHdopMaLlii 3 maTtepianis BUPOGHMKa
KapTOHHiI kopoOLi Ta BUNYyCK cepii: 00 MeTodiB KOHTPOI0, AONYLLEHHS MOMWUIKU MPWU HanuCcaHHI
ANb®ACITMA crneundikauil Ha BUNYCK Ta Ha TepMiH NpUAaTHOCTI, a caMe y po3gini
C.M.A., Itanis; «lpeHTndikauis konictumeTaTy» BUNyYeHHs ineHTudikauii HaTpito-
BMPOOHMLITBO iOH Ta BHECEHHS 3HaKy nicns KoMy y nokasHuky «MNpodinb cknagy»
roToBOI NiKapCbKol 3rigHo maTepianis BUpobHuka. 3a3HaueHe BUNpaBreHHs BianoBigae
dopmu, NepBnHHa MaTtepianam peecTpauinHOro AOoCke, AKi NpeAcTaBreHi B maTepianax
Ta BTOPWHHA peecTpaLifiHoro Jocke
ynakoBka, KOHTPOrb
Ta BUMYCK cepii:
ANTAH
PAPMACBIOTIKAT
3, C.A., IcnaHis
119. KONICTUH- MOPOLLIOK ANst Mictpan AHrnis BMPOGHMLUTBO IcnaHis BHECEHHS 3MiH 10 peecTpaUiiHiX MaTepianis: BUNpaBIeHHs 3a UA/18734/01/02
BICTA PO34uHY ANst iH'eKuin Kenitan roTOBOI NiKapcbKoi TEXHIYHMX NOMWIOK, 3rigHo n.2.4. po3giny VI Hakasy MO3 YkpaiHn | peyenmom
abo iHranauin no Mexenxm dopmu, NepBUHHa Bif 26.08.2005p. Ne 426 (y pepakuii Hakady MO3 Ykpainu Big
2000000 MO no 10 eHT Ta BTOPUHHA 23.07.2015 p Ne 460) — BunpaBneHHsI TEXHIYHOI MOMWIKM, MOB’A3aHO
dnakoHiB y Nimiteq ynakoBKa, KOHTPOIb 3 HEKOPEKTHUM NepeHeceHHsIM iHdopMaLlii 3 maTepianis BUpoGHMKa
KapTOHHiIl kopobuyi Ta BUMYCK cepii: [0 MeToZiB KOHTPOIIO, AOMNYLLEHHS MOMUIIKU NPU HanMCaHHi
AINTAH crneyndikauii Ha BUMYCK Ta Ha TepMiH NPUAATHOCTI, a caMe y po3gini
SAPMACBIOTIKAN «laeHTndikauis konictumeTaTy» BUyYeHHS igeHTudikauii HaTpito-
3,CA. iOH Ta BHECEHHS 3HaKy Micnst KOMU Y Moka3HuKy «lpodinb cknagy»
3rigHoO mMaTepianiB BUpobHUka. 3a3HaueHe BUNpaBreHHs BianoBigae
MaTepianam peecTpauinHoOro 4oCke, SKi NpeAcTaBneHi B MaTepianax
peecTpaLiiHOro 4oChe
120.| KOMIPHATI/ KOHLIEHTpaT Ans Mcpanzep CLIA Mdpanzep Benbris/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/18592/01/01
COMIRNATY avicnepcii ans Eny.Ci.Ni. MeHtobek1ypuHr HimeuumH wopao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3amiHu) - peuernmom
™ iH'ekuii, 1 dpnakoH Kopnopen Benbria HB, a BHeceHo oHoBReHy iHhopmalito Ao po3sginis 4.4. "OcobnueocTi
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(0,45 mn) mictnTb 6 LUH Benebrisa; BanoHTek 3acTocyBaHHsA" Ta 4.8 "MobivHi peakuii" KOPOTKOI XapaKTepUCTUKn
Ao3 no 30 mkr; 195 MeHtodekvypuHr nikapcbkoro 3acoby BianosiaHo Ao pekomerngauin PRAC EMA
dnakoHiB y M6X, Himeyuunna (wopo Ayxe pigkicHUX BUNaAkKiB MiokapauTy Ta NepukapauTty npu
KapTOHHiN kopobui 3acTOCyBaHHS BakUuHK). BignosigHi oHoBNeHHs iHopmaLii BHeceHo
[0 TEKCTy NNCTKa-BKNaaku: iHopmauii Ana kopuctysada. 3asHaveHi
3MiHW BigNoBigalTb 3MiHaM, 3aTBepAXeHuM pileHHam EMA.
121 KOHKOP® TabneTku, BKpUTI Mepk HimeuunH | Mepk Xenckea KMaA | HimeyunH BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/3322/01/02
NniBKOBOO Xenckea a a BHECEHi B TEKCT MapKyBaHHS Ha BTOPUHHIN Ta NEPWHHI ynakoBKax | peyernmom
oboroHkoto, no 5 mr; KraA nikapcbkoro 3acoby y nyHkrax "17. IHLWE" Ta "6. IHLLUE" BHeceHHs
no 30 TabneTok y iHpopmaLlii LLoAO WTPUX-KOAY Ta iHLWOI TEXHIYHOT iHdopMaLlii; 3MiHK
6nictepi; no 1 | TMNY - OHOBNEHHS BXXe 3aTBEPAXKEHNX METOAIB KOHTPOIO AKOCTI
6nictepy y nikapcbkoro 3acoby, a came BUKNaAeHHs TEKCTY AepXXaBHOK MOBOIO
KapTOHHiIn kopobuyj; 3rigHO Cy4acHUX BUMOT; 3MiHu | TUny - 3amiHa rpadivHoro
no 25 tabneTtoky 0(POPMIEHHSI MEPBUHHOI Ta BTOPMHHOI YNaKOBOK Ha TEKCT
6nictepi; no 2 MapKyBaHHs1 yNakoBOK 3 BiANOBIigHMMYK 3MiHamu o po3ginis MKA N3
6nictepn y (po3pin «[padpnueckoe ochopmnerme ynakosku» ([ogaerbcs)
KapTOHHiIN kopobui 3amiHeHO po3ginom «MapkyBaHHs» (Bignosigae 3aTBepaXeHoMy
TEKCTY MapKyBaHHS1))
122 KOHKOP® TabneTkn, BKpUTI Mepk HimeuunH | Mepk Xenckea KMaA | HimewuuH BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/3322/01/03
NniBKOBOO Xenckea a a BHECEHi B TEKCT MapKyBaHHS Ha BTOPUHHIN Ta NEPUHHINA ynakoBKax | peyernmom
obornoHkoto, no 10 KraA nikapcbkoro 3acoby y nyHkrax "17. IHLWE" Ta "6. IHLUE" BHeceHHs
mr; no 30 TabneTok iH(bopMaUii Woao WTpux-KoAy Ta iHWOI TeXHIYHOI iHdopmalLii; 3MiHK
y bnicTtepi; no 1 | TMNY - OHOBMNEHHS BXEe 3aTBEPOXEHUX METOLIB KOHTPOMIO AKOCTI
6nictepy y nikapcbkoro 3acoby, a came BUKNaAeHHs TEKCTY AepXXaBHOK MOBOIO
KapTOHHiIN kopobuyj; 3rigHO Cy4acHUX BUMOT; 3MiHu | TUny - 3amiHa rpadiyHoro
no 25 tabnetok y 0hOPMIIEHHS MEPBUHHOI Ta BTOPMHHOI YNaKOBOK Ha TEKCT
GnicTepi; no 2 MapKyBaHHs1 yNakoBOK 3 BiANOBIigHMMYK 3MiHamu o po3ginis MKA N3
Gnictepn y (po3pin «[padhnueckoe ochopmneHve ynakosku» (Jopaerbcs)
KapTOHHiI kopobui 3amiHeHo posainom «MapkyBaHHsi» (BignoBigae 3aTBepaxeHoOMy
TEKCTY MapKyBaHHS1))
123, KONAKCOH PO34UH ANS iH'eKuin, TOB I3painb BupobHuuTBO 3a I13pains/ BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/6307/01/02
40 40 mr/mn no 1 mn «TeBa NOBHUM LIMKMOM: Benuka AOMiHiCTpaTMBHI 3MiHU. Buny4eHHs BUPOGHMYOT AinbHULI peuenmom
pPO34KHY B YkpaiHa» TeBa BpuTaHis/ (Bkntovatoum ginbHuui ans A®l, npomixHoro npogykty abo roToBoro
nonepegHLo dapmaueBTikan I13pains/ nikapcbkoro 3acoby, AinbHULI ANA NPOBEAEHHS NaKyBaHHS,
HarnoBHEHOMY IHgacTpis ITa., HigepnaH BMPOGHKKa, BiANoBiAanbHOro 3a BMMYCK Cepiii, MicLe NpoBeAeHHs
Lwnpwui; no 1 I13paineb; aw/ KOHTpOto cepii) abo nocTayanbHUKa BUXigHOTO matepiany,
Lwnpuuy B 6nicTepi; Bupo6HuLTBO 3a YropwuHa peareHTy abo JOMOMKHOI PEYOBMHY (SIKLLO 3a3HaYEeHO Y JOCHE) -

no 12 wnpwuuis B
KapTOHHiIl kopobui

MOBHUM LMKIOM:
HopToH Xenckea
Nimiten T/A
AMBEKC
dapmacboTukan3
IOK, Benuka
BpuTaHis; KoHTponb
cepil (Tinbku
GionorivyHe
TecTyBaHHs1): ABik
JIta., I3pains;

BUINYYEHHS1 BUpoOHUYOI ainbHuui MnaHTeke JTa. (I3painb), wo
BiMNOBigae 3a KOHTPOIb cepii roTOBOro nikapcbkoro 3acoby; 3miHu |
TMNy - AOMiHICTpaTUBHI 3MiHW. BunyyeHHst BUpoBHUYOI AinbHUL
(Bkntovaroum ginbHuui ans A®l, npomMixHoro npogykty abo rotoBoro
nikapcbkoro 3acoby, AinbHULI ANS NPOBEAEHHS NaKyBaHHS,
BUPOOHMKA, BiaNOBiAaNbHOro 3a BUMYCK Cepiii, MicLie NpOBeAEHHS
KOHTpOto cepii) abo nocTayanbHWKa BUXIOHOTO matepiany,
peareHTy abo JOMOMIXKHOT PEYOBUHM (SIKLLO 3a3Ha4YeHO Y AOChE) -
BUIyYeHHS BUpobHuyoi ainbHuui MnaHTekce JTa. (I3paink), wo
BiAMNOBigae 3a BUPOBHULTBO Aito40i pe4YOBUHM; 3MiHN | TURy - 3MiHK 3
sikocTi. A®I. KonTponb A®I. 3miHa y MeTogax BunpobysaHHs ADI
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n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KoHTponb cepii abo BuUXigHOro MaTepiany/npoMiKHOTrO NPOAYKTY/peareHTy, Lo
(noBHe TecTyBaHHS, BMKOPUCTOBYETLCS y Npoueci BUpobHULTBa AD| (HE3HauHI 3MiHM Yy
BKIMOYaO4M Ha 3aTBEpPAKEHUX MeToAax BUNPOBYBaHHS) - BUNPAaBIIEHHS TEXHIYHOT
CTEepUIbHICTb Ta NOMUIIKN Y TOBLUMHI NAIBKW Y KaniNspHiN KOMOHLUI, LLO
HakTepianbHi BMKOPWUCTOBYETLCS Yy BUMPODYBaHHI Ha BU3HAYEHHS1 BMICTY
€©HOO0TOKCWHW, ane 3aMULLIKOBOTO NINEPUANHY Y AitoYii PEYOBUHI rmatupaMepy aueTar;
okpim Gionori4Horo 3MiHN | Tuny - 3MiHn 3 axkocTi. A®Il. KonTtponb A®I. 3miHa y meTogax
TeCTyBaHHs): BMNpobyBaHHs APl abo BuxigHOro MaTepiany/npoMiKHOro
®apmaxewmi b.B., NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi BUPOGHULTBA
Hinepnanau; A®I (He3HayHi 3MiHW y 3aTBEPKEHNX MeToAax BUNPOOyBaHHS) -
KoHTponb cepii BUIyYEHHS iHbopMmaLii LLOAO0 MOBTOPHOIO BBEAEHHS AEAKNX
(Tinbku GionorivyHe PO34MHIB y CXeMi BBeOEHHS y BUNPoOyBaHHi Ha BU3HAYEHHS BMICTY
TecTyBaHHs): AT aueTarty y Ailodili pe4oBUHI rnatnpamMepy aueTaTt, 3 METO
dapmMaueBTUYHUIA 3MEHLUEHHSA NMOBTOPEHHS OAHI€EI i TiET ) poboTu; 3MiHM | TUNY - 3MiHK
3aBsog TEBA, 3 gkocTi. A®l. KoHTponb A®I. 3miHa y meTogdax BunpobysaHHst ADI
YropwuHa; abo BMXigHOro maTtepiany/MPOMiIXXHOIO NPOAYKTYy/peareHTy, Wwo
KoHTponb cepii BMKOPVCTOBYETbLCS y npoueci BUpobHuuTea AD| (He3HaYHi 3MiHN Y
(aHaniTnyHe 3aTBEPKEHNX MeToAax BUNPOOYBaHHS) - MeTOA Ha BU3HAYEHHS
TEeCTyBaHHs Ta BMiCTy GakTepianbHNX eHAOTOKCUHIB Y CUCTEMi EMIEKTPOHHOTO
BVBYEHHS [OKYMEHTOOGOopOTY 3a3HavaBcs sIK «40MOMiKHUIAY. Tenep BiH Oyae
crabinbHocTi): Asis 3a3HayaTnCs siK BUNpoOyBaHHSA ANsi Oit040i pe4oBUHM (3
Kewmikan IHgacTpi3 BiMNOBIQHOIO 3MiHOO eNeKTPOHHOTO HoMepy B cucTemi). Kpim Toro
IIta., 13pains KpuUTepii NPUAHATHOCTI B MeToauui OyayTb 3a3HayYeHi KOPEKTHO
BiMNOBIOHO A0 KPUTEPIIB SIKi 3a3HaYeHi y 3aTBepaXeHin cneuudikauii
A®I; amiHn | Tuny - 3miHn 3 akocTi. CepTndikat BignosigHOCTI/IE-
cepTudikat BignoBiaHoOCTI €Bponencekin dapmakonei/MoHorpadii.
3MiHK, NoB'sA3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICT A0
MoHorpagii J®Y abo €sponericbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasun €C (3miHa y cneuudikauisx,
nos'sizaHa 3i amiHamu B 1®Y, abo €Bponeiickkinn dpapmakonei, abo
iHWIN HauioHanbHIn dapmakonei Aepxasu €C) - BUNpobyBaHHSA
Appearance of solution, Acidity or alkalinity, Absorbance, Extractable
zinc, Residue on evaporation & Volatile sulphides ans npo6ku-
NOPLLHSA NPOBOASATLCS Y BiANOBIAHOCTI A0 BUMOr €Bp. ®. Bumoru
Ans umx BunpobysaHb 6ynun nepedpasosaHi Ans GinbLuoi
BignosigHocTi BuMoram €sp. @. 9.7 , Tomy crneumdikadis ans
MOpLUHA Wwnpuua 6yna oHoBneHa BiAMOBIAHNM YMHOM; -
dopmynoBaHHA y cneundikauii 4na Bumor BunpobysaHHA Surface
Glass Test (EP+USP) Hapasi He gocniBHO BignoBigae BuMoram y
hapmakonesix, i ToMy KOpUryeTbecs Ans 6inbLIoi TOYHOCTI
124 KOPBAINON® | kpanni opanbHi, no AT YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3amMiHu | Tuny - 3miHn 3 |25 min — b6e3 UA/2554/01/01
25 a6bo no 50 mn y "®apmak” sikocTi. [oTOBMI Nikapcbkui 3aci6. KOHTponb AOMOMiXHUX PEYOBUH - | peuenma;
nakoHi 3 Npobkoto- 3MiHa arperaTtHOro cTaHy AOMOMIXHOI pe4oBUHM cTabinisaTop 50 mn — 3a
KpanensHuueto; no 1 (HaTpito i3oBanepiaHar) 3 MOPOLLKONOAIOHOro Ha BOAHWI peuenmom
dnakoHy B nayui 3
KapToHy
125, KOPBAINON® | kpanni opanbHi, in AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | TUny - 3mMiHK 3 - UA/7843/01/01
bulk: no 300 n, abo "®apmak” sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb AONOMIXKHUX PEYOBUH -

350 n, abo 500 ny
KOHTeViHepax

3MiHa arperaTtHOro cTaHy AOMOMIXXHOI pe4oBUHM cTabinisaTop
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(HaTpito i3oBanepiaHaT) 3 MOPOLUKONOAIGHOro Ha BOAHMI
126. KOPOuniH TabneTtku 3 KPKA, CnoBeHis KPKA, a.a., Hoso CnoseHisi/ BHECEHHS 3MiH 0 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny — 3a UA/1105/02/02
XL MoaudiKoBaHUM a.a., Hoeo mecTo, CrnoBseHis ManbTa/ BHECEHHS 3MiH [0 MaTepianiB peecTpauinHoro gocke, p. 3.2.P.7. peuernmom
BMBINbHEHHAM 1o 40 MecTo (nepBuHHe Ta LLisenuapi Cuctema KoHTelHep/ 3akynopoBanbHWi 3aci6, 3mMiHa TOBLLMHM
mr no 10 TabneTok y BTOPUHHE a MBX/MBAOX yepBoHa donbra Ans NepBUHHOI ynakoBku (6nicTtep);
6nictepi; no 2 nakyBaHHs1); KPKA, 3anpornoHoBaHo: bnictep: 250 mkc/90 r/m2 MNBX/MNBOX yepBoHa
6nictepu B A.a., Hoso mecto, donbra; 3miHn | Tuny — BHECEHHSA 3MiHM y CKNaj Ha cepito, a came
KapTOHHiI kopooLi CnoBeHisi (nepBUHHe BBE[EHHS [OAATKOBOI KiNMbKOCTi CyCneHsii ANnsi MOKpUTTS Ans
Ta BTOPUHHE 3abe3neyeHHs 4OCTaTHbLOI KiNbKOCTi MOKPUBHOI CyMiLLli, sika
nakyBaHHs, HaHOCWTbCA Ha siapa TabneTok. HesanexHo Big micusa BMpobHuuTBa
KOHTPOIb Ta BUMYCK abo po3mipy napTii, NpoLec HaHECEHHS MOKPUTTS NPOBOAUTLCHA A0
cepii); Circopig BCTaHOBEHOI HOMiHaNbHOI Bary TabneTku, wo 3abesnevye
ManbTa J74, OHaKOBY SAKICTb TabneTok, He3anexHo Bi4 A0AATKOBOI KiflbKOCTi
Manbta cycneHsii Ansa nokputTH. [logatkoBa KinbKiCcTb cycneHsii ons
(BUpOBHMLTBO NOKPUTTS He BNNMBAE Hi Ha nNpouec, Hi Ha ymoBu NokputTs. XKogHa
TabneTtok 3 3MiHa He Gyna BHeceHa A0 cknagy (O4HAKOBUI SIKICHWUIA Ta
MoaundikoBaHNM KinbKiCHWI cknag TabneTok), Hi 40 BUpobHuyoro npouecy abo ans
BUBINIbHEHHAM); KOHTPOIIO KPUTUYHUX CTaAiv Ta HaniBNpoaykTiB. BHeceHHsa npumiTok
Circppig Papma Al, 0o p. 3.2.P.3.2. Cknag Ha cepito 2. IHrpeaieHTn Ansa NokpuTTs, a
LLiseinapisa came ansa Hypromellose, Macrogol 400, Ferric oxide red, Titanium
(BUpOBHMLTBO dioxide, Talc (the theoretical amount is described, an overage up to
TabneTtok 3 60% can be used due to loss coating suspension during application
MoaundikoBaHNM of film coating) ana Macrogol 6000 (the theoretical amount is
BMBINIbHEHHSIM) described, an overage up to 30% can be used due to loss of
polishing solution during application of film coating). BBeaeHHs 3miH
nNpoTArom 6-Tn MicsuiB Nicns 3aTBepOXXeHHS; 3MiHu | Tuny —
BUny4eHHs BupobHuka APl Hipeamnin Dipharma Francis S.R.L..,
Italy; 3anponoHoBaHo: SIEGFRIED Ltd., Switzerland; 3minu | Tuny -
[0[aBaHHs HOBOTO cepTudikaTy BiAnoBiAHOCTI EBPONENCHKIN
dapmakonei Ne R1-CEP 1996-105-Rev 04 Big HoBOro BUpobHuka
A®I HidpegmniH MOEHS CATALANA S.L., SPAIN gopaTtkoBo 8o
3aTBepaxeHoro BupobHuka SIEGFRIED Ltd., Switzerland, sik
Hacnigok, BHeceHHs 3miH go Cneuudikauis A®l; 3anponoHoBaHo:
CEP Ne R2-CEP 1995-003-Rev 02 SIEGFRIED Ltd., Switzerland
R1-CEP 1996-105-Rev 04 CEP holder: MOEHS IBERICA S.L.,
Cesar Martinelli i Brunet Ne 12A Poligono Industrial Rubi Sur SPAIN
— 08191 Rubi, Barcelona Munufacturing site: MOEHS CATALANA
S.L., Cesar Martinelli i Brunet Ne 12A Poligono Industrial Rubi Sur
SPAIN — 08191 Rubi, Barcelona; 3miHu | Tuny — oHOBNeHHs Bxe
3aTBEPAKEHNX METOAIB KOHTPOIO AKOCTI Mikapcbkoro 3acoby, a
came BVKNadeHHs TEKCTY AepXaBHOK MOBOIO 3riJHO Cy4acHMX
BUMoOr. BBeeHHS 3MiH NpOTAroM 6-T1 MicsUiB Nicns 3aTBEpAXKEHHS
127, NAKTYNO3U cupon, 670 mr/mn; in TOB YkpaiHa ®peseHiyc Kabi ABcTpis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | TUNy - 3MiHK y - UA/12816/01/01
cupon bulk: no 250 kry "deniuata AscTpis TM6X cneundikauii A®Il, ska nos’sazaHa 3i 3miHamMy B €Bponenchkin
6oukax in bulk: no YkpaiHa" dapmakonei, a came: BUaaneHHs 3i cneumdikauii nokasHuka
750 kry «CBuUHeUbY; 3MiHU | TUNY - BUNYy4YEeHHA HE3HAYHOTO NOKa3HUKa, a
KOHTelHepax came: «CBuHeUb» 3i cneumdikavii roToBoro nikapcbkoro 3acoby
128.| NEBIHOP PO34uH ANst iHGYy3in MpuBaTtHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu | Tuny - 3a UA/15477/01/01
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0,5 %, no 100 mny aKuioHepH akuioHepHe BHECEHHS 3MiH B METOAMKY BU3HAYEHHS 3anULLKOBUX KiflbKOCTEN peuenmom
nnsawuyi; no 1 e TOBapucTBo” OpraHiyHMx po3vmHHuKiB B Cneuudikadito BxigHoro koHTponio AdI
NAAWLYi y nayui TOBapUCTB IHDy3ia" JleBohnokcauuHy remirigpat
o
"IHgysia"
129./ NEBO®PJIOKC | po3unH ans iHgdysin MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | TUny - 3miHn 3 3a UA/12726/01/01
AUUH 0,5 %; no 100 mn aKuioHepH akuioHepHe akocTi. A®l. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs API peuenmom
abo no 150 mny e TOBapUCTBO abo BuxigHOro mMaTtepiany/npoMiXXHOro NPOAYKTYy/peareHTy, LWwo
nnsawui; no 1 TOBapucTB "IHcpy3ia” BMKOPVCTOBYETbLCS y npoueci BUpobHuuTBa AD| (He3HaYHi 3MiHK Y
nRawui y nadui o 3aTBEpPAKEHUX MeToAax BUNPOOyBaHHS) -
"IHdysia" BHECEHHS 3MiH B METOANKY BUSHA4YEHHS 3anMLLKOBUX KiflbKOCTEN
OopraHiyHMX po34mHHKKIB B Cneuudikadito BXigHoro koHTposnio AdI
JleBocdbnokcauuHy remirigpat
130.| NEMTPAOA KOHUEHTpaT ans TOB YkpaiHa BepiHrep HimeuumH BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3miHn 3a UA/17376/01/01
po34mHy Ans "CaHodi- IHrenbxanm ®apma a/ wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3MiHW y KOpPOTKii | peuernmom
iHdy3iv no 12 mr/1,2 ABeHTiC 'm6X i Ko. KT, Ipnangis/ XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
M Ne1:no1,2mny YkpaiHa" HimeyuunHa HimeyumH iHCTPYKUIii ANA MEAUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
dnakoHi, no 1 (BpobHuuTBO (fill- a/ Benuka [aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KIiHIYHUMX AaHUMKU Ta JaHUMK 3
hnakoHy y finish/nepBuHHe Bputanis dapmakoHarnsagy - 3MiHM BHeCeHO A0 |HCTPYKLUii Ans MeanyHoro

KapTOHHiIN kopoOLi

naKyBaHHs1)
KOHTPOMb SIKOCTi (B
npoveci
BUPOGHMLTBA,
KOHTPOrb SIKOCTI
113, Bkntovaoum
TeCcTyBaHHs Ans
OLiHKM CTEePUIbHOCTI
i BMiCTY
MiKpOOpraHiamiB),
TECTu Ha
cTabinbHicTb);
[xeHsanm Ipnaxg
IimiTen, lpnaHais
(BTOPYHHE
nakyBaHHs,
MapKyBaHHs1,
30epiraHHs 13 Ta
BUMYCK cepii);
xeHsanm Jlimitea,
Benvka Bpuranis
(BTOPUHHE
nakyBaHHs1,
MapKyBaHHS1,
30epiraHHs 13 Ta
Bunyck cepii); Ec
ki Ec IHcTutyT
PdpeseHiyc M'MOX,
HimeyunHa
(TecTyBaHHs ans
OLLiHKM CTEPUIbHOCTI
i BMiCTY

3acTocyBaHHs1 Nnikapcbkoro 3acoby Ao posginis "OcobnueocTi
3actocyBaHHs" Ta "lNMobiyHi peakuii”. BBeaeHHs 3MiH NpoTsrom 6-Tu
MiCSILIiB Micnsi 3aTBEPOKEHHSA
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MiKpoOpraHiamis
(anbTepHaTMBHA
nabopartopis))
131, NIHEKC® Kancynu Teepgi, no CaHpos CnoseHis TNek CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny - bes UA/14267/01/01
32 kancynu y dapmacb dapmaueBTNYHa OHOBIEHHS MeToAy aHanidy Ans KinbKiCHOro BU3Ha4YeHHs Ta peuenma
conakoHi; no 1 loTikana KoMnaHis a.4., iaeHTudiKaLii gitoyoi pedoBMHU. AHani3 NPOBOAUTLCS A1 KOXKHOMO
hbnakoHy B a.a. CnoseHis ( BUNycK LuTamy Ha okpeMoMy Habopi Yallok [1eTpi 3 BUKOPUCTaHHSIM
KapTOHHiIN kopooLyj; cepii); Jlek cepegoBuLla 3i cneundiyHUM NoegHaHHAM aHTMBIOTHKIB.
no 8 kancyny dapmaveBTUYHa BBegeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicnsi 3aTBEPAXKEHHS; 3MiHW |
6nictepi; no 2, abo KoMnaHia g.4., TNy - 3aNPONOHOBAHO HOBUIA MeTOZ ANs1 OLiHKM MiKpoGionoriYHoi
no 4; abo no 6 CnoBeHis ynctotm TYMC: NponoHyeTbCs NPsIMU METOA, 3aMiCTb MemMBpaHHOT
GnictepiB y (BMpPOGHMLTBO in cinbTpavii. BBeaeHHA 3miH npoTarom 6-Tn micauis nicng
KapTOHHIN kopobui bulk, nakyBaHHs1) 3aTBEpPAKEHHS
132, NIPUKA kancynu no 150 wmr; AMNOXKOH CLWA Mdparizep HimeuumH BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/3753/01/02
no 14 a6o no 21 OC 1 MeHtodek4ypuHr a nopaHHsi oHosneHoro ME-CepTudikaTty BignosigHoCTi €Bponenchbkint | peyenmom
kancyni y 6nictepi; inc Honuneng Mm6X dapmakonei Ne R1-CEP 2000-344-Rev 03 ans AonomikHOT
no 1 a6o no 4 pevoBuHu Gelatin Big Bxxe 3aTBepaxeHoro BupobHuka NITTA
Gnictepu B GELATIN INDIA LTD; 3miHu | Tvny - nogaHHss oHoBneHoro ME-
KapTOHHiIN kopobui CeptudikaTy BignosigHocTi €sponencekin dapmakonei Ne R1-CEP
2005-217-Rev 01, 02 ans gonomixHoi pevoBuHu Gelatin Big Bxe
3aTBepgkeHoro BupobHuka Nitta Gelatin Inc; 3miHu | Tuny - nogaHHs
oHoeneHoro E- CepTudikaTy BignoBigHOCTI €BpONenchKin
capmakonei Ne R1-CEP 2000-045-Rev 04 ans 4onomMipkHoi
pevoBuHM Gelatin Big Bxxe 3aTBEpAXEHOro BUPOBOHUKA, SIK HAcnigoK
3MiHa Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta 3miHa Ha3Bu Ta
agpecy BUpOOHWUYMX AinbHULb; 3MiHK | TURY - BUnyveHHs ME-
Ceptudpikaty BignosigHocTi €Bponericbkoi ®apmakonei R1-CEP
2004-320-Rev 00 ans 4ONOMDKHOI peYOBUHM XenaTuH Big,
Bupo6Huka Nitta Gelatin; amiHu | Tuny - BunyyeHHs Me-Ceptudikaty
BignoBigHocTi €Bponercbkoi Papmakonei R1-CEP 2004-247-Rev 00
Ans JOMNOMiXXHOT pe4oBUHM XenaTuH Big BupobHuka Nitta Gelatin
133.| NMIPUKA Kancynu no 75 wr; AMNOXOH CLA Mdpanzep HimeuumH BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/3753/01/04
no 14 a6o no 21 HOC 1 MeHtodekqypuHr a nopaHHs oHosneHoro E-CepTudikaTty BianoBigHOCTI €Bponenchkii | peyenmom
kancyni y 6nictepi; nnc Oonuneng Mm6X dapmakonei Ne R1-CEP 2000-344-Rev 03 anst 4ONOMIXHOT

no 1 abo no 4
6nictepu B
KapTOHHiI kopobui

pedvoBuHM Gelatin Big Bxe 3aTBepaxeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3MmiHu | Tuny - nogaHHss oHoBneHoro E-
CepTudikaTy BignosigHocTi €Bponeiicbkin chapmakonei Ne R1-CEP
2005-217-Rev 01, 02 gns gonomixHoi pevoBuHu Gelatin Big Bxe
3aTBepmkeHoro BupobHuka Nitta Gelatin Inc; 3miHu | Tuny - nogaHHs
oHoeneHoro 'E- CepTudikaTy BignoBigHOCTI €EBponeichkii
dapmakonei Ne R1-CEP 2000-045-Rev 04 ansi ONOMiXHOT
pevoBuHu Gelatin Big Bxe 3aTBEpAXEHOr0 BUPOOHUKA, SIK HACMigoK
3MiHa Ha3Bu Ta agpecyu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta amiHa Ha3Bu Ta
agpecy BUPOOHWMYMX AiNbHULB; 3MiHW | TURY - BUnyveHHs [E-
Ceptudpikaty BignosigHocTi €Bponericbkoi ®apmakonei R1-CEP
2004-320-Rev 00 ans 4ONOMDKHOI peHOBUHM XenaTuH Big,
BupobHuka Nitta Gelatin; aminu | Tny - BunyyeHHsa ME-Ceptudikaty
BignoBigHocTi €Bponeiicbkoi Papmakonei R1-CEP 2004-247-Rev 00
Ans JOoNoMiXXHOT pe4oBUHM enaTuH Big BupobHuka Nitta Gelatin
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Ne
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Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

134.

JNIIPUKA

kancynu no 50 wmr;
no 21 kancyniy
6nictepi; no 1 abo
no 4 Gnictepu B
KapTOHHiN Kopobui

ATNIPKOH
t0C 1
nnc

CLIA

Mdpansep
MeHtodekvypuHr
Hownuneng M6X

Hime4vuuH
a

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | Tuny -
nopaHHs oHosneHoro E-CepTudikaTty BignosigHOCTI €BpONenchbKin
dapmakonei Ne R1-CEP 2000-344-Rev 03 ansi 4ONOMiXKHOT
peyoBuHM Gelatin Bia Bxe 3aTBepaxeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3MmiHu | Tuny - nogaHHss oHoBneHoro E-
CepTudikaTy BignosigHocTi €EBponeichkin papmakonei Ne R1-CEP
2005-217-Rev 01, 02 ans gonomikHoi pevoBuHu Gelatin Big Bxe
3aTBepakeHoro BupobHuka Nitta Gelatin Inc; amibm | Tuny - nogaHHs
oHoBneHoro E- CepTudikaTy BignoBigHOCTI €BponeinchKii
apmakonei Ne R1-CEP 2000-045-Rev 04 ans fonomixHot
pe4voBuHM Gelatin Big BXe 3aTBEPOKEHOTO BUPOOHMKA, SIK HACMIAOK
3MiHa Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta 3miHa Ha3Bu Ta
agpecy BUPOOHMYMX AiNbHULB; 3MiHW | TURY - BUnyveHHs [E-
Ceptudpikaty BignosigHocTi €Bponericbkoi ®apmakonei R1-CEP
2004-320-Rev 00 anst 4OMOMDKHOI PEYOBUHM XEeNaTuH Big,
Bupo6Huka Nitta Gelatin; aminu | Tuny - BunyyenHs ME-Ceptudikaty
BignosigHocTi €Bponeicbkoi Papmakonei R1-CEP 2004-247-Rev 00
ONs JONOMIXKHOT pevoBUMHM xenaTtuH Big BupobHuka Nitta Gelatin

3a
peuenmom

UA/3753/01/05

135.

JIIPUKA

kancynu no 300 wmr;
no 21 kancyni y
6nictepi; no 1 abo
no 4 6nictepu B
KapTOHHiIN kopoOLi

ATNIPKOH
t0C 1
nnc

CLLA

Mdpanzep
MeHtodek4ypuHr
Hownuneng M6X

HimeyuuH
a

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny -
nopaHHsi oHosneHoro E-CepTudikaty BignosigHocTi €Bponenchbkin
dapmakonei Ne R1-CEP 2000-344-Rev 03 ansi 4ONOMiXHOT
peyoBuHM Gelatin Big Bxe 3aTBepaxeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3miHu | Tvny - nogaHHss oHoBneHoro ME-
CeptudikaTy BignosigHocTi €Esponeicekin dapmakonei Ne R1-CEP
2005-217-Rev 01, 02 anst gonomikHoi peyoBuHu Gelatin Big Bxe
3aTBepakeHoro BupobHuka Nitta Gelatin Inc; amiHu | Tuny - nogaHHs
oHoeneHoro E- CepTudikaTy BignoBigHOCTI €BpoNenchKii
dapmakonei Ne R1-CEP 2000-045-Rev 04 ans gonomikHoOi
pedvoBuHM Gelatin Big BXe 3aTBEpPOKEHOrO BUPOGHMKA, sIK HACMIgoK
3MiHa Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta 3miHa Ha3Bu Ta
agpecy BUpOOHWUYMX AinbHULB; 3MiHK | TURY - BUnyveHHs ME-
Ceptudikaty BignosigHocTi €Bponericbkoi ®apmakonei R1-CEP
2004-320-Rev 00 anst [ONOMIKHOI PEYOBUHM XENaTuH Big,
BupoGHuka Nitta Gelatin; amiHu | Tuny - BunyyeHHs Me-Ceptudikaty
BignoBigHocTi €Bponercbkoi Papmakonei R1-CEP 2004-247-Rev 00
ONs JONOMIXKHOT pevoBUMHM xenaTtuH Big BupobHuka Nitta Gelatin

3a
peuernmom

UA/3753/01/06

136.

nonpun
BOCHAJEK®

Tabnetku no 10 mr
no 10 TabneTtoky
6nictepi; no 2
Gnictepu B
KapTOHHiIl kopobuyi

BocHanek
a.a.

BocHis i
epuerosu
Ha

BocHanek o.4.

BocHis i
Iepuerosu
Ha

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
noAaHHs OHOBIIEHOro cepTudikaTty BiANOBIQHOCTI €BPOMNeNnchKin
dapmakonei Bif 3aTBepAKeHOro BUPOOHUWKa Ailo40i peYOBUHN
nisuHonpuny (y copmi aurigpaty) R1-CEP 2003-064-Rev 04. Ak
Hacnigok 3amiHeHo BnacHuka CEP 3 Azelis Deutschland Pharma
GmbH, Germany Ha Zhejiang Huahai Pharmaceutical Co., Ltd.,
China, BUpOGHMYI AinbHUL Ait040i pe4YOBUHM 3anmLLaTbCs
HE3MiHHUMM

3a
peuernmom

UA/1839/01/02

137.

nonpun
BOCHAJEK®

TabneTku no 20 mr
no 10 TabneTok y
onictepi; no 2

BocHanek
a.a.

BocHis i
epuerosun
Ha

BocHanek o.4a.

BocHis i
epuerosu

Ha

BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3miHu | Tuny -
rnoAaHHsi OHOBINEHOIO cepTuUdikaTty BiANOBIQHOCTI €BpONenchkin
dapmakonei Bif 3aTBepAKEHOro BUPOOHUKa Ailo40i peYOBUHM

3a
peuernmom

UA/1839/01/03




48

[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepu B nisnHonpuny (y dopmi aurigpaty) R1-CEP 2003-064-Rev 04. Ak
KapTOHHiN kopobui Hacnigok amiHeHo BnacHuka CEP 3 Azelis Deutschland Pharma
GmbH, Germany Ha Zhejiang Huahai Pharmaceutical Co., Ltd.,
China, BUpoBHMYI AinbHUUI Ail04OT PE4OBKHM 3anMLIAOTHCS
HE3MiHHUMM
138.| nonpPun TabneTkn no 5 mr no BocHanek BocHis i BocHanek a.A4. BocHis i BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/1839/01/01
BOCHAJNEK® | 20 tabneToky a.a. lepuerosmn lepuerosu noAaHHs OHOBMIEHOro cepTudikaTty BiANOBIAHOCTI €BpPONENChKin peuenmom
6nictepi; no 1 Ha Ha dapmakonei Big 3aTBepAKEHOro BUPOOHMKA Aito40oi pevyoBUHM
6nictepy B nisuHonpuny (y dopmi aurigpaty) R1-CEP 2003-064-Rev 04. Ak
KapTOHHiN kopobui Hacnigok amiHeHo BnacHuka CEP 3 Azelis Deutschland Pharma
GmbH, Germany Ha Zhejiang Huahai Pharmaceutical Co., Ltd.,
China, BUpO6GHUYI AinbHMLI Ai040T peYOBMHU 3anuLLaloTbCs
HE3MiHHUMMN
139.| NOUEPUN® nak ans Hirtis Mangepma | LUsenuapi NABOPATOPIT PdpaHuis BHECEHHS 3MiH 10 peecTpaLliiHiX MaTepianis: 3MiHu | TUny - 3miHK 6e3 UA/14681/01/01
nikysansHun, 50 CA a FANAEPMA wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenma
mr/mm; no 1,25 mn, 3MiHW 0 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarmnsay
abo 2,5 mn, abo 5 (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy dhapmMakoHarnsgy,
My drnakoHi; no 1 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3aiCHEHHS
dnakoHy (B hapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
komnnekTi 3 30 ONs 30incCHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
oYuLLyBanbHUMK Bil ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
TamnoHamu, 10 dapmakoHarnsaay (BKOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
wnaTtenamu ta 30 po3MilLieHHi macTep-aina cuctemm papmakoHarnsay) - amiHa
nunoykamu ans KOHTaKTHOI 0cobu 3asiBHUKA, BianoBiAanbHOI 3a 3AiNCHEHHS
HirTiB) B KQPTOHHIN dapmakoHarnagy B YkpaiHi: [ponoHoBaHa pefakuis- [Janinosa
kopobui; no 1,25 mn, Ilapuca BonogumupiBHa. 3MiHa KOHTaKTHUX OA@HUX KOHTaKTHOT ocobu
abo 2,5 mn, abo 5 yMNOBHOBaXeHOI 0cobu 3asBHMKa, BignoBiganbHoOI 3a 34iNCHEHHS
My donakoHi 3 dapmakoHarnsgy B YkpaiHi
KpULLIKOIO 3
annikaTopom; no 1
dnakoHy (B
komnnekTi 3 30
oumLLyBanbHUMU
TamnoHamu Ta 30
nunoYvkamu ans
HirTiB) B KAPTOHHIW
Kopobui
140., MABTEPA® KOHLIEHTpaT Ans ®.Xocppm | LUsenuapi [xeHeHTeK IHK., CLUA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - amiHa 3a UA/14231/02/01
pO34MHy Ans aHH-J15 A CLUA (BupobHuLTBO HimeyumH nepioy NoBTOpHoro BunpobysaHHs APl , a came NpoaOBXKEHHS peuenmom
iHcdpysin, 100 mr/10 Pow It Hepo3dacoBaHoi a/ TepMiHy npuaatHocTi APl Putykcumab 3 24 micauis go 60 micauis
mnno 10 may npoaykuii, nepsuHHe | LLBenuapi npu pekoMeHaoBaHMX yMoBax 36epiraHHsi MiHyc 20 C. BBeaeHHsi
dnakoHi; no 2 nakyBaHHs); Jlabop a 3MiH NPOTArom 6-Tu MicsILiB MiCNsi 3aTBEPOKEHHS

dnakoHu B
KapTOHHiIl kopobuyj;
no 50 mMn y donakoHi;
no 1 dnakoHy B
KapTOHHiIl kopobui

J1C CE eHp Ko. KT,
HimeyuunHa
(BunNpobyBaHHs
KOHTPOMIO SKOCTI
npu BUMycKy 3a
noKasHWKaMm
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BakTepianbHi
€HL,0TOKCUHMU,
CrepunbHicTb); Pow
HiarHocTuke MvbX,
Himeuunna
(BUpOBHMLTBO
HeposdacoBaHoi
npoaykLuii, nepsuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs1,
BMNPoOYBaHHS
KOHTPOIMIO AKOCTI,
BUNyckK cepii ); P.
XodbdpmaHH-Ta Powwu
JIta, Weenuapisa
(BTOPYHHE
nakyBaHHs,
BMNpPOOYBaHHS
KOHTPOIMIO AKOCTI,
BUNYCK cepii)
141 MABEHKIAL | tabnetku no 10 mr; Apec LLisenuapi €spodiHc bionab ITanisa BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/17515/01/01
® no 1, 4 abo 6 TpengiHr a C.P.N.,, Itania BUMyYeHHsA BUpobHMYoT ainbHuui Eurofins Biolab S.r.l.,Itanis, peuenmom
TabneTok B C.A. (BupobHuk BifnoBiganbHoi 3a NpoBeAeHHst KOHTponto sikocTi APl 3a
antomiHieBomy (KOHTpOIb AKOCTI: nokasHukamu «lHwi gomiwkn — beHsanbaerig, AriniH, Metun n-
6nicTepi BU3HAYeHHS TonyoncynbdoHaTt, ETun n-tonyoncynbdoHaTt»; 3miHu | Tuny -
(MapkyBaHHsi eneMeHTHNX BUIy4eHHs 3i cneumdikauii ADI knagpubiHy BupobHuka M3
aHrmincbKo OOMILLOK)); NoKasHUKa SKOCTI «IHLWi JOMILLKM — AHINIH»; 3MiHW | TUny -
MOBOI), Hep®apMa C.P.1., BUIy4eHHs 3i cneumdikauii API knagpubiHy BupobHuka 113
3ane4artaHomy y ITanis (BupobHuk nokasHUKa SIKoCTi «IHLWi AoMiLLKkn — ETun n-TonyoncynbdoHaT»;
KapTOHHY (BUpOBHMLTBO 3MiHM | TRy - BUNy4YeHHs 3i cneuundikauii APl knagpubiny
06KnaguHKy, siky Hepo3dacoBaHOro BUpo6HuKa 13 nokasHmka skocTi «IHWi gomiwku — MeTtun n-
BMiLLYIOTb Y npenapary, TOnyoncynboHaT;
KOHTYPHY YapyHKOBY nepBuHHe Ta 3MiHM | TRy - BUNy4YeHHs 3i cneuundikauii APl knagpubiny
YyNakoBKy Ta BTOPUHHE BUpobHuka 13 nokasHuka skocTi «IHwWi gomiwku — beHsanbgerioy»
BKNagatTb Yy nakyBaHHs,
KapTOHHY KOpOOKy KOHTPOIb SKOCTI,
BMNYCK cepilt))
142 MAOOMAP® Tabnetku, 200 mr/50 | ®.Xocdbcpm | LWeenuapi | Aenbcdapm MinaHo, ITanis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/11355/01/01
mr no 100 Tabnetok aHH-J1s ] C.P.J1., Itanis LLIseruapi opao 6esnekn/edekTMBHOCTI Ta dhapMakoHarnsay - 3MiHU BHECEHO | peyernmom
y nnswuj; no 1 Pow Nta (BUpOBHMLTBO a B TEKCT MapKyBaHHS yMakoBKM Nikapcbkoro 3acoby. BBeaeHHs 3MiH
NNAWLUi y KApTOHHIN Hepo3dhacoBaHoI NPOTArom 6-T1 MicsAUIB NiCNsA 3aTBEpPAKEHHS
Kopooui npoaykLuii, nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BMNPOOOBYBaHHS

KOHTPONIO SKOCTi);
®.XocbdpmaHH-Ia
Pow INTa,
LLIsenuapisi (Bunyck
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[IponoBxeHHs nonarka 3

Ne

Haszea

n/ | nikapcbkoz2o0

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina

eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

3acoby

cepil);
®.XobdpmaHH-Is
Pow INTa,
LLsevinapisa
(nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI,
BMNYCK cepii)

3a

UA/11355/01/01

143.

MALONAP®

Tabnetku, 200 mr/50
mr no 100 Tabnetok
y nnsawui; no 1
NAAWLUi y KAPTOHHIN
Kopobui

. Xodhpm
aHH-J1s
Pow Nta

Lsenuapi
a

Henbdapm MinaHo,
C.P.1., Itania
(B1poBHMLTBO

Hepo3dacoBaHoI
nNpoAayKuii, nepBuUHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
BMNPOBOOBYBaHHS
KOHTPOIO AKOCTi);
®.XodbdpmaHH-Ia
Pow JTg,

LLsenuapisi (Bunyck

cepii);
®.XocbdpmaHH-Ia
Pow NTa,
LLIsevinapisa
(nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BUNPOOYBaHHS
KOHTPOMIO SIKOCTI,
BMNYCK cepii)

ITanis/
LLseruapi
a

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu Il Tuny - 3MiHn
BHECEHO A0 IHCTPYKUIii ANS MEANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby no posainis "®apmakonoriyHi BnacTneocTi”,
"MpoTunokasaHHs", "Cnocib 3actocyBaHHs Ta 403U" (BHECEHI
YTOYHEHHs), "B3aemogis 3 iHWMMKM nikapcbknumm 3acobamm Ta iHLwi
Buam B3aemogin”, "OcobnmBocTi 3acTocyBaHHS", "3acTOCyBaHHS y
nepiop BariTHocTi abo rogyBaHHs rpyaa” (BHECEHHS OAATKOBUX
3actepexeHb), "lNobivni peakuii”, "Aitn" (3aTBepmkeHo: "MNpenapat
He 3aCTOCOBYyBaTyW AiTAM.", 3anponoHoBaHo: "Jlikapcbkuin 3acio
Magonap® npoTunokasaHuii navieHTam BikoM o 25 pokis."),
"3QaTHICTb BINMBATU Ha LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCNopToM abo iHWMMK MexaHidamamu" BiANOBIAHO OO
marepianis peectpauifiHoro goceke. BBegeHHsa 3miH npoTarom 6
MiCsILIiB Micnsi 3aTBEPOKEHHSA

peuenmom

UA/9669/01/01

144.

MAHIHIN®
3,5

Tabnetku no 3,5 wmr,
no 120 TabneTok y
dnakoHi; no 1
dnakoHy B
KapTOHHiIl kopobuyi

BEPIIH-
XEMI AT

HimeuvyuH
a

BEPNIH-XEMI AT,
Himeuunna
(BupobHuuTtBO «in
bulk», kOHTpOnb
cepin); BEPJIH-
XEMI AT,
HimeuunHa
(KoHTpornb Ta
BUWMYCK Cepin);
MeHapiHi-PoH
XewnpeH M'm6X,
Himeuunna
(BupobHUUTBO «in
bulk», nepBuHHe Ta
BTOPUHHE

nakyBaHHA,

HimeuvuuH
a

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
noAaHHst OHoBNeHoro ceptudikarty signosigHocTi € R1-CEP 2000-
289-Rev 07 gna A®I ibeHknamia, Big BXe 3aTBEpPOKEHOrO
BMpobHuKa Sri Krishna Pharmaceuticals Limited, Ta sik Hacnigok
HaJaeTbCs pe3toMe ynpaBriHHA pUsMKamMun 4 eNeMeHTHUX
OOMiLLOK BignoBiaHo Ao kepiBHuuTea ICH Q3D

3a
peuenmom




51 ITponoBkeHHs qomarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTpOIb cepii)
145.| MEOAKCA NMOPOLLIOK Mepak HimeyunH | Mepak Nesenbwadt | HimeuunH BHECEHHS 3MiH IO peecTpaliiHiX maTepianis: 3miHu | Tuny - 3a UA/4884/01/01
nioginizoBaHun anga [esenblwa a rop KniHiwe a agMiHicTpaTuBHI 3MiHW. Buny4eHHst BUpOGHMYOT AinbHULI peuenmom
NpUroTyBaHHs T drop LLineuianbnpenapat (Bkntovaroun ainbHULi ans A®l, npomMixxHoro npoaykTy abo rotoBoro
po34mHy Ans KriHiwe e Mb6X, HimeuyunHa nikapcbkoro 3acoby, AinbHUUI Ans NPpoBeAeHHS NaKyBaHHS,
iHdpysin (5 mr/mn) no | Lneuians (BUPOBHWK, LIO BMPOGHKMKa, BiANoBiAanbHOro 3a BMMYCK Cepiii, Micue NpoBeaeHHSs
50 mr, 1 cknsHomn npenapat Bignosigae 3a KOHTpoOMto cepii) abo noctayanbHUka BUXiZHOTO MaTepiany,
hnakoH 3 MOPOLLKOM e M6X BUNYCK cepii, peareHTy abo JOMOMIKHO| PEYOBUHY (SIKLLO 3a3HAYEHO Y JOCHE) -
Y KapTOHHil kopoobui BTOPUHHE Buny4YeHHs BupobHuka APl OkcaninnatuH JJANGSU HENGRUI
nakyBaHHs, MEQICINE CO., LTD, China. 3anponoHosaHo: HERAEUS
MapKyBaHHS1, DEUTSCHLAND GMBH & CO.KG, GERMANY
KOHTponb/Bunpobys
aHHSA cepin);
OHnkoTek ®apma
MpoaakwH MéX ,
Himeuunna
(BUPOBHWK, WO
BignoBsigae 3a
BMNyck coopmu in
bulk, nepsuHHe
nakyBaHHs,
KOHTponb/Bunpobys
aHHs cepin)
146./ MEOAKCA NMOPOLLIOK Mepak HimeyunH Mepak Nesenbwadpt | HimeyunH BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/4884/01/02
nioginizoBaHun Ans lesenblua a drop KniHiwe a apMiHIiCTpaTuBHI 3MiHN. Buny4eHHss BUpOGHMYOT AinbHNLI peuernmom
NpUroTyBaHHSA dT drop Lneuianbnpenapat (Bkntovaroum ginbHuui ans A®l, npomixHoro npogykty abo roToBoro
po34MHy Ans KniHiwe e M6X, HimewyunHa nikapcbkoro 3acoby, AinbHULI AN NPpoBEAEHHS NaKyBaHHS,
iHdpysin (5 mr/mn) no | Lneuians (BMPOBHWK, IO BMPOGHMKa, BiANOBiAanbHOro 3a BMMYCK Cepil, MicLie NpoBeAeHHS
100 mr; 1 cknsiHOM npenapaTt Bignosigae 3a KOHTpOMto cepii) abo nocTayanbHWKa BUXIQHOTO maTepiany,
nakoH 3 NOPOLLKOM e MbX BUMYCK cepii, peareHTy abo AOMOMIXHOT PEYOBUHY (SIKLLO 3a3HAYEHO Y OOCHE) -
Y KapTOHHIl KOpoobUi BTOPUHHE Buny4YeHHs BupobHuka APl OkcaninnatuH JJANGSU HENGRUI
nakyBaHHs, MEQICINE CO., LTD, China. 3anponoHoBaHo: HERAEUS
MapKyBaHHS, DEUTSCHLAND GMBH & CO.KG, GERMANY
KOHTpOnb/Bnnpobys
aHHSA cepin);
OHkoTek ®apma
MpoagakwH MéX ,
HimeyunHa
(BUPOBHUK, LIO
Bignosigae 3a
BMNyck coopmu in
bulk, nepBuHHe
nakyBaHHs1,
KOHTponb/Bnnpobys
aHHs cepii)
147 MEOAKCA NOpOLLOK Mepak HimeyumH Mepak Nesenbwadpt | HimeyuunH BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHu | Tuny - 3a UA/4884/01/03
niocpinizoBaHun ans lesenbla a rop KniHiwe a agMiHicTpaTuBHI 3MiHW. BunyyeHHsi BUpOGHMYOI AinbHULI peuenmom
NpUroTyBaHHS dT drop Lneuianbnpenapat (Bkntovaroum ainbHuui ans A®l, npoMixxHoro npogykty abo rotoBoro
pPO34mMHYy Ans KniHiwe e Mb6X, HimeuyunHa nikapcbKoro 3acoby, AinbHUL 4N NpoBeAeHHS NaKyBaHHS,
iHdpysin (5 mr/mn) no | Lneuians (BUPOBHUK, LIO BMPOGHKKa, BiANOBiAanbHOro 3a BMMYCK CEpiil, MicLe NpoBeAeHHS

150 mr; 1 cknsHowm

npenapat

BignoBsigae 3a

KOHTpono cepii) abo nocTayanbHWKa BUXIOHOTO matepiany,
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
hnakoH 3 MOPOLLKOM e M6X BUNYCK cepii, peareHTy abo JOMNOMiXKHOT PEYOBUHM (SIKLLO 3a3HA4YEHO Y AOChE) -
Y KapTOHHIN kopobui BTOPUHHE BUIyYeHHs1 BUpobHuka APl OkcaninnatuH JJANGSU HENGRUI
nakyBaHHs, MEQICINE CO., LTD, China. 3anponoHosaHo: HERAEUS
MapKyBaHHS1, DEUTSCHLAND GMBH & CO.KG, GERMANY
KOHTpOnb/BMNpobyB
aHHSA cepii);
OnkoTek ®apma
MpogakwH M6X ,
Himeuunna
(BUPOBHUK, LIO
Bignosigae 3a
BUNycK oopmu in
bulk, nepsuHHe
nakyBaHHs1,
KOHTponb/Bunpobys
aHHs cepin)

148 MEOETPOM Kpanni O4Hi, TOB Ykpaina K.O. POM®APM PymyHis BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa 3a UA/12903/01/01
cycneHsis no 5 mn y «YorPng KOMMAHI C.P.J1. (BnacHwuka peecTpauiHoro noceigveHHs) (3rigHo Hakazy MO3 Bin | peyenmom
nakoHi- MEONLN 23.07.2015 Ne 460). 3miHn BHeCeHi B iHCTPYKLIiIO ANs MeAnYHOro
KpanensHuui; no 1 H» 3acToCyBaHHS nikapcbKkoro 3acoby y po3ain "3asBHuK" 3
dnakoHy- BigMNOBIgHVMM 3MiHaMU B TEKCTi MapKyBaHHs yNakoBoK. BBegeHHs
KpanenbHUUi y 3MiH MPOTAroM 6-TW MicALiB NicNs 3aTBEPAXKEHHS; 3MiHM | Tuny -

KapTOHHiIN kopobui 3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsaay. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX AaHVX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOI 0CO0U, BiANOBIiganbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-hanna cuctemm papmakoHarnsaay) - amiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
apmakoHarnsg. Hitoua pegakuis: PycynaH Ecakist / Rusudan
Esakia. NponoHoBaHa peaakuis: Nyano MNaHHa CTtaHicnasiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXKEHOI 0COOM 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg. 3MiHa Micus 34iiCHEHHS!
OCHOBHOI AisANbHOCTI 3 hbapmakoHarnsaay. 3miHa MicLie3HaxomKeHHs
MacTtep-cavina cuctemu apmakoHarnsgy; 3miHu | tuny - 3MiHn
wono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) -
BHeceHHs 3miH o posginy MKA N3: « MAPKYBAHHA» fitova
pepakuis: MAPKMPOBKA B cooTBETCTBMU C NpunaraeMbiv
yTBEPXAEHHbIM TEKCTOM MapkupoBku. MNponoHoBaHa peaakuis:
MAPKYBAHHA 3rigHo 3aTBepaXeHOro TeKCTy MapKyBaHHS.
OHOBMEHHSA TEKCTY MapKyBaHHS YNakoBKU fikapcbKoro 3acoby 3
BHECEHHSAM iHopMaLlii LWOAO 3a3Ha4YeHHsT OQNHULb BUMIPIOBaHHS Y
cuctemi Sl Ta BHeCEHHS iHgopMaLii Woao 3MiHM 3asiBHMKA.
BBegeHHs 3MiH npoTsrom 3-x MicsLiB nicnsi 3aTBepaXeHHs

149./ MEOUXPOHA | rpaHynu, naket Ne 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3miHu | Tuny - be3 UA/6504/01/01

ne- Tanaket Ne 2y "®apmaue "®apmaueBTnyHa BUIy4eHHs 3 cneuudikauii AP| HaTpito dhopmiaT BUSHa4YeHHS peuenma
OAPHUUA nayuj; 7 naketis Ne BTUYHA dipma "[apHuua” OpraHiYHMX PO3UYMHHUKIB aLEeTOHy Ta TONyory 3 NoKa3HuKa
1T1a7naketiB Ne 2y dipma «3anuLKoBi KiNbKOCTi OpraHiYHNX PO34YMHHWMKIBY; 3aMPONOHOBaHO: 2-
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nauyui; 21 naket Ne 1 "OapHuus” nponaHony-He 6inbwe 0,5%. BBegeHHs 3MiH NpOTsAroM 6-Tu micsiLiB
Ta 21 naket Ne 2 y nicnsa 3aTBepAXKEHHSI; 3MiHM | TUNY - BHECEHO 3MiHM A0 cneundikauii
nayui A®I (HaTpito bopmiaT) 3a nokasHukamu: -«MacoBa YacTka BinbHUX
KWUCNOT i NyriB» A0 PO3AiNy BHECEHI pefaKLuinHi npaBku, LWo
odhopmIieHi BiAnoBiAHO A0 pekomeHaauin Ta ctunictukn APY; -
«MikpobionoriyHa ynctoTa» po3gin npuBegeHo y BiANOBIAHICTb 4O
Bumor €, 2.6.12, 5.1.4. BBegeHHs1 3MiH NpOTSArom 6-Tu MicsiLiB
nicnsa 3aTBepAXeHHs; 3MiHu | TUny - 3MiHa y MeTofax BUNpobyBaHHs
A (HaTpito hopmiaT) 3a nokasHMKamu: -«1po30piCTb PO3UNHY»
MEeTOAMKA KOHTPOSIO 3anuileHa y NnpoekTi po3ainy 6e3 3amiH fo
po3ainy BHeCeHi pefakuinHi npasku, Wo oopMneHi BiANoBiAHO A0
pekomeHgauin Ta ctunictukn AdY; - «3anuwwkosi KinbkocTi
OpraHiYHMX PO34MHHKMKIB» BigMOBIOHO OO OHOBIEHMX MaTepianis
BMpOGHMKa Ta posainy 3.2.S.2 Npouec BMpobHMUTBa Aito4oi
PEYOBMHY BUKITHOYEHO KOHTPOMb aLUeToHyY | TOMyosny 3 NpoekTy
AaHoro po3giny; - «KinbkicHe BU3Ha4YeHHsI» METOAUKA KOHTPOSO
3anuiieHa y NpoexTi po3ainy 6e3 3miH 40 po3ainy BHECEHi
penakuinHi npaBku, Wo odopMIieHi BigNoBigHO A0 pekomeHaalin Ta
ctunictukm O®Y; - «MikpobionoriyHa YicToTa» po3gin npuBeaeHo y
BiANoOBIgHICTb 40 BUMor €P, 2.6.12, 5.1.4 BBeaeHHS 3MiH MPOTAroM
6-T1 MicAuiB nicnsa 3aTBEPAXEHHS; 3MiHM | TUNY - 3MiHW B NpoLeci
BMpOoGHMUTBa ADI(HaTpito dopmiaT), a came BUKITIOYEHO
BUKOPUCTAHHS aLEeTOHy i TONyony BiAMOBIAHO 4O OHOBNEHMX
MaTepianis BUpoOHuka po3again 3.2.S.2 Mpouec BUpobHMLTBA gjitoYoi
peyoBUHW. BBegeHHSs 3MiH NpoTsirom 6-Tv MicsiLiB nicnsi
3aTBEpKEHHSA
150 MEMOMNAHT | TtabneTtku, BKpUTI Op. HimeuunH | [Op. Binbmap LBabe | HimeuynH BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - be3 UA/0204/01/02
obornoHkoto, no 40 Binbmap a 'm6X i Ko. KI" a nopaHHs oHosneHoro ceptudikaty CEP R1-CEP 2014-205-Rev 00 | peuenma
mr, no 10 TabneTok LLisabe Bi BupobHuka KAPA MAPTHEPC (WALLINGSTOWN CO. LTD.)y
y bnicTepi; no 2 'm6X i Ko. 3B’s13Ky 3 3aKiHYeHHAM TepMiHy Aii nonepegHboro ceptudikaty CEP
6nictepu B Kr
KapTOHHIN kopobLyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHIN kopobui
151 MEMOMJIAHT | Tabnetku, BKpUTi Op. HimeuunH | [Op. Binbmap LliBa6e HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/0204/01/01
®OPTE NniBKOBOKO Binbmap a 'mb6X i Ko. KI a noAaaHHsi oHoBneHoro ceptudikaty CEP R1-CEP 2014-205-Rev 00 | peuenma
obornoHkoto, no 10 LLisabe Bia BUpobHuka KAPA MAPTHEPC (WALLINGSTOWN CO. LTD.)y
Tabnetok y 6nictepi; | Mv6X i Ko. 3B’53Ky 3 3aKiHYeHHAM TepMiHy Aii nonepeaHboro ceptudikaty CEP
no 2 abo 3 Gnictepu KIr
B KapTOHHIN
kopobui; no 20
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHIN kopobui
152 METANI3E® niogpinizat Ans BepiHrep HimeuumnH BepiHrep HimeuumH BHECEHHS 3MiH 10 peecTpaLliliHix maTepianis: 3miHu | Tuny - 3a UA/8168/01/01
PO34MHYy AN iH'eKuin | IHrenbxan a IHrenbxanm ®apma a BBEJEHHS anbTepHaTUBHOI AinbHuui A eHg Em LLTa6TecT Nabop peuenmom
no 10 000 OA (50 M 'm6X i Ko. KI” dyp Ananituk yHa CrabinitatcnpydyHr F'm6X, KonepHikyc wrp.6,
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mr); 1 cprnakoH 3 IHTepHeww 50126 Beprxavim, HiMey4nHa 3 KOHTPOIO SAKOCTi B AOCHIMKEHHSX
nioginizatom Ta 1 HN TMEX cTabinbHOCTI PO34MHHMKa (BoAa Ans iH'eKLiin) 3a OKpeMUMmn
Lwnpuy 3 MOKasHWKaMK: 30BHILUHIN BUrMAA; 06’eM, O BUTAraeTbCs;
po34unHHMKOM o 10 KMCNOTHICTb ab0 MyXHiICTb; MMTOMa €NeKTPONPOBIAHICTb; PEYOBUHM,
mn (Boga ans LLIO OKMCIIOIOTLCS; XITOPUAN; HITpaTu; Cynbdartu; aMoHito coni;
iH’EKUIN) Y KOMMNeKTi KanbLii | MarHin; Cyxvmi 3anuiuok; MexaHiyHi BKIIOYEHHS — HEBUAUMI
3i CTEepUnbLHUM YaCTWHKKM; 3MiHW | TUNY - BBEAEHHS anbTepHaTUBHOI AinbHuLi JTabop
nepexigHnm JIC CE eHg Ko. KI', MaHrenscenba, 4,5,6, 97708, baa-boknet-
NpUCTPOEM Ans 'poceHbpax, HimeuunHa 3 KOHTPOMIO AKOCTI 3a NapameTpamu
dnakoHa Ta “CTepunbHicTb. bakTepianbHi éHOOTOKCMHWN” B OOCHIOKEHHAX
CTEepUrbLHOI cTabinbHOCTI PO34MHHMKa (Boaa Ans iH'exLin)
0HOPa30BOI0
FONKOI0 Y KapTOHHIN
Kopobui
153.| METPOHIOA3 | renb ans siced, no nn YkpaiHa TOB "Apnimen" Pecny6bnik BHECEHHS 3MiH IO peecTpaLiiHiX MmaTepianis: 3miHu | Tuny - 6e3 UA/14905/01/01
on AEHTA 20 r rento B Ty6i; no "MMEJEK a Bipmenia BHECEHHS 3MiHM A0 po3giny «MapkyBaHHsa» MKA J13: peuyenma
1 Ty6i B KQPTOHHI c" 3anponoHoBaHo: MapkupoBka. CornacHo yTBEPXXAEHHOMY TEKCTY
nauyui MapK1poBKW. 3MiHW BHECEHi B TEKCT MapKyBaHHS yMakoBKW
nikapcbKoro 3acoby LWoAOo 3a3HAaYeHHA MiXKHAapPOAHWX NMO3HaYeHb
OOVHWLb BUMIpIOBaHHS. BBegeHHs 3MiH NpoTsirom 6-Tu micauiB nicns
3aTBEPAKEHHS
154, METPOHIAA3 | renb ans sicex, no mn Ykpaina TOB "Apnimeg" Pecnybnik | BHeCeHHs 3MiH JO peecTpauinHuX MaTepianis: BUNPaBEHO TEXHIYHY bes UA/14905/01/01
Oon AEHTA 20 r rento B Ty6i; no "rMEQEK a Bipmenis NMOMWIIKY Y TEKCTi MapKyBaHHS NePBUHHOT YNAKOBKW MiKapCbKOro peuernma
1 Ty6i B KAPTOHHI c" 3acoby: sanponoHosaHo: 3. HOMEP CEPIi NIIKAPCbLKOIO 3ACOBY
nayui HaHocutbesa metogom TucHeHHs 4. JATA SAKIHYEHHA TEPMIHY
NMPUOATHOCTI. HaHoCcUTbCA METOA0M TUCHEHHS. 3a3HauyeHe
BMNpaBfieHHs BigNoBigae marepianam peecTpauinHoro 4ocbe
155, MIO3UM MOPOLLOK ANA IxeHsanm | HigepnaH [xeHsanm lpnang IpnaHgis/ | BHECeHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu |l Tuny - 3miHu 3 3a UA/11618/01/01
NpUroTyBaHHSA HOpon B.B. an IimiTen, lpnaHais Benbris sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KOHTponb JOMNOMIKXHMX PEYOBUH. | peyenmom
KOHUEHTpaTy Ans (HanoBHeHHs 3MiHa napameTpiB cneumdikaui Ta/abo AonycTUMUX MeX Anst
po34nHy Ans dnakoHiB Ta AOMOMDKHOT PEYOBMHM (BUNMYYEHHS 3i cneumdikaLlii nokasHuka, Skui
iHdy3in no 50 mr; 1 BMPOGHMLUTBO MOXe MaTu iCTOTHWUI BNNMB Ha 3ararnbHy sIKiCTb FOTOBOMO
nakoH 3 NOPOLLKOM KiHLEBOro NpoayKTy, nikapcbkoro 3acoby) - BUNy4YeHHst 3i cneuudikadii Ha Bunyck AdI
Y KapTOHHIW nayui MapKyBaHHs Ta (Formulated Drug Substance)anrntoko3ngasm anbda, KOHTPOIb
nakyBaHHs, OOMOMDKHUX PEYOBUWH: Ha HaTpin, docdat, MaHiTon
KOHTPOIb AKOCTI
'3, Bunyck cepii);
[xeH3anm
dnaHgepc 6863,
Benbrisa
(BpobHuLTBO AC,
NpUroTyBaHHs
po3unHy N3 gns
niogoinisavii)
156.| MITPA PO34UH ANs iH eKuin, PYyn Pecny6bnik PYn Pecny6bnik BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu | Tuny - 3a UA/16318/01/01
100 mr/mn, no 5 mn "Benmean a "Benmegnpenapatun” a [0[aBaHHS HOBOro BMpOOHUka A®I menbaoHin - LanaoHr YeHry peuenmom
B amnyni; no 5 penapatu” Binopycbk Binopycb Lyanga ®apmaceytikan Ko., Jit4., Kutan; amiim | Tuny - BunyveHHs

amnyrn 3 po34MHOM y
6nictepi; no 2
Gnictepu y
KapTOHHIN nayui

i3 cneumdikauii BxigHoro kKoHTpornto A®| 3actapinoro nokasHuka
«Baxki meTanuy; a3miHu | TuNy - JONOBHEHHS cnevumdikauii BXiZHOro
KoHTponto A®| nokasHmkom sikocTi «MikpobionoriyHa ynctoTar Ta
BiANOBIgHMM MeTo40oM BUNpPoByBaHHs;
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHM | TMNY - 4OMOBHEHHSA cneundikauii BXigHoro koHTponio Ad|
NOKa3HUKOM SKOCTi «BbakTepianbHi eHOOTOKCMHUY Ta BigNOBIgAHUM
MeToA0M BUMPOByBaHHSA
157 MOBAIJIC® Tabnetku no 7,5 wmr; BepiHrep HimeuunH Bepinrep HimeuumnH BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/2683/02/01
no 10 TabneTok; no IHrenbxan a IHrenbxanm Ennac al peuis BHECEHO A0 IHCTPYKLUIii AN MEAWYHOro 3aCTOCYBaHHS NikapCbKoro peuenmom
2 6nictepu B M A.E., lNpeuist; 3acoby go po3aginy "OcobnuBocTi 3acTocyBaHHA" LLOA0 OHOBIIEHHS
KapTOHHiN kopobui IHTepHeLw BepiHrep iHcbopmalii 3 6e3neky JONOMiXXHMX PevoBUH. BBeaeHHS 3miH
HN TmM6X IHrenbxanm ®apma NpOTArom 6-T MicsILiB Nicns 3aTBepAKEHHS
v6X i Ko. KT,
HimeyuunHa
158.| MOBAJIC® Tabnetku no 15 mr; BepiHrep HimeyumnH BepiHrep HimeuumH BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3MiHK 3a UA/2683/02/02
no 10 TabneTok; no IHrenbxan a IHrenbxanm Ennac al INpeuis BHECEHO [0 iHCTPYKUiT AN MeQN4YHOro 3acToCyBaHHs NikapcbKoro peuenmom
1 abo 2 6nictepn B M A.E., I'peuis; 3acoby Ao po3aginy "OcobnmnBocTi 3aCTOCyBaHHA" LLOA0 OHOBIIEHHS
KapTOHHiIN kopoOLi IHTepHeww BepiHrep iH(bopMaUii 3 6e3nekn 4ONOMKHUX pevyoBUH. BBeaeHHs 3MiH
HN TmM6X IHrenbxanm ®apma npoTSarom 6-Tu MicALiB Nicnsa 3aTBepAXeHHs
Mv6X i Ko. KT,
HimeyuunHa
159.] MOMEOEPM kpem, 1 mr/rno 15r TOB YkpaiHa dapmsaBog €nbca Monbwa BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3MiHu | TUny - 3miHK 3a UA/10968/02/01
® abo no 30 ry Ty6i; "Bayw AT. wopao 6esnekn/edeKTMBHOCTI Ta hapMakoHarnsaay - 3MiHW BHECEHO | peyenmom
no 1 Ty6i B Xenc" [0 IHCTPYKUii ANns Mean4HOro 3acTocyBaHHs! NikapCbKoro 3acoby Ao
KapTOHHiI kopooLi po3giny "OcobnmBocTi 3acTocyBaHHA" BiANOBIAHO 40 OHOBMEHOI
iHcpopmalii 3 6e3nekn 3acToCyBaHHS AOMOMDKHMUX PEYOBUH. TepMmiH
BBEAEHHSA 3MiH NPOTArom 6 MicauiB Nicnsa 3aTBEPAXKEHHS
160.| MYJIbTUTPU Kpanni Ha3arnbHi, HenbTa LLisenuapi K.O. Biogapm C.A. PymyHis BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: 3MiHu | TUny - 3MiHn bes UA/15882/01/01
N HA3AIb po3unH 0,05% no 10 Megiken s wono 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo peuenma
My dprnakoHi 3 Mpomoyw 3MiHM [0 y3aranbHEeHUX AaHnX Npo cuctemy papmakoHarnsgy
HasanbHUM H3 AT, (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy chapmakoHarnsgy,
annikaTopom; no 1 3MiHa yNOBHOBaXXeHOT 0CO0U, BiANOBIAANbHOI 3a 3AiINCHEHHS
dnakoHy B hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
KapTOHHIN ynakoBLi ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIganbHOI 3a 34iCHEHHS
dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarmnsig;
nponoHoBaHa pefakuis: [JaHinosa Jlapnca BonoanmupisHa; 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXeHOi 0cobu 3asiBHMKA, BiAMOBiAanbHOI
3a papmakoHamnsig
161 MYNIbTUTPU Kpanni Ha3arbHi, HenbTa LLisenuapi K.O. Biogpapm C.A. PymyHis BHECEHHS 3MiH IO peecTpaLiiHiX MmaTepianis: 3MiHu | TUny - 3miHn bes UA/15882/01/02
N HA3AIb po34unH 0,1% no 10 Megiken s wono 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo peuenma
My donakoHi 3 Mpomoyw 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
HasanbHUM H3 Al (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy bapmMakoHarnsgy,
annikatopom, no 1 3MiHa ynoBHOBaXeHOi ocobu, BianoBiAanbHoI 3a 3A4iMCHEHHS
dnakoHy B hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsigy 3asiBHUKa

KapTOHHIl ynakoBLi

0N 30iMCHEHHs hapmakoHarnsay B YKpaiHi, SKLWO BOHa BigMiHHA
BiJ, YNOBHOBaXXe€HOT 0CO0M, BiANOBIganbHOI 3a 34iCHEHHS
apmakoHarnsay (BKoYaryn KOHTaKTHI faHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemm papmakoHarnsay) - amiHa
YNOBHOBaXXEHOI 0COOW 3asiBHMKA, BiANoBiganbHoi 3a
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
bapmakoHarnsg;
nponoHoBaHa pefakuis: [JaHinosa Jlapuca BonognmupisHa; 3amiHa
KOHTaKTHUX JaHWX YNMOBHOBaXEHOi 0CObW 3asiBHMKA, BiAnoBiaansHoi
3a (papmakoHarnsg
162., HOBOPAIMIA PO34MH ONs iH eKLiN, A/T Hoso [aHis BUPOBHMK Hanis/ BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu Il Tuny - 3miHn 3a UA/4863/01/01
® 100 O4/mn, no 3 mn Hopaick Hepo3adacoBaHOro ®paHuis/ 3 gKkocTi. FoToBUIA NikapcbkuiA 3aci6. 3MiHM y BUpOBGHUUTBI. 3amiHa | peyenmom
®JIEKCMNEH® | y kapTpuaxi; no 1 npoaykTy, Bpasunisi/ | abo BBeAeHHs 4OAATKOBOI AiNlbHUL BUPOBHMLTBA ANs YacTuHu abo
KapTpumxKy y HamnoBHEHHS B Kutaiicbka BCbOro BUPOOHMYOrO NpoLecy roTOBOro Nikapcbkoro 3acoby
6araTono30Bil MeHin®, nepBuHHA HapogHa (BinbHMUS, Ha sKi NpoBOAATLCA Oyab-AKi BUPOGHWYI cTagii, 3a
04HOPa3oBil ynakoBka, KOHTponb | Pecnybnik BVHSITKOM BUMNYCKY CEpil, NPOBEAEHHS KOHTPOMIO SKOCTi Ta
AKOCTI Ta a BTOPWHHOIO NakyBaHHs, ANs NikapCbkux 3acobiB

LnpuL-pyYLi; no 1
abo 5 wnpuu-pyyok
Y KapTOHHi KOpoobUi

BignoBiganbHUN 3a
BWNYCK Cepilt
KiHLEBOrO MPOAYKTY:
A/T Hoeo Hopagaick,
[OaHis; BupobHuk
npoaykuii 3a NOBHUM
umknom: Hoso
Hopaick
MpogatokcboH CAC,
dpaHuis;
MapkyBaHHA Ta
yMaKoBKM
dnekcleH®,
BTOPWHHOIO
nakyBaHHs: A/T
Hoso Hopgick,
[OaHis; BupobHuk
Ons 36upaxHs,
MapKyBaHHsi Ta
yMaKoBKM
®rnekclleH®,
BTOPUHHOIO
nakyBaHHs:
A/T Hoeo Hopgaick,
[OaHis; BupobHuk
Hepo3dhacoBaHoi
npoaykLuii, nepBuHHa
Ta BTOPWHHA
ynakoBKa:
Hoso Hopgick
Mpoaykao
dapmaceyTika oo
Bpasinb JlTpa.,
Bpasunisi; Bupo6Humk
Hepo3dacoBaHOro
NpoAYKTY,
HamnoBHEHHS B
NepBUHHY YMaKOBKY:
Hoso Hopgick
(Kutan)

Gionori4Horo/iMyHOMNOriYHOro NoxoaxeHHs abo nikapcbknx opm
KOMMeKCcHoro (cknagHoro) BupobHunyoro npouecy) BeegeHHs
BMPOGHMKa Hepo3daCcoBaHOTO NMPOAYKTY, HAMOBHEHHS B NEPBUHHY
ynakoBky: HoBo Hopgaick (Kutai) ®apmacsbtotikans Ko., I11a.,99
Hanxawn Poya, TEOA, m. TaHbugiHb Kntanceka HapogHa Pecny6nika
300457
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmachbioTikans
Ko., IlTA., Kutaicbka
HapoaHa
Pecnybnika
163.| HOTTA® Tabnetku; no 12 Pixapa ABcTpis Pixapa bittHep Al ABCTpis BHECEHHS 3MiH IO peecTpaliiHiX maTepianis: 3miHu | Tuny - bes UA/10043/01/01
TabneTok y 6nicTepi; BiTTHep BHECEHHSs1 3MiHu o po3ainy 3.2.S.2.1. BupobHuk(n), a came - 3miHa | peyenma
no1t, 2, 3a6o4 Al agpecu BUpobHMKa MaTpuyHoi HacTovkn Herbamed AG, Switzerland
Gnictepn y ans A®I (Zincum valerianicum D12), 6e3 3miHu Micus BUpobHULTBA:
KapTOHHiI kopobui 3anponoHoBaHo: Austrasse 10 + 12 9055 Buhler Switzerland; 3miHn
| TYNY - BUNYyYeHHs1 HECYTTEBOTO BUNPODYBaHHS 32 NOKa3HUKOM
«Cwmak» B npoueci BupobHuuTea 13; amiHun | Tuny - BHECEHHS 3MiHK
fo posginy 3.2.5.2.1. BupobHuk(n), a came - 3miHa agpecu
BUpobHMKa MaTpuyHoi HacTorkm Herbamed AG, Switzerland gns
Al (Coffea D12), 6e3 3miHM micusi BUpOBHULITBA: 3anpONoOHOBaHO:
Austrasse 10 + 12 9055 Buhler Switzerland; 3miHun | Tuny - BHeCeHHs
3MiHM Ao posginy 3.2.S.2.1. BupobHuk(n), a came - 3miHa agpecu
BMpobHMKa MaTpuyHoi HacTorkm Herbamed AG, Switzerland gns
A®I| (Phosphorus D12), 6e3 3miHn Micusa BUpobHMLUTBA:
3anponoHoBaHo: Austrasse 10 + 12 9055 Buhler Switzerland; 3miHn
| TMNY - BHECEHHS 3MiHM Ao po3giny 3.2.S.2.1. BupobHuk(n), a came
- 3MiHa agpecu BUPOGHMKa MaTpuyHoOi HacTonkn Herbamed AG,
Switzerland ans A®I (Avena sativa D1), 6e3 3miHn micus
BMpobHMUTBA: 3anponoHoBaHo: Austrasse 10 + 12 9055 Buhler
Switzerland
164.| HYPODEH® cycneHsist oparnbHa 3 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpauifHMX maTepianis: 3aMiHu | TURy - 3MiHK be3 UA/8233/01/02
ana AITen anenbCUHOBUM BeHkizep Bputanis Xenckep (KOKen) Bputanis BHECEHO B iHCTPYKLIiO ANs MeANYHOro 3acTOCyBaHHS NiKapCbKoro peuenma
®OPTE cmakom, 200 mr/5 Xerckep JlimiTen 3acoby no posainis "OcobnueocTi 3actocyBaHHsA" Ta "Cnocib
m; no 100 mn abo IHTepHeLw 3acTocyBaHHs Ta Jo3un" 3rigHo 3 pekoMeHaauisimu PRAC. BeegeHHs
150 mn y dpnakoHi; HN JimiTen 3MiH NPOTSArom 6-Tu MiCAILiB NiCNs 3aTBEPOXKEHHS; 3MiHM | Tvny -
no 1 dnakoHy y 3MiHN BHECEHO B iHCTPYKLit0 ANS MEANYHOro 3acTOCYBaHHS
KOMMNEKTi 3i nikapcbkoro 3acoby ao posginy " "MobiyHi peakuii” 3rigHo 3
LUNPULIOM- pekomeHaauisamm PRAC. BBegeHHst 3MiH NpOTsAroM 6-Tu MmicsLis
[03aTOpPOM y nicns 3aTBepOXXeHHS; 3MiHW | Tuny - 3MiHN BHECEHO B iHCTPYKLiO ANs
KapTOHHIN kopobui MeAMNYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHsA" Ta "MobiuHi peakuii" 3rigHo 3
pekomeHaauisvm PRAC. BBeeHHs 3MiH NpoTArom 6-tu micsauis
nicns 3aTBepaXKeHHs
165./ HYTPUDIEK | emynbcia ans B. BpayH HimeuumnH Bupo6HuuTBO, HimeuumH BHECEHHS 3MiH 10 peecTpaUiiH1X MaTepianis: BUNpaBeHHs 3a UA/13231/01/01
C OMETA iHdpy3in no 1250 mn, Menb3ayHr a nepBuHHa Ta a TexHiyHoi nomunku B Cneumndikauii MKA 113, 3a nokasHukom peuernmom
CMNEUIANBbH 1875 mn y MiLky eH Al BTOPWHHA ynaKkoBKa, «KinbkicHe BU3HauYeHHs» - «Kamepa aMiHokncnot» (AMOHINn) i3 «TecT
nm nnacTKoBOMy Bunyck cepii: b. He obsi3aTeneH Npy TECTUPOBAHWUN Ha NPOTSXXEHUN CPOKa rOAHOCTM»
TpykamepHomy; no 1 BpayH Menb3yHreH Ha «TecT He MPOBOAUTLCS Npu BUMYCKy»: [litova pegakuis: AMMOHMIA
MiLLKY Al', HimeuuunHa; Mpepenbl: < 10 ppm TecT He obs3aTeneH Npu TECTUPOBaHUN Ha
nnacTMKOBOMY KoHTponb cepii: b. NPOTSHXEeHUM cpoka rogHocTu NponoHoBaHa pedakuis: AMoHin Mexi:

TpYKaMepHoMy B
3aXMCHOMY MILLIKY;
no 5 3axmMcHmx
MILLIKIB Y KAPTOHHIW

BpayH Menb3yHreH
Al, HimevunHa

< 10 ppm TecT He NPOBOAUTLCS MPY BUMYCKy 3a3HaveHe
BUNpaBfeHHs BignoBigae marepianam peecTtpauinHoro 4ocbe
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KopoouUi
166.] OKCUTOLUWUH | po3uuH gns iH'ekuin, TOB "93 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepiani: TeXHIYHA noMurka 3a UA/1888/01/01
5 MO/mn; no 1 mn B "BIO®AP "BIO®APMA" (3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460) - BunpaBrieHo TEXHIYHY | peuernmom
amnyni; no 5 amnyn MA" NMOMWIIKY Y TEKCTi MapKyBaHHSA BTOPUHHOI YNaKOBKMN MiKapCbKOro
y bnictepi; no 1 abo 3acoby; 3anponoHoBaHo: 8. OATA SAKIHYEHHA TEPMIHY
2 6nictepu y nayui 3 MPUOATHOCTI; NpugaTHuin £o ; 3a3Ha4YeHe BUNpaBeHHs
KapTOHY Bi4NoBigae matepianam peecTpauinHoro 4ocbe
167.| ONIMEIb emynbcia ans BakcTep Benkris BxigHuiA KOHTpoOnb, Benbris BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/17379/01/01
N4E iHcpy3in; no 1000 mn C.A. KOHTPOSb siKocTi. [oTOBMI Nikapcbkuii 3aci6. KOHTponb JOMNOMIXXHMX PEYOBUH. | peyenmom
y TpUKamepHomy NPOMiXKHOTO 3MiHa napameTpiB cneuudikaui Ta/abo AonycTUMUX MeX Ansi
nnacTuKoBOMY npoaykTy, [OOMOMDKHOT peqoBMHU (BUMYYeHHS 3i cneumdikaii He3Ha4yHoro
nakeTi B 3aXWCHil BUPOGHMLTBO, nokasHuka (Hanpuknag 3acTapinoro nokasHuka)) - BUny4YeHHs
obornoHuj, wo nakyBaHHs, He3Ha4HOro nokasHuka (3actapinoro nokasHuka) «Baxki metanu» 3i
MICTUTb NOrnnHaY KOHTPOSb SKOCTi Ta crneundikauii 4ONOMKHOT pevoBuHK HaTpito oneaty
KVCHIO; Mo 6 nakeTis BUMYCK cepii:
Y KapTOHHIi KOpOOLi; Bakctep C.A.
no 1500 mn y
TpyKaMepHoMy
nrnacTUKoBOMy
nakeTi B 3aX1CHIN
obonoHuj, wo
MiCTWUTb NOrnNuHaY
KVCHIO; MO 4 nakeTn
Y KapTOHHIl kopobLi;
no 2000 mn y
TpUKaMepHoMy
nnacTuKoBOMY
nakeTi B 3aXMCHIl
obonoHuj, wo
MICTUTb MOrMNMHaY
KUCHIO; N0 4 nakeTn
Y KapTOHHI kopobui
168.| ONIMEINb emynbcis ans Bakctep Benbris Bakctep C.A., Benebris BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/17380/01/01
N7E iHdpy3in; no 1000 mn C.A. Benbria (BxigHWN BUITyYEHHSA HE3HAYHOro NnokasHuka (3acTapinoro nokasHuka) «Baxki | peyernmom

y TpYKaMepHoMy
nnacTuKoBOMY
nakeTi B 3aXMCHIl
obonoHuj, wo
MiCTWUTb NornuHay
KUCHIO; MO 6 nakeTiB
Y KapTOHHIlA kopobLi;
no 1500 mn y
TpUKamepHomy
nnacTuKoBOMY
nakeTi B 3aXUCHIN
obonoHuj, wo
MiCTWUTb NornuHay
KWUCHIO; MO 4 nakeTn
Y KapTOHHI KopobLi;
no 2000 mn y
TpUKaMepHoMy

KOHTPOMb, KOHTPOb
NPOMiXXHOTO
npoaykTy,
BUPOGHMLTBO,
nakyBaHHs,
KOHTPOMb SIKOCTi Ta
BUNYCK cepii)

MeTanu» 3i cneyndikauil 4ONOMKHOT pevoBuHN HaTpito oneaty
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nnacTuKoBOMY
nakeTi B 3aXVCHIN
0obonoHuj, Wwo
MiCTWUTb NOrnNuHaY
KUCHIO; NO 4 nakeTn
Y KapTOHHIl Kopobui
169.| ONIMENb emynbCia Ans Bakctep Benebrisa Bakctep C.A., Benebris BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/17381/01/01
N9E iHcpysin no 1000 mn C.A. Benbrisa (BxigHWN BUITy4eHHS HE3HAYHOro NokasHuKa (3acTapinoro nokasHuka) «Baxki | peuernmom
y TPUKamepHomy KOHTPOSb, KOHTPOMb MeTanu» 3i cneuudikauii 4onomixHOI peyoBuHM HaTpito oneaty
nnacTuKoBOMY NPOMiXHOrO
nakeTi B 3aXVCHIN nNpoayKTy,
obonoHuj, Wwo BUPOGHMLTBO,
MICTWTb NOrnnHaY nakyBaHHs1,
KWCHIO; MO 6 nakeTiB KOHTPOIb SIKOCTi Ta
Y KapTOHHIl KopobLi; BUNYCK cepii)
no 1500 mn'y
TpYKaMepHoMy
nnacTUKoBOMY
nakeTi B 3aXWCHIN
000noHuj, Wwo
MICTWTb NOrMNHaY
KUCHIO; N0 4 nakeTu
Y KapTOHHI Kopobui;
no 2000 mn y
TpYKaMepHoMy
nnacTyKoBOMY
nakeTi B 3aXVCHIN
000onoHuj, wo
MiCTWUTb NOrnuHaY
KMCHIO; MO 4 nakeTu
Y KapTOHHI KOpoobuUi
170., OMHOIMNOH pO34uH ANs iHekuin, | Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3MiHu |l Tuny - 3a UA/17471/01/01
HEO no 1 mn B amnyni, BO 3 obmexeHoto BBeAeHHs HoBoro BupobHuka AP HockaniHy Parand Darou peuernmom
no 5 amnyny obmexeHo BignoBiganbHiCcTO Pharmaceutical Company (Private Joint Stock), Iran gogaTtkoso ao
6nictepi; no 1, 2 abo ) "XapkiBcbke 3aTBepAKeHOro BUpobHuKa, 3 HagaHHAM macTep-darina Ha AdI;
20 GnicTepiB y Bignosiga dapmMaueBTUYHe 3anponoHoBaHo: HockaniH Indo German Alkaloids, India Parand
KOpoO6Li 3 KapTOHY NbHICTIO nianpUeEMCTBO Darou Pharmaceutical Company (Private Joints Stock), Iran. Ak
"XapkiBCbk "3popos'a Hapoaoy" Hacnigok, BHECEHO 3MiHM [0 cneundikaLii Ta meTogiB koHTporto AD|
e 3a MOKa3HMKOM «3anuLLKOBI KiNbKOCTi OpraHiYHUX PO3YMHHMKIBY
hapmaues
TUYHE
nignpuemc
TBO
"3popoB'sa
Hapoay"
171 OMHOINOH- PO34MH ANS iH'eKLin; TOB YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu |l Tuny - 3a UA/5179/01/01
3H no 1 mn B amnyni; "XapkiBCbk obmexeHot BBeAeHHs HoBoro BupobHuka A®P| HockaniHy Parand Darou peuenmom
no 5 amnyny e BignoBiganbHiCcTO Pharmaceutical Company (Private Joint Stock), Iran gopaTkoBo o
6nictepi; no 1 abo 2, | dapmaues "XapkiBcbke 3aTBepKeHOro BUPOGHMKa, 3 HagaHHAM MacTep-darina Ha APl Ak
abo 20 GnictepiB y TU4HE dapmMaueBTUYHe Hacnigok, BHeCEHO 3MiHM A0 cneumdikaLii Ta meTogis koHTporto Ad|
KopobuLi nignpuemc nignpuemMcTBo 32 NOKa3HWMKOM «3anuLLIKOBI KiNbKOCTi OpraHiYHUX PO3YMHHMKIBY
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TBO "3popos'a Hapoay"
"3popos'sa
Hapoay"
172 OPNOKCALMU | kpanni oyHi, 3 mr/1 dapma HimeuunH ®apma LUTynbH HimeuumnH BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/15986/01/01
H WTYJNbH mn, no 0,5 mn y Ty6- LWTyneH a m6X a oo 6esnekn/edeKTMBHOCTI Ta dhapMakoHarnsgy - OHOBIEHHS! peuenmom
on KpanenbHuui; no 5 meX TEKCTYy MapKyBaHHS YNaKkoBKM NikapCcbKoro 3acoby BiAnoBigHoO A0
Ty6-kpanenbHuLpb y BmMor Hakady MO3 Ykpainm Big 23.07.2015 p. Ne460 3 BHECEHHAM
6noky; no 1 6rnoky iHbopmalLii Woao 3a3HayYeHHs oAMHMLE BUMIpOBaHHSA y cuctemi Sl
(Ne 5), no 2 6roku Ta goaaHHsa dpasu "iHLWi TeXHiIYHI no3Hayvkn"
(Ne10) B
antoMiHiesin
ynakoBLi abo no 6
onokiB (Ne30, KoXHi
2 6noku B
arntoMmiHiesin
ynakoBLji) y
KapTOHHIN kopobui
173.| NEHTOKCU® | po3unH ns iH exuii, TOB YkpaiHa YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MmaTepianis: 3MiHu |l Tuny - 3a UA/16196/01/01
IniH 20 mr/mMn no 5 mn B "fOpis- TOB «lOpis-®apm» BBE[EHHA anbTepHaTUBHOrO BMpobHuka A®I, 3aTBepaxeHo: «Sun | peyernmom
amnyni; no 5 amnyn Papm" Pharmaceutical Industries Ltd.», India, 3anponoHoBaHo: «Sun
PO34MHY B KOHTYPHIN Pharmaceutical Industries Ltd.», India; SANECA
YapyHKOBIN PHARMACEUTICAL A.S., Slovac republic
ynakosui; rno 2
KOHTYPHi YapyHKOBI
yMakoBKM B navui 3
KapToHY
174.| NIPALETAM MOPOLLIOK MpuBaTHe YkpaiHa HOPCECT Kutaw BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 - UA/13473/01/01
(cybeTaHuin) y aKuioHepH SAPMACBHIOTIKAT sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat BignoBigHOCTI
NOABINHMX NakeTax 3 e 'PYMN KOMMAHI, €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHa HoBoro abo
nonietTuneHy Ans TOBapuCTB TIMITEQ OHOBIEHOro cepTudikaTa BignoBiaHoCTi abo BUNYYEHHS
hapmaLeBTU4HOro o "MNekxim cepTudikaTa BianoBigHOCTI €Bponevichkin dapmakonei: ana Ad®l;
3acToCyBaHHS — Xapkis" Ons BUXigHoro matepiany/peareHTy/npoMixKHOro NpoaykKTy, Lo

BMKOPUCTOBYIOTbCS Y BUpobHULTBI ADI; ANnst 4ONOMiXXHOT pe4oBUHM
(cepTudpikat BignosigHoOCTI €Bponerichbkin dapmakoner) -
OHoBReHWI cepTudikaT Bif yke 3aTBepaKEHOro BUPOGHUKa -
noAaHHsi OHOBINEHOIO cepTuUdikaTty BiANOBIQHOCTI €BpONenchbkin
dapmakonei R1-CEP 2004-083 Rev 06 ans A®I MNipaueTtamy Big
BXe 3aTBepaxeHoro BupobHuka NORTHEAST PHARMACEUTICAL
GROUP COMPANY, LIMITED, China sikuin 3miH1B Ha3By Ta agpecy
BUPOBHMYOT AinbHUL; 3MiHM | Tuny - 3miHK 3 akocTi. CepTudikat
BignoBigHocTi/lE-cepTudikat BignosigHoCTi €Bponenchbkin
apmakonei/MoHorpadii. 3mMiHW, NoB'sA3aHi 3 HeobXxiaHICTO
npuBeaeHHs y BiANOBIAHICTb Ao MoHorpadii APY abo €sponencekoi
hapmakonei, abo iHLoi HalioHanbHOI hapmakonei aepxasu €C
(3MmiHa y cneuundikaLisix, nos's3aHa 3i aMiHamu B 1dY, abo
€Bponencbkin dapmakonei, abo iHWi HauioHanbHin dapmakonei
nepxasu €C) -

CynyTHs1 3miHa
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANoBigHOCTI €Bponeiichkin hapmakonei/MoHorpadii. 3MiHu,
noB'si3aHi 3 HeobXigHICTIO NPUBEAEHHS Y BIAMNOBIAHICTb A0
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

MoHorpadii AdPY abo Esponeiicbkoi chapmakonei, abo iHwoi
HauioHanbHoi dapmakonei gepxasun €C (iHLWi 3MiHW) - NpUBEAEHHS
crneumdikaii Ta aHaniTMYHMX METOAMK Lit040i PEYOBUHN
MipaueTtamy Ao Bumor gitoyoi moHorpadii EP, 3okpema:

- KpUTEPIiB MPUNHATHOCTI Ta METOAMKY 3a NokasHukoM "CynposigHi
OOMiLKN";

- BUIYYEHHS KOHTPOSIO 3a nokasHukamu " Xnopugm ", "Baxki
metanu"

- METOZIB KOHTPOJO SKOCTi 3@ MOKa3HMKOM " 3anuLLKOBI KiNbKOCTi
opraHiyHmx po3ynHHukis" (CEP/EP).; aminu | Tuny - 3miHm 3 AkocTi.
CepTudikat BignosigHocTi/[E-cepTudikat BignosigHocCTi
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOro cepTudikarta BiANoBiAHOCTIi ab0 BUINYyYEHHSs
cepTtudikaTa BignoBigHOCTI €Bponewchbkin apmakonei: ana Adl;
Ansa BUXiAHOTrO MaTepiany/peareHTy/NpoMKHOrO NPOAYKTY, LLO
BMKOPMCTOBYIOTbCA Y BUpOBHUUTBI ADI; ANst AONOMDKHOT pEYOBUHM
(cepTudpikat BignosigHOCTI €BponeNichbkin dapmakoner) -
OHoBneHWn cepTudikaT Big ye 3aTBepaKEHOro BUPOGHMKa -
noAaHHs OHOBIEHOro cepTudikaTty BiANOBIQHOCTI €BPONENChKin
dapmakonei R1-CEP 2004-083 Rev 07 ans A®I MNipaueTtamy Big
BXe 3atBepmkeHoro BupobHmka NORTHEAST PHARMACEUTICAL
GROUP COMPANY, LIMITED, China 3atesepm«eHo: R1-CEP 2004-
083 Rev 06 3anponoHoBaHo: R1-CEP 2004-083 Rev 07

175.

NPErABAJIH
-OAPHUUA

Kancynu no 75 wmr;
no 7 kancyny
KOHTYPHIl
YapyHKOBIN
ynakoBLi; no 2 abo
no 3, abo no 4, abo
no 8 KOHTYPHUX
YapyHKOBMX
yMakoBOK y nayi

MpAT
"®apmaue
BTUYHA
dipma
"OapHuus"

YkpaiHa

MpAT
"®apmaueBTNYHa
cipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
nogaHHs HoBoro CEP Ne RO-CEP 2016-189-Rev 03 gnsa A®I
MperabaHiny Bia BXe 3aTBepAXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutan Ha 3amiHy DMF Ne Version EU 2.0,
Last version: EU 2.4 Date 2016-06-15; B pamkax npoueaypu
BHOCSITbCS 3MiHM A0 creumndikauii AP| 3a nokasHMKOM «3anuLLKOBi
KiNbKOCTi OpraHiYHMX PO34YMHHUKIBY Ta 36iNbLUEHHS TEPMiHY
NepeKoHTPONO 3 3 poKiB Ha 5 pokiB; 3MiHM | TMNY - 3MiHM 3 SIKOCTI.
A®I. KoHtponb A®I. 3miHa y meToaax BunpobysaHHa APl abo
BMXiAHOrO MaTepiany/npoMixXHOro NPoAyKTy/peareHTy, LWo
BMKOPWCTOBYETbLCS y npoueci BUpobHuuTea AP (iHWwi 3MiHn y
MeToAax BUNpobyBaHHsI (BKMoYaoumn 3aMiHy abo gonoBHeHHs1) ADI
abo BUXiAHOrO/MPOMDKHOIO NPOAYKTY); CYNYTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHtponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo [onyCTMMUX MeX, BUSHAYEeHNX y crneundikauisx Ha A®l, abo
BMXiQHW/NPOMIXKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTBCS Y
npoueci BupobHuutea AP| - BHECEHHSA 3MiH A0 cneuudikadii Ta
MeToaiB KoHTponto API 3a nokasHukamu: «loeHTudikadisy,
«EHaHTiOMepHa uncToTay - BHeCEHI pefakUuinHi npaBku, HOPMYBaHHS
Ta MeToAuka BUNpobyBaHHs 3anviueHi 6e3 3miH; «CynpoBiaHi
OOMILLKU» - HOPMYBaHHS Ta METOAMKY BUNpobOyBaHHSA NpvBeAeHo y
BiANOBIAHICTb A0 MaTepianisB BUpobHuka (CEP); «MikpobionoriyHa
yncToTa» - NPMBEAEHO Y BignoBigHicTb Ao Bumor EP 2.6.12, 5.1.4

3a
peuenmom

UA/16414/01/01

176.

NPEFABATNIH
-OAPHULSA

kancynu no 150 mr
no 7 kancyny
KOHTYPHIl

MpAT
"®Papmaue
BTUYHA

YkpaiHa

MpAT
"®apmaueBTnYHa
cipma "JapHuusa"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3miHu | Tuny -
noaaHHsa Hosoro CEP Ne RO-CEP 2016-189-Rev 03 ana Adl
MperabaHiny Big BXe 3aTBepaXeHoro BupobHuka Zhejiang Huahai

3a
peuernmom

UA/16414/01/02
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YapyHKOBIN dipma Pharmaceutical Co., Ltd., Kutan Ha 3amiHy DMF Ne Version EU 2.0,
ynakoBLi; no 2 a6o "OapHuus” Last version: EU 2.4 Date 2016-06-15; B pamkax npoueaypu
no 3, abo no 4, abo BHOCATbCA 3MiHN A0 cneumdikauii ADI 3a nokasHMKOM «3anuLKoBi
no 8 KOHTYPHMX KiNbKOCTi OpraHiYHMX PO3YMHHUKIBY Ta 36iNblUEHHS TePMiHY
YapyHKOBUX nepekoHTponio 3 3 pokiB Ha 5 pokis; 3miHu | TUNy - 3MiHM 3 AKOCTI.
yMakoBOK y navi A®I. KoHtponb A®I. 3miHa y MeTogax BunpobysaHHA APl abo
BMXiAHOro MaTtepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPWUCTOBYETLCS Y npoueci BUpobHuuTBa AP (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHS (BKMoYaroun 3amiHy abo AonoBHeHHs) API
abo BMXigHOro/NPOMiIXKHOrO NPOAYKTY); CYNyTHSA 3MiHa - 3MiHM 3
akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax cneuudikaulin
Ta/abo [onycTUMUX MeX, BU3HAYEHNX Yy cneumdikauisx Ha AP, abo
BVXiAHWIN/NPOMDKHUI NpOAYKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHmutea A®| - BHECEHHS 3MiH A0 cneuudikauii Ta
MeToaiB KoHTponto AdI 3a nokasHukamu: «loeHTudikadis»,
«EnaHTiOMepHa uncToTa» - BHECEHi pedakLUinHi npaBKku, HOPMYBaHHS
Ta MeToauka BunpobyBaHHs 3anviueHi 6e3 3miH; «CynposigHi
OOMILLKU» - HOPMYBaHHSI Ta METOAUKY BUNPOOYBaHHS NpvBeAeHO Yy
BiAMOBIAHICTL A0 MaTepianis BupobHuka (CEP); «MikpobionoriyHa
yncToTa» - MPMBEAEHO Y BignoBigHicTb Ao Bumor EP 2.6.12, 5.1.4
177, NPOOEKC PO34MH Anst iH'ekuin, My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3aMiHu | TUny - 3miHu 3 3a UA/17892/01/01
50 mr/2 mn, no 2 mn aKuioHepH akuioHepHe sIKoCTi. [oTOBMI Nikapcbknii 3acib. KOHTponb roToBOro nikapcbKoro | peuenmom
B ammnyni, no 5 e TOBapucTBo 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo 4oNyCTUMNX MeEX
amnyn B kaceri, 1 TOBapucTB "HaykoBo- rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW); CynyTHsI 3MiHa - 3MiHK 3
KaceTa B nauyui o BUPOBHWYMIA LEHTP sKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHN y BUPOOHMLTBI. 3MiHK
"HaykoBo- "BopLuariscbkui BMNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
BMPOGHUY XiMiKo- cneuudikauisix, nig Yyac BUpOOHULITBA rOTOBOrO NiKapCbKoro 3acoby -
WA LEHTP dhapmaLleBTU4HNIA pesynbTaTh KOHTPOIIO AKOCTi 3a Noka3HMKoM "MexaHiyHi
"BopLuaris 3aBon" BKITIOUEHHS. Bugumi yacTtkn", "CTepunbHicTh", ogepxaHi Ha ctagii
CbKUI NPOMIKHOrO NPOAYKTY 3apaxoByBaTy SIK pe3ynbTaTh KOHTPOIo
XimiKo- roTOBOrO NiKapcbKoro 3acoby. YTOYHEHHs B cneumdikauii Ha
hapmaues NPOMDKHUIA NPOAYKT A0 P. "CTEPUNbHICTL" (BHECEHO MPUMITKY:
TUYHUIA pe3ynbTaTy aHanidy 3apaxoByloTb NPU NPOBEAEHHI KOHTPOTIO
3aBog" roToBOro nikapcbKoro 3acoby)
178./ NPOKCIYM® TabneTtkn, BKpUTI MPODAP ManbTta JTabopaTtopioc Icnanis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | TUny - 3MiHK 3a UA/13996/01/01
o6ornoHkKoto, MA HopmoH C.A. woao 6e3nekn/edekTMBHOCTI Ta hapmMaKkoHarnsigy - OHOBIEHHS! peuenmom
KVLLIKOBOPO34MHHI, IHTepHeLw TEKCTY MapKyBaHHSA NEPBUHHOI Ta BTOPMHHOI YNAKOBKW fikapCbKoro
no 40 mr no 8 HN 3acoby, a came BuAaneHHs TEKCTY POCIICbKOK MOBOIO 3 BTOPUHHOT
TabneTok y 6nictepi, | TpenauHr yNaKkoBKW Ta Ha3BW BUPOOHWMKA - 3 NEPBUHHOI. BBEAEHHS 3MiH
no 4 6nictepn y Timiteq NpoTArom 6-Tn MicALiB nicns 3aTBepOXKEHHS
KapTOHHIN nayui
179.| NPOCNAH® kpanni, 20 mr/mn no Exrenbrap | HimeuyuH Exrensbrapg HimeuumH BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3MiHu | TUny - 3miHK 6e3 UA/0672/04/01
KPAMNI BIA 20 a6o no 50, abo a a ApuHaimiTTenb a o po3ainy 3.2.S.5. CtangapTHi 3pasku abo npenapaty; amiHum | Tuny | peuenma
KALLMO no 100 mny ApuHanmiT mb6X & Ko. KI - 3MiHM o po3giny 3.2.S.5. CtaHgapTHi 3pasku abo npenapaTtv Ans
dbnakoHi 3 npobkoio Tenb npuseaeHHs 0o EP «lvy leafy
KpanenbHuueto; no 1 'mMeX &
nakoHy B Ko.KI"
KapTOHHIl kopobui
180.| NPOCNAH® nacTunkv ans Exrenbrap | HimevyuH Bonpep HimeuumH BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | TUny - 3miHn be3 UA/0672/05/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NACTUNKK PO3CMOKTYBaHHS Mo a a ApuHanmiTTens a 0o po3sginy 3.2.S.5. CtangapTHi 3pa3ku abo npenapatu; 3amiHu | Tuny | peuenma
and 26 mr, no 10 ApuHanmit 'moX & Ko. KT, - 3MiHK go po3giny 3.2.S.5. CtaHgapTHi 3pasku abo npenapatv ons
PO3CMOKTY | nactunok y 6nicTtepi; Tenb HimevuunHa npuseaeHHs go EP «lvy leaf»
BAHHA BIA no 2 bnictepu B MoX & (Bpo6HUK in bulk);
KALUIO KapTOHHiN Kopobui Ko.KI" Exrensrapa
ApuHanmiTTenb
'v6X & Ko. KT,
HimeuyunHa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHs, BUNYCK
cepii)
181, MPOCMAH® PO34UH OparnbHUiA, Exrenbrap | HimewuuH Exrensrapa HimeuumnH BHECEHHS 3MiH [0 peecTpauiiH/X maTepianis: 3MiHu | TUny - 3MiHn bes UA/0672/03/01
PO34U1H BIf 35 mr/5 mnno 5 mn a a ApuHaimiTTenb a 0o posginy 3.2.5.5. CtaHgapTHi 3pasku abo npenapatu; 3miHu | Tuny | peuenma
KALLUNO PO34uMHY opanbHOro ApuHanmiT 'm6X & Ko. KI - 3MiHM go po3giny 3.2.P.6. CTaHgapTHi 3pasku Ta npenapaTu; 3mMiHu
y CTuky; no 21 abo Tenb | Tuny - 3mibn go posainy 3.2.S.5. CtaHgapTHi 3pasku abo
30 cTukiB y MvbX & npenapaTtu Ans npueeaeHHs Ao EP «lvy leaf»
KapTOHHiIN kopoOLi Ko.KI
182.| NPOTAPION Kpanni XimiyHo- ITanis XimiyHo- ITanis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: bes UA/15220/01/01
Ha3arnbHi/BYLLHI, dapmaues dapmaueBTU4Ha 3minu | Tvny - 3miHn wopo 6esnekvn/edekTMBHOCTI Ta peuenma
po3uuH 2% ; no 10 TUYHA na6opatopis "A. hapmakoHarnsgy (iHwi 3amiHn) - BHeceHHs 3miH fo po3ainy
M1y CKINsIHOMY na6opato Cenna" c.p.n. “MapkyBaHHsa” MKA J13: 3aTBepoeHo: TekCT MapKyBaHHS
NaKoHi 3 KPULLIKOKO- pis "A. NEePBUHHOI Ta BTOPUHHOI YNAKOBKN A0AAETLCS. 3anponoHOBaHO:
nineTkoto; no 1 Cenna" 3rigHO 3aTBEpPAKEHOro TEKCTY MapKyBaHHs. OHOBINEHHS TEKCTY
dnakoHy B c.p.n. MapKyBaHHs1 yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM iHcbopMaLii
KapTOHHIN ynakoBLji LLIOZI0 3a3HaYeHHS OOUHMLL BUMIPIOBaHHs y cuctemi Sl. BBegeHHs
3MiH NpOTSArom 6-TW MiCALiB MiCNs 3aTBEPOXKEHHS.
183 NYMNAH® Tabnetku, no 12 Pixapg ABCTpis Pixapg BittHep Al ABcTpis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu | Tuny - be3 UA/10049/01/01
TabneTtok y bnicrepi; BitTHep BHeCeHHs 3MiH 0o Po3sginis 3.2.P.3.4.1 Pre-potentisation-mixture peuenma
no 1, 2, 3abo 4 Al (PPM 1), 3.2.P.3.4.2 Tablet base, a came, i3 cneuundikaLii B npoueci
Gnictepu B BMPOGHMLTBA rOTOBOTO Mikapcbkoro 3acoby BUNy4aeTbCst

KapTOHHIN kopobui

3acTapinun nokasHuk «Cmak»; 3amiHu | TUny - OHOBNEHHA agpecu
BMpOGHMKa MaTpuyHoi HacTonku (Herbamed AG, Switzerland) gns
aitoyoi pevoBuHu Kalium carbonicum D6, 6e3 3miHu micusi
BMPOBHMLTBA; 3anponoHoBaHo: Austrasse 10+12 CH-9055 Buhler
Switzerland; 3miHu | TUNY - OHOBREHHSI agpecy BUpobHUKa
maTtpuyHoi HacTolku (Herbamed AG, Switzerland) gns gitovoi
pevoBuHuM Digitalis D12, 6e3 3MiHM MicLis BUPOOHULITBA;
3anponoHoBaHo: Austrasse 10+12 CH-9055 Buhler Switzerland;
3MiHW | TUMY - OHOBMEHHS aApecu BUPOGHMKA MaTPUYHOI HACTOMKK
(Herbamed AG, Switzerland) ans gitoyoi pevoBuHu Crataegus D1,
6e3 3miHM Micus BUpobHULTBA; 3anponoHoBaHo: Austrasse 10+12
9055 Buhler Switzerland; 3miHu | Tvny - oHOBNEHHs agpecu
BMPOOHMKa MaTpuyHoi HacToiikm (Herbamed AG, Switzerland) ans
nitoyoi pevoBuHu Convallaria D12, 6e3 3miHM Micus BUpOGHULTBA;
3anpornoHoBaHo: Austrasse 10+12 9055 Buhler Switzerland; 3miHu |
TUMY - OHOBIIEHHS aApecn BUPOOHMKa MaTPUYHOI HACTONKK
(Herbamed AG, Switzerland) ans gitouoi pevoBuHu Arnica D6, 6e3
3MiHW MicLs BUPOGHMLTBA; 3anpornoHoBaHo: Austrasse 10+12 9055
Buhler Switzerland
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
184.| PAMI TabneTtku no 5 mr/25 CaHpos CnoBeHisi Jlek C.A., MNonbwa Monbwa/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/4259/01/02
CAHOO3® mr, no 10 TabneTok dapmacb (BpPOGHULTBO HimeuumnH noaaHHs oHosneHoro Ceptudikata R1-CEP 2003-050-Rev 07 Big | peyenmom
KOMMO3WUTY | y bnictepi; no 3 loTikana Hepo3adhacoBaHOro a BXe 3aTBepakeHoro BmpobHuka Dr. Reddy's Laboratories Limited,
M 6nictepu B a.a. npoaykTy, AO3BIN Ha India, sik Hacnigok 3amiHa agpecu BUpobHuka A®I. 3azHaueHHs
KapTOHHiN Kopobui BUNYCK cepii; YyTO4YHEHHS pe-TecT nepiogy A®I 3 36 micauis Ha 24 micaui y
nepBuHHa Ta BiAMNOBIQHMX po3Ainax peecTpauiiHoro Aocke. (3MiH y pe-TecTt
BTOPWHHA yrnakoBKa, nepiogi He BinGynock, NuLLe OHOBNEHHS iHcbopmaLlii Ao paHile
A03BIN Ha BUMYCK 3aTBEPMKEHNX 3MiH); 3MiHK | TUNY - NOAAHHSA OHOBNEHOrO
cepii); Cantotac Ceptudcbikata R1-CEP 2003-050-Rev 08 Big BxXe 3aTBEPOKEHOMO
dapma MmbX, BMpobHuka Dr. Reddy's Laboratories Limited, India
Himeuunna
(BMpPOOHMLTBO 3a
NMOBHUM LMKIIOM)
185, PEMEHC® Kpanni opanbHi, no Pixapa ABcTpis Pixapg bittHep Al ABcTpis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/2164/02/01
20 mn abo 50 mn BiTTHep BHECeHHS 3MiH go Po3ainis 3.2.P.3.4.1 Pre-potentisation-mixture peuenma
abo 100 mny Al (PPM 1), 3.2.P.3.4.2 Bulk material, a came, i3 cneuudikauii B
dnakoHax- npoLieci BUPOBHMLTBa roTOBOrO MikapcbKoro 3acoby Buny4aeTbcs
KpanenbHuusx; no 1 3acTapinun nokasHuk «Cmak». [JaHnin NokasHWK He 3a3Ha4YeHun B
hbnakoHy B €Bponenckkint hapmakonei. BBeaeHHs amiH npotarom 3-x micsauis
KapTOHHIN ynakoBLi nicns 3aaTBepAXKeHHs; 3MiHW | Tuny - BHeCeHHs 3miH o p. 3.2.P.5.1
Cneuudikauis Ta p. 3.2.P.5.2 AHaniTnyHi npoueaypu, a came:
BUITyYEHHS 3acTapinoro nokasHuka « CmMak» Ta BHECEHHS YTOUYHEHHS!
0o n. «Onuc». [JaHnin NoKa3HWK He 3a3HadYeHni B €BPONENnChbKin
bapmakonei. BBeaeHHs 3miH npoTtarom 3-x micauis nicns
3aTBEPKEHHS; 3MiHN | TUMNY - OHOBMEHHS agpecy BUpobHUKa
maTtpuyHoi HacTorkn (Herbamed AG, Switzerland) ans aitouoi
peyoBuHM Cimicifuga D1, 6e3 3MiHM Micus BUpOGHMLTBA;
3anponoHoBaHo: Austrasse 10+12 9055 Buhler Switzerland; 3miHm |
TUMY - OHOBJIIEHHS aApecn BUPOOHMKa MaTPUYHOI HACTONKK
(Herbamed AG, Switzerland) ans gitoyoi pevoBuHu Lachesis D12,
6e3 3miHn micus BUpobHMLTBA; 3anponoHoBaHo: Austrasse 10+12
9055 Buhler Switzerland; 3miHu | Tvny - oHoBNEHHsA agpecu
BMpOGHMKa MaTpuyHoi HacTonku (Herbamed AG, Switzerland) gns
nitovoi pevoBmHu Jaborandi D6, 6e3 3MiHM MicLs BUPOOHMLTBA;
3anponoHoBaHo: Austrasse 10+12 9055 Buhler Switzerland; 3miHm |
TUNY - OHOBIIEHHSI aapecy BUPOOHMKa MaTPUYHOI HAaCTONKN
(Herbamed AG, Switzerland) gns gitouoi pedoBuHM Sanguinaria D6,
6e3 3miHn Micus BUpobHMLTBA; 3anponoHoBaHo: Austrasse 10+12
9055 Buhler Switzerland
3MiHM | TUMY - OHOBIEHHS aApecu BUPOOHKKa MaTPUYHOI HACTOMKK
(Herbamed AG, Switzerland) ans gitoyoi pevoBuHu Sepia D12, 6e3
3MiHW MicLs BUPOGHMLTBA; 3anpornoHoBaHo: Austrasse 10+12 9055
Buhler Switzerland
186. PEMUKEUO® | nioginizaT gns TOB YkpaiHa Cinar AT, LLIseruapi BHECEHHS 3MiH [0 peecTpauiiHux MmaTtepianis: 3miHu | TUny - 3MiHK 3a UA/4904/01/01
pO34MHy Ans "[>KOHCOH LLseniuapis a/ wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo | peyenmom
iHdysivi no 100 wmr; 1 i [I)KOHCOH (BMpPOOHMLTBO 3a HinepnaH 3MiHM [0 y3aranbHEHUX AaHUX NPo cucTemy chapmakoHarnsgy
hnakoH 3 MOPOLLKOM YkpaiHa" NMOBHUM LIUKITOM); an (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy dbapmakoHarnsgy,

Y KapTOHHIlA kopobuUi

AncceH
Banonogxuke B.B.,
Hinepnangu (Bunyck
cepii)

3MiHa ynoBHOBaXeHOi 0cobu, BiANOBIganbHOI 3a 3AiNCHEHHS
hapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asBHUKa
0N 30iMCHeHHs hapmakoHarnsay B YKpaiHi, SKLWO BOHa BiAMiHHA
Bif] ynoBHOBaeHoi ocobu, BignoBiganbHOi 3a 34iCHEHHSs!
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hapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsay) - amiHa
yNnoBHOBaXeHoI ocobu 3asiBHMKa, BigMoBiganbHoi 3a
dapmakoHarmnsa.
lMponoHoBaHa pepakuis — ApHaytosa tOnis JleoHigiBHa. 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOi ocobu, BignoBigansHoi 3a
dapmakoHarnsg. 3miHa micuesHaxomKeHHs MmacTep-danna cuctemu
chapmakoHarnsgy Ta horo Homepa. 3miHa Micus 34iNCHEHHSI
OCHOBHOI AissnbHOCTI 3 papMakoHarnsgy
187, PIHBOK TabneTku, BKpUTI EG6BI LLisenuapi nepBUHHE Ta ITanis/ BHECEHHS 3MiH A0 peecTpauiiHux matepianis: 3miHu Il Tuny - 3miHn 3a UA/18371/01/01
NniBKOBOO Biodapma A BTOPUHHE Ipnangis/ wono 6esneku/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHu y peuenmom
060110HKOI0, cbloTikan3 nakyBaHHS, BUMYCK CLA TepaneBTUYHWX NOKa3aHHAX (4OAaBaHHA HOBOrO TepaneBTUYHOro
NPOOHroBaHoI A, MmM6X cepii: E668I C.p.n., nokasaHHs abo 3miHa y 3aTBepAXXEeHOMY NMOKa3aHHi) -

15 mr; Ne28: no 7
TabneTok y 6nictepi,
no 4 6nictepn y
KapTOHHiIN kopobui

ITanis;; BUpoOHULITBO
nikapcbkoro 3acoby,
TECTYBaHHS:
E66Bi Anpneng HI
B.B., IpnaHgis;
TEeCTyBaHHs nig yac
30epiraHHs: E66BI
IHk., CLLA

3MiHM BHECeHO A0 IHCTPyKLUii Ans MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginy "lNokasaHHs", a came foaaBaHHs
HoBoro nokasaHHs: "lNcopiatuynnn aptput PIHBOK nokasaHui ans
niKkyBaHHSA aKTMBHOIO MCOPiaTU4HOrO apTpUTYy Yy AOPOCNNX NaLiEHTIB,
y SIKUX BigMiYaeTbCs HeafekBaTHa BignoBiab abo HenepeHoCUMicTb
ofHoro abo AeKinbKOX NPOTMPEBMATUYHMX Npenaparis, Lo
mMoamndikytoTb nepebir 3axsoptoBaHHs. PIHBOK moxHa
3aCTOCOBYBaTU sIk MOHOTepanito abo B KoMGiHaLji 3 meToTpekcaTom"
Ta K HacnigoK JonoBHeHa iHdopmalisa B po3ainax "®apmakonoriyHi
BnactumeocTi", "OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTtocyBaHHs
Ta go3n", "MobiyHi peakuii" Ta 4O HACTYNHUX PO3AiniB KOPOTKOT
xapaktepucTuku "4.1. TepaneBTu4Hi nokasaHHsA", "4.2 [lo3n Ta
cnocib 3actocyBaHHs", "4.5 Ocobnusi nonepeaXeHHs Ta 3anobikHi
3axoam npu 3acTocyBaHHI", "4.9 MobivHi peakuii”, "5.1
dapmakogmHamivHi BnactmeocTi”, "5.2 dapmakoKiHETUYHI
BnacTMBOCTI". BBeAEHHSI 3MiH NpoTArom 6-Tn micAUB nicnsi
3aTBEpOKEHHS
3minn 1l TMny - 3miHn Wwopno 6e3nekn/epeKTUBHOCTI Ta
dapmakoHarnsagy. 3miHu y TepaneBTUYHUX NOKa3aHHAX (A0AaBaHHS
HOBOIO TEPANEBTUYHOIO Noka3aHHs abo 3MmiHa y 3aTBepAKeHOMY
nokasaHHi) 3MiHM BHeCEHO A0 IHCTPyKLUii Anst MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby o po3sainy "lMNokasaHHs", a came
[0aaBaHHA HOBOro nokasaHHs: "AHKINo3nsHuin cnoHamnit PIHBOK
nokasaHun Ans nikyBaHHA aKTUBHOMO aHKiNMO3VMBHOIO CMOHAWITY Y
[OpOCnMX NauieHTIB 3 HEaeKBaTHO BiAMNOBIAAK HA CTaHOAPTHY
Tepanito" Ta Ak Hacnigok AonoBHeHa iHdopMaLis B po3sainax
"®apmakornoriyHi BnactueocTi”, "OcobnmBocTi 3acTocyBaHHsA",
"Cnocib 3actocyBaHHA Ta Ao3un", "MobivHi peakuii"ta o HACTyMHKUX
po3ainiB KOPoTKOI xapakTepuctuku "4.1. TepaneBTUYHI NOKa3aHHS",
"4.2 [o3un Ta cnocib 3actocyBaHHs", "4.5 Ocobnuei nonepegKeHHs
Ta 3anobixHi 3axoamn npu 3actocyBaHHi", "4.9 MobiyHi peakuii”, "5.1
dapmakognHamivHi BnactmsocTi", "5.2 dapmakoKiHETUYHI
BnacTMBoCTi". BBeAEeHHsI 3MiH NpOTArom 6-Tn MiscuB nicnsi
3aTBEPOKEHHS
3miHu Il TUny - 3miHK Wopo 6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOPOTKi XxapakTepUCTULL NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUiT ANst MeanyHoro
3aCTOCyBaHHS y 3B’A3KY i3 HOBMMMW AaHUMMU 3 SIKOCTi, AOKNIHIYHUMW,
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KNiHIYHUMW AaHUMK Ta AaHnMK 3 hapmakoHarnsgy - 3MiHU BHECEHO
[0 IHCTPYKLii ANst MeaMYHOro 3acToCyBaHHS nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactueocTi”, "OcobnmBocTi
3acToCyBaHHA" LLOAO OHOBMNEHHS iHchopmaulii 3 6e3neku
3aCTOCYBaHHS MikapcbKoro 3acoby npv BakumMHaLi iHaKTVBOBaHO
NMHEBMOKOKOBOIO MOMicaxapnaHoo KOH'IOroBaHOK BaKLIMHOK Ta Ao
HaCTYMHWUX PO3AiNniB KOPOTKOI xapakTepuctukmn "5.1
dapmakoamHamivHi BnactmeocTi", "4.5 Ocobnuei nonepemxeHHs Ta
3anobixHi 3axoamn npu 3actocyBaHHi". BBeaeHHst 3MiH NpoTarom 6-tu
MiCsILiB Micnsi 3aTBEPOKEHHS
188.| PO3YKAPOA® | Tabnetku, BKpUTI TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiHix matepianis: 3amiHu | Tuny - 3miHu 3 3a UA/11742/01/01
10 o6onoHkoto no 10 mr | "CaHodi- Pecny6bnik sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema peuenmom
Ne 90 (10x9): no 10 ABeHTiC a KOHTeWHep/3akynoptoBanbHui 3acib. 3miHa po3mMipy ynakoBku
Tabnetok y bnicrepi; YkpaiHa" roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHS yNakoBKN NEBHOrO
no 9 GnictepiB y po3mipy) - BUny4eHHsi ynakosku po3mipy Ne 30 (10x3) 3
KapTOHHiIn kopobuyj; MapKeTVHIOBMX MipKyBaHb. 3MiHV BHECEHI B IHCTPYKLUIlo ANns
Ne 90 (15x6): no 15 Meaun4Horo 3actocyBaHHs J13 y p. "YnakoBka" 3 BignosigHumu
TabneTok y 6nictepi; 3MiHaMu B TEKCTi MapyBaHHS ynakoBoK. BBegeHHs 3MiH npoTsrom 6-
no 6 Gnictepis y TV MiCSILiB MicNsi 3aTBEPKEHHSI
KapTOHHIN kopobui
189.| PO3YKAPO® | Tabnetku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 3a UA/11742/01/01
10 o6onoHkoto no 10 mr | "CaHodi- Pecny6bnik sKocTi. [oToBMI nikapcbknii 3aci6. 3miHM y BUpOBHMUTBI. 3MiHK y peuenmom
Ne 30 (10x3), Ne 90 ABeHTiC a npoLeci BUpoBGHMLTBA roTOBOrO Nnikapcbkoro 3acoby, BKroyaym
(10x9): no 10 YkpaiHa" NPOMIDXHUIA NPOAYKT, L0 3aCTOCOBYETLCSI NPY BUPOOHMLTBI FOTOBOrO
TabneTtok y bnicrepi; nikapcbKoro 3acoby (He3HayHa 3miHa y npoueci BUpobHMUTBA) -
no 3 abono9 BHeceHHs 3miH go p.3.2.P.3.2 Cknapg Ha cepilo, a came: a came
GnictepiB y YCYHEHHS Pi3HOYUTaHHS, O CTOCYETLCS KiNbKOCTi CycneHsii Ans
KapTOHHiIN kopobuyj; NOKPUTTHA TabneTok ANs pPi3HWX po3MipiB cepi; 3MiHu | TUny - 3MiHn
Ne 90 (15x6): no 15 3 sikocTi. FoToBMIA Nikapcekui 3acio. Cuctema
TabneTok y 6nictepi; KOHTeWHep/3akynoptoBanbHuiA 3aci6. 3miHa dopmu abo poamipy
no 6 Gnictepis y KOHTeWHepa 4n 3aKyrnoproBarnbHOro 3acoby (NepBUHHOI yMakoBKM)
KapTOHHiI kopobui (HecTepunbHi nikapcbki 3acobu) - foAaBaHHSA HOBOTO PO3MIpy
6nictepy (no 15 TabneTok y 6nictepi) Ans nikapcbkoro 3acoby
Po3ykapa® 10, TabneTku, 3 BigNoOBiAHMMM 3MiHaMK 0 p.YnakoBka
Ta 6e3 3MiHVM NepBMHHOrO NakyBarnbHOro Martepiany. 3MiHW BHECEHI B
iHCTpyKUito Ans MmeguyHoro 3actocyBaHHs 13 y p. "YnakoBka" 3
BiAMOBIAHMMM 3MiHAaMW B TEKCTi MapKyBaHHS YNaKOBOK. BBEAEHHS
3MiH NPOTArom 6-TW MiCSILB MiCNsi 3aTBEPOKEHHS
190.| PO3YKAPO® | TtabneTtku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 3a UA/11742/01/02
20 o6onoHkoto no no 20 | "CaHodi- Pecny6bnik sikocTi. [oToBMI nikapcbkui 3acib. Cuctema peuenmom
mr Ne 90 (10x9): no ABeHTiC a KOHTeNHep/3akynoptoBanbHuUi 3aci6. 3MiHa po3mipy ynakoBku
10 TabneTtok y YkpaiHa" roTOBOrO NMikapCbKoro 3acoby (BUMyYeHHs yNakoBKU NEBHOMO
6nictepi; no 9 po3mipy) - BunyyeHHsi ynakosku po3mipy Ne 30 (10x3) 3
GnictepiB y MapKeTUHIOBMX MipKyBaHb. 3MiHV BHECEHI B IHCTPYKLUilo Ansi
KapTOHHIl kopobui Meaun4Horo 3actocyBaHHsi J13 y p. "YnakoBka" 3 BignoBigHUMu
3MiHaMu B TEKCTi MapyBaHHS ynakoBoK. BBefeHHsi 3MiH npoTarom 6-
TV MicsiLiB Nicns 3aTBepAKEHHS
191.| PO3YKAPO® | TtabneTtku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLliiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 3a UA/11742/01/03
40 o6onoHkoto no 40 mr | "CaHodi- Pecnybnik sKoCTi. [oToBMI nikapcbkui 3acib. Cuctema peuenmom
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ne 90 (10x9): no 10 ABeHTiC a KOHTeNHep/3akyrnoptoBanbHuUiA 3aci6. 3MiHa po3mipy ynakoBku
TabneTok y 6nicTepi; Ykpaina" roTOBOrO fiKapCbKOro 3acoby (BMIyYeHHs1 ynakoBKW NEBHOIO
no 9 GnictepiB y po3mipy) - BunyyeHHsi ynakosku po3mipy Ne 30 (10x3) 3
KapTOHHiN kopobui MapKeTVHrOBMX MipKyBaHb. 3MiHV BHECEHI B IHCTPYKLUIO Ans
Meaun4Horo 3actocysaHHs J13 y p. "Ynakoska" 3 BianosigHumu
3MiHaMu B TEKCTi MapyBaHHS ynakoBoK. BBefeHHsi 3MiH npoTarom 6-
TV MicsILiB Micns 3aTBEPAKEHHS
192.| POKYPOHIKO PO34MH Ans iH'ekuin, AT IatBis AT "Ipingekc”, Natsis/ BHECEHHS 3MiH O peeCcTpaLiiHMX MaTepianis: BUNpPaBeHHS 3a UA/18558/01/01
BPOMIL 10 mr/mn; no 5 mny "Kanuekc" NatBis (BUPOGHUK, Icnanis TeXHiYHMX MOMMIOK, 3rigHo n.2.4. po3giny VI Hakazy MO3 Ykpaiun | peyenmom
KAJILEKC dnakoHi, no 5 KU BignoBigae 3a Bifg 26.08.2005p. Ne 426 (y pegakuii Hakady MO3 YkpaiHu Big
nakoHiB y KOHTPOIb 23.07.2015 p Ne 460) - BunpaBneHHs TEXHIYHOI MOMUIKV B
YapyHKOBIN yrnakoBLi cepii/BunpobyBaHHs) Cneuudikauii MKA M3, gonyweHoi npy nepeHeceHHi iHopmaLii 3
(nigaoHi); no 2 ; AT "Kanuekc", opuvriHanbHNX MaTtepianis peecTpauinHoOro AOCbE, NPU NPOBEAEHHI
YapyHKOBI YMaKOBKM Natsisa (BUPOBHMK, npoueaypw peectpadii J13 (Hakaz MO3 Ykpainu Big 22.02.2021
(nipooHn) B nayui 3 AKWUIA BignoBigae 3a Ne301 PN UA/18558/01/01, a came - y cneumdikauii HEBIipHO BKa3aHi
KapToHy BUMNYCK cepii); OAMHUL BUMIPIOBAHHS 32 NOKa3HWMKOM «bakTepianbHi eHA0TOKCUHNY
®amap Xend Kevip - 3atBepaxeHo: (He Ginble 25 OE/wmr); 3anponoHosaHo: (He GinbLue
Cepsices Magpug, 25 OE/mn). B meToauui BUNpobyBaHHsi OAMHULI BUMIpIOBaHHSI
C.AY,, IcnaHis (BCi BKasaHi BipHO, LLIO MPM3BOAUTL A0 Pi3HOYMTaHHSA B MeXax OfHOro
cTagii BUpobHu4oro nokymeHTta (MKA IMN3). 3asHayeHe BunpaBneHHs Bignosigae
npouecy, Kpim maTtepianam peecTtpauinHoro gocke (p.3.2.P.5.1), siki 3HaxoaaTbCs B
BUMYCKy cepii) apxiBi
193.| POTAPUTMINT | Ttabnetkn no 200 mr TOB YkpaiHa Puodapm CA LLsenuapi BHECEeHHs1 3MiH O peecTpauiiHux MaTepianis: 3MiHa 3asiBHUKa 3a UA/12887/01/01
no 10 TabneTok y «YorPng a (BnacHwuka peecTpauinHoro nocsigveHHs) (3rigHo Hakaly MO3 Big | peyenmom
6nictepi; no 3 MEONUN 23.07.2015 Ne 460) BeegeHHs1 3MiH NpoTsirom 6-Tu Micsuis nicns
Gnictepu B H» 3aTBEpOKEHHS ; 3MiHu | TUny - 3MiHK Wopao 6e3nekn/edPekTUBHOCTI

KapTOHHiI kopobui

Ta cbapmakoHarnsay. BeegeHHs abo 3MiHM [o y3aranbHEHVX AaHnX
npo cuctemy apMakoHarnagy (BBe4eHHs y3aranbHEeHUX aHWX Npo
cucTemy chapmakoHarnsay, 3MiHa ynoBHoBaXeHoi ocobu,
BiAMNOBiganbHOI 3a 3ailcHeHHs1 hbapmMakoHarnsiay; KOHTaKTHOI 0cobu
3 hapmakoHarnagy 3asBHVKa AN 34iCHEHHS dapmakoHarnsay B
YKpaiHi, K0 BOHa BiAMiHHA Bif, yNOBHOBaXeHOI 0cobw,
BiANOBIganbHOI 3a 34iicCHEHHS hapmakoHarnsgy (BKvaoum
KOHTaKTHi AaHi) Ta/abo 3miHM y po3milLleHHi MmacTep-daina cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHOi 0cobu 3asiBHMKA,
BigNoBiganbHoi 3a hapmakoHarnsg. [itova pepakuis: Casiwesa
INapuca / Savishcheva Larisa. lNMponoHoBaHa pepakuis: Myano MNaHHa
CranicnasiBHa. 3MiHa KOHTaKTHUX AaHVX YMOBHOBaXKEHOi 0cobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag. 3miHa micus
3[iCHEHHS OCHOBHOI AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa
MicLe3HaxodXXeHHs MacTep-daiina cuctemun capmakoHarnsgy;
3MiHu | TUny - 3MiHK Wopao Gesnekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHun) - 3amiHa po3aginy “NpadivHe
odbopmrieHHst ynakoBkn” Ha “MapkyBaHHsA” B MKA J13. 3aTtBepaxeHo:
MPA®IYHE 3O0BPAXEHHA YIMAKOBKW Oopaetbes.
B3anponoHoBaHo: MAPKYBAHHA BignosigHo 0o 3aTBEpAXeHOro
TEKCTY MapKyBaHHS. OHOBMNEHHS TEKCTY MapPKyBaHHs yNakoBKM
nikapcbkoro 3acoby 3 BHECEHHSM iHcbopMalLii LLoao 3a3Ha4eHHs
OAVHWLb BUMIPIOBAHHSA y cucTeMi S| Ta BHECEHHSI faTh
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMPOOHMLUTBA. BBEAEHHS 3MiH NPOTArom 6-Tn MicsAuiB nicns
3aTBEPKEHHS
194.| CABIC TabneTkn no 2 mr; BAT YropwuHa BAT "l'eneoH YropwuHa BHECEHHS 3MiH 0 peecTpaliiHiX maTepianis: 3miHu | Tuny - 3a UA/18485/01/01
no 14 Tabnetok y "lepeoH PixTep" BHECEHHS 3MiH go p. 3.2.P.7. Cuctema peuenmom
6nicTepi; no 2 abo 6 PixTep" KOHTeWHep/3aKkynoptoBanbHuUiA 3acib, a came JofaBaHHs
GnicTtepis B nocravanbHwuka 3eneHoi, TBepgoi MNBX nnisku - MKF-Ergis Sp.
KapTOHHI kopobLi 2.0.0., Poland; 3miHu | TMny - BHeceHHs 3miH go p. 3.2.P.7. Cucrema
KOHTelHep/3aKkynoptioBanbHuiA 3acib, a came JofaBaHHs
nocravanbHuka 3eneHoi, TBepaoi MNBX nnieku - Liveo Research
GmbH, Germany
195.| CEPTUKAH Tabnetku no 0,75 HoeapTic LLiseviapi HoeapTic ®apma LLsenuapi BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/3913/01/03
mr; no 10 TabneTok dapma Al a LWTenn Al a nofaBaHHs BUpobHuka Jlek ®apmacbkloTukanc a.4a., MeHreww, peuenmom

y 6nicTepi; no 6
GnicTepiB y kopobui
3 KapTOHY
nakyBarnbHOro

CnoBeHis SK anbTepHaTUBHOI AiNSHKN KOHTPOMIO SKOCTi AiloYoi
peyoBuHu EBeponimyc BHT; 3miHu | Tuny - He3Ha4Hi 3miHW y npoueci
BMPOOHMLTBA BMXIQHOMO MaTepiany KpMcTanisoBaHoro panamilyHy;
3MiHN | TUNY - HE3HaYHi 3MiHW y npoueci BupobHuuTea AdI
EBeponimyc BHT; 3MiHu | Tuny - He3HayHi 3amiHW B cneundikauii Ha
AaHWA MOMEHT 3aTBEPAXKEHOro BMXIAHOIO NPOAYKTY, Lo
BVKOPVCTOBYETLCH B MPOLIECi BUPOOHNLTBA Ail040i PEYOBUHM
EBeponimyc BHT, ana rapmoHisauii M ycima ginsHkamm
BMPOGHMLUTBA; 3MiHU | TUNY - BKMHOYEHHS cneuundikauii BuxigHoro
npoaykTy (apaxicoBoi onii), O BUKOPUCTOBYETLCH B MPOLIECI
BMpo6HMUTBa EBeponimyc BHT; amiHu | Tvny - fogaBaHHs go
cneuudikaLis KpucTanisaoBaHOro panamiuuHy nokasHuka «30BHiLLHIl
Burnsg». 3amiHa metopais BunpobyeaHs BEPX Ta 'X BuxigHoro
marepiany kpuctanisoBaHoro panamiumHy. OHOBRNeHHs cneuumdikadii
E€TUMEHTNIKONIO, OISt BKIMKOYEHHS MOKa3HMKa «30BHIiLLHiA BUrNsig» sk
«npo3opwui i 6esbapBHun» Ta TecTy MeTogoM MX gk « = 99,5%»;
3MiHuM | TUNY - OHOBMNEHHA MoHorpadii TecTyBaHHA Ha ADI
EBeponimyc BHT sk Hacnigok fogaBaHHS anbTepHaTUBHOI AiNSHKK
Ta y3rofpkeHHs MeToAiB Ha BCix AdinsHkax. [lopaBaHHs napameTpis
crneundikauii ANa 3anuLWLKOBUX PO3YUHHUKIB NipuauH Ta 1,2-
OVMETOKCMETaH 3 BiANOBIQHOK NpoLeaypoto BUNPoOYyBaHHS; 3MiHu |
TUMY - HE3HaYHi 3MiHW Y 3aTBEPAXKEHNX MeTofAax BUNpobyBaHHSA
NPOMIKHOIO NPOAYKTY - TecTn «KinbkicHe BU3HaYeHHA» Ta
«AoMiwkn» metogom BEPX oHoBUNNCS cy4acHUM METOL0M,
3aMiHMBLUM NOTOYHMIA MeToA. [nsa rapMoHi3adii meToais
BMNpobyBaHb Ha 060X AinsHKax, TecT «BuaHayeHHs 3anuLKoBmx
PO34MHHUKIB MeToAoM MX» Byrno OHOBMEHO LUMSIXOM 3aMiHU METOAY
"X ronoBHOro npocTopy Ha HoBUiA MeTod "X NpSAMOro BBeAEHHS;
3MiHM | TUNY - HE3HAYHI 3MiHM Yy 3aTBEPOKEHUX MeToAax
BUNpoByBaHHS NPOMiXXHOrO NpoaykTy - Metog BEPX ans
NPOMIKHOrO MPOAYKTY PO34YMH CUPOro eBeporliMycy Oyrno OHOBMEHO
Ao 6inbl cyyacHoro metogy. Metoa X Ansg NnpomMiXkHOi cnomnykm
TBDMSA 6yno oHoBneHo fo 6inblu cy4acHoOro metoay. Takox
Moay-nb Oyrno OHOBMEHO, LWOG BKIOYATM KPUTKYHI cTagii, NoB'a3aHi
Mix coboto cTapii Ta KOHTponb cuHTe3y EBeponimyca BHT; 3MmiHu |
TUNY - HE3HAYHI 3MiHM Y 3aTBEpAXEHNX MeToAax BUNpobyBaHHS -
OHOBIeHHSA MoHorpadii TectyBaHHsA Ha A®I Eseponimyc BHT; 3miHu
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Il TNy - nopaBaHHs BUPOBHWMKa Jlek hapmackioTukanc A.4.,
MeHrew, CroBeHisi ik anbTepHaTUBHOIO BUPOGHUKa BUXIZAHOIO
marepiany — KpuctaniaoBaHoro panamiuyHy, Lo BUKOPUCTOBYETLCS
ANs BUrOTOBIEHHS Aitoyoi pevoBuHn Eseponimyc BHT; aminm Il Tuny
- AoaaBaHHs BUpobHuka flek dapmacbkiotukanc g.4a., MeHretw,
CnoBeHis sk anbTepHaTUBHOI AiNsiHKM BUPOOHULITBA Aito40i
peyosuHu EBeponimyc BHT
196., CUBA3OH® Tabnetku no 0,005 r TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/4828/01/01
IC no 10 TabneTok y BO 3 [0[aTKOBO o p. MapkyBaHHS; 3anponoHoBaHo: 3riHO 3aTBEPAXXEHOro TEKCTY | peyernmom
GnicTepi; no 2 [04aTKOBO BignoBiganbHICTO MapKyBaHHS; 3MiHu | Tuny - 3MiHK 3 AKOCTI. FO0TOBUIA NMikapCbknn
6nictepu B nayui 3 10 "IHTEPXIM" 3aci6. KoHTposb roToBOro nikapcbKoro 3acoby; CynyTHS 3miHa -
KapTOHY Bignosiga 3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHW y BUPOBHMLTBI.
NbHICTIO 3MmiHun BUNpobysaHb abo AONYCTUMMX MEX, BCTAHOBMEHUX Y
"IHTEPXI crneundikauisx, nig yac BUpOBGHMLTBA rOTOBOrO MiKapCbKOro 3acody -
M

YTOYHEHHS1 hOpMYroBaHHsi HOPMYBaHHS TecTy "OfHopigHICTb
[030BaHNX OAMHMLB" Ta NPMBEAEHHSA Ha3B PeakTVBIB y TECTi
"OfQHOpIgHICTb 4030BaHMX OAMHMUL" Y BignoBigHicTe go AdPY y MKA
N3 Ta y cneumndikaLii Ta METOAMLI KOHTPOSO SKOCTi MPOMIXXHOIO
npoaykty "Hepo3adacosaHi TabneTtkn" (aKk cynyTHs 3miHa); 3MiHu |
MMy - 3mMiHa y po3aini "Cknag" 3acTocyBaHHS €QMHOTO NMOHATTA
"HoMiHanbHWI BMICT" (6yno "cknag"). BBegeHHst Anst HoMiHanbHoro
BMiCTy OyKBEHOro no3Ha4yeHHs "a" (3amicTb paHiwle
BMKOPVCTOBYBAHOIO YMCMOBOrO MO3HAYEHHS) y TEKCTi Ta
po3paxyHkoBux cpopmynax MKA J13; amiHm | TUny - yTouHEeHHs
dopmynoBaHHA HOpMyBaHHS TecTy"Po3sunHeHHs" y MKA J13;
3aCcTOCyBaHHSA EAVHOTO MOHATTS "HOMiHaNbHUIA BMICT" 3
no3Ha4YeHHAM "a" Ans HbOro y TeKCTi TN po3paxyHKoOBMX hopmynax
MKA J13; npuBeaeHHs Ha3B peakTuBIB y BignoBigHicTb go AdY y
MKA N3;
3MiHu | TUny - agMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpoGHUYOT
OinbHUU (BkMovaroum ginbHuui anst A®I, npomixkHoro npogykty abo
roTOBOro MikapcbKoro 3acoby, AiNbHWLi ANS NPOBEAEHHS NaKyBaHHS,
BMPOGHKKa, BiANoBiAanbHOro 3a BMMYCK Cepiii, MicLe NpoBeAeHHs
KOHTPOIO cepii) abo nocTayanbHWKa BUXIGHOTO maTepiany,
peareHTy abo LONOMiIXKHOI Pe4OBMHM (SIKLLO 3a3HAYEHO Y AOChE);
CyNyTHS! 3MiHa - BUNyYeHHs1 BUPOBHUKa Aito4oi peyoBuHY (YaHraxoy
Cisio PapmacsbtoTikana Ko.,J1Ta., Kutan y 38'a3Ky i3 npyunnHeHHsm
BUPOOHMLTBA [it040i pevoBMHM Aia3enam AaHUM BUPOOHUKOM Ta
HasBHICTIO 3aTBepaXeHoro BupobHuka dPabbpika ITaniaHa CiHTeTivi
C.n.A,, Itanis, cynyTHA 3miHa o p. Ynakoska, TepmiH npugaTHOCTI;
3MiHu | TNy - 3MiHM 3 siKoCTi. [oTOBMI Nikapcbknii 3acib. KoHTponb
rOTOBOrO MikapCbKoro 3acoby; cynyTHsi 3aMiHa - 3MiHM 3 SIKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBMEHUX Y
cneuudikauisix, nig Yyac BUpOOHULITBA rOTOBOrO NiKapCbKoro 3acoby -
y TekcTi "KinbkicHe BU3Ha4YeHHS" NpYBEeAEHHS] Ha3B PeakTuBIB y
BignosigHicTe go AdY y MKA 113 Ta y meTogukax KOHTPOSo
NPOMiXXHMX NpodykTiB "IpaHynaT HeonygpeHun" Ta "HeposdacoBaHi




70

[IponoBxeHHs nonarka 3

Ymosu

Homep

Ne
n/

Haszea

JliKapCcbKO20

3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

sionycky

peecmpauyiliHo2o
noceio4yeHHs1

TabneTkun"(sK cynyTHs 3miHa)

UA/4828/01/02

197.

CUBA3OH®
IC

Tabnetkn no 0,01,
no 10 TabneTok y
GnicTepi; no 2
6nictepu B naywi 3
KapToOHY

TosapucT
BO 3
[08aTKOBO
10
Bignosiga
TNbHICTIO
"IHTEPXI
M

YkpaiHa

ToBapucTBo 3
[0[aTKOBO
BignoBiganbHICTO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW | TUNY - 3MiHK
A0 p. MapkyBaHHS; 3anponoHoBaHO: 3rifHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHS; 3MiHW | TURY - 3MiHW 3 AKOCTi. [OTOBMIA Nikapcbknin
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby; cynyTHs 3miHa -
3MiHu 3 aKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHW y BUPOBHMLTBI.
3MiHM BUNpobyBaHb abo JONYCTUMMX MEX, BCTAHOBMNEHUX Y
cneuudikauisix, nig Yyac BUpoBbHMLITBA rOTOBOrO NikapCcbKoro 3acoby -
YTOYHEHHS POpMYroBaHHS HOPMYBaHHS TecTy "OfHopigHICTb
[030BaHNX OAMHMLBL" Ta NPMBEAEHHS Ha3B PeaKTuBIB Yy TECTi
"OgHopIgHICTb 4030BaHMX OAMHMUL" Y BignoBigHicTb Ao APY y MKA
N3 Ta y cneumndikaLii Ta METOAMLI KOHTPOSO SKOCTi MPOMIXXHOIO
npoaykty "Hepo3adacosaHi TabneTtkn" (aKk cynyTHs 3MiHa); 3MiHu |
MRy - 3mMiHa y po3aini "Cknag" 3acTocyBaHHS €QMHOTO NMOHATTS
"HoMiHanbHWI BMIcT" (Byno "cknan"). BBeaeHHs ons HomiHanbHoro
BMiCTy OyKBEHOro no3Ha4yeHHs "a" (3amicTb paHiwle
BVKOPVCTOBYBAHOIO YMCMOBOrO MO3HAYEHHS) y TEKCTi Ta
po3paxyHkoBux cpopmynax MKA J13; amiHu | TUny - yTouHeHHs
dopmynoBaHHA HOpMyBaHHS TecTy"PosunHeHHs" y MKA J13;
3aCTOCYyBaHHS €OUHOIO MOHATTSA "HOMIHANbHWIM BMICT" 3
no3Ha4YeHHAM "a" Ansa HbOro y TeKCTi TN po3paxyHKoOBMX hopmynax
MKA J13; npuBeaeHHs Ha3B peakTuBIB y BignoBigHicTb Ao AdY y
MKA N3;
3MiHM | TNy - agMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpobHuYoi
OinbHUUi (BkMovaroum ginbHuui anst A®I, npomixkHoro npogykty abo
roTOBOro MikapcbKoro 3acoby, AiNbHWLi ANS NPOBEAEHHS NaKyBaHHS,
BMPOGHKKa, BiANOBiAanbHOro 3a BMMYCK Cepiii, MicLe NpoBeAeHHs
KOHTPOIO cepii) abo nocTayanbHWKa BUXIGHOTO matepiany,
peareHTy abo LONOMiXKHOI Pe4OBMHM (SIKLLO 3a3HAYEHO Y AOChE);
CyNyTHS! 3MiHa - BUNyYeHHs1 BUPOBHUKa Aito4oi peyoBuHY (YaHraxoy
Cisio ®apmacsbtoTikana Ko.,J1Ta., Kutan y 38'a3Ky i3 npyunnHeHHsm
BUPOOHMLTBA [it040i pevoBMHM Aia3enam AaHUM BUPOOHNKOM Ta
HasBHICTIO 3aTBepaXeHoro BupobHuka Pabbpika ITaniaHa CiHTeTidi
C.n.A., Itanis, cynyTHsi 3miHa 0o p. YnakoBka, TepMiH npuaaTHoCTi;
3MiHM | Tuny - 3MiHK 3 AkocTi. FoToBUIA Nnikapcbkuii 3acib. KoHTponb
rOTOBOrO MikapCbKOro 3acoby; CynyTHsi 3MiHa - 3MiHM 3 SKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yac BUpOOHULITBA rOTOBOrO NiKapCbKoro 3acoby -
y TekcTi "KinbkicHe BU3Ha4YeHHS" NpYBEeAEHHS] Ha3B PeakTuBIB y
BignosigHicTb go AdY y MKA 113 Ta y meTogukax KOHTPOIto
NPOMiKHMX NpoaykTiB "IpaHynAT HeonyapeHun" Ta "HepoadacoBaHi
TabneTkn"(AK cynyTHsA 3miHa)

3a
peuernmom

3a

UA/15445/01/01

198.

CUMOJOA

Kancynm
racTpoOpe3nCTEHTHI

TBepai, no 30 mMr no
7 kancyn y 6nictepi,

3AT
"®apmnira

JInToBCbKa
Pecny6bnik
a

no 4 6nictepu y

BANTKAH®APMA-
aynHMuA AQ

Bonrapis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3mMiHn
wono 6e3neku/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHEHUX AaHUX NPo cucTemy chapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemMy hapmakoHarnsagy,

peuernmom

3MiHa yNoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 34iINCHEHHS
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN nayui chapmakoHarnsay; KOHTaKkTHOT 0cobu 3 hapmakoHarnsay 3asiBHUKa
ONs 30iMcHeHHs dhapmakoHarnsay B YKpaiHi, SKLWo BOHa BiAMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHS!
bapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-anna cuctemm papmakoHarnsay) - amiHa
KOHTaKTHUX JaHWX YNMOBHOBaXEHOi 0CObW 3asiBHMKA, BignosigansHoi
3a hapmakoHarnsa. BeeaeHHs iHopmaLii Wwoao mactep-gann
cucTeMu hapmakoHarnsagy Ta noro Homep. BeegeHHs iHdopmadii
LLoAo Micus 34iCHEHHST OCHOBHOI AisNbHOCTI 3 hapMakoHarnsgy
199 CAMOOA Kancynm 3AT JIntoBcbka BANKAH®APMA- Bonrapis BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/15445/01/02
racTpOpe3nCTEHTHI "®apmnira | Pecny6nik OynHndA AQ oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegenHs abo | peyenmom
TBEpAi, no 60 Mr no " a 3MiHM [0 y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
7 kancyn y énictepi, (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
no 4 6nictepuy 3MiHa yNOBHOBaXXeHOT 0cobu, BiANOBIAaNbHOI 3a 3AINCHEHHS
KapTOHHIN navui hapmakoHarnsigy; KOHTakTHOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA
BiJ, YNOBHOBaXXeHOI 0cO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
dapmakoHarnsgy (BKIoYarum KOHTaKTHI gaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-anna cuctemm papmakoHarnsagy) - amiHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOI 0cOOM 3asiBHUKA, BiANOBiAanbHOI
3a hapmakoHarnsag. BeegeHHs iHdopmadii woao macrtep-gann
cucTemu hapmakoHarnsagy Ta noro Homep. BeegeHHs iHdopmaLii
LLI0AO MiCLA 3AiNCHEHHSI OCHOBHOI AiANbHOCTI 3 hapmakoHarnagy
200.| CUHI'YNAP® | tabnetku, BKPUTI Mepk LLisenuapi BupobHuuTBO 3a Benuka BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 3a UA/10208/01/03
NniBKOBOO Wapn i A MOBHUM LIMKITOM: BpuTtanis/ sKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHM y BUPOOHMLTBI. 3MiHa peuenmom
obornoHkoto, no 10 Ooym Mepk Wapn i Joym HigepnaH iMnopTepa/amiHu, Lo CTOCYOTLCS BUMYCKY CEpii Ta KOHTPOIO SIKOCTI
Mmr; no 14 TabneTtok I0EA NimiTen, Benuka o/ roToBOro fnikapcbkoro 3acoby (3amiHa abo foaaBaHHS BUPOOHMKa,
y bricTepi; no 2 m6X BpuTtaHis; MNepBuHHa Benbrisa LLIO BiAnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He Bknoyatoun
6nictepu B Ta BTOPWHHA KOHTPONb/BMNPOBYBaHHS cepii - BBeAEeHHS 40AaTKOBOrO BUPOBOHWMKa,
KapTOHHiI kopobui ynakoBKa, KOHTPOIb BignosiganbHoro 3a Bunyck cepii M3 LWepinr-Mnay fa6o H.B.,
SIKOCTi, [03BIN Ha Benbris. 3MiHN BHECEHO B iHCTPYKLiIO ANS MeANYHOro 3acTOCYBaHHSA
BUNyck cepii: Mepk OO0 HaNMeHyBaHHs! Ta MiCLie3Haxo4)KeHHS1 BUPOGHYKa 3
Wapn i Joym B.B., BiANOBIHNMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKMW NikapCbKOro
Hinepnanaw; Jossin 3acoby (nogaBaHHs BUpOOHMKA). BBeAEHHSI 3MiH MpOTAroM 6-u
Ha BUMYCK cepii: MicsLiB nicnsi 3aTBepKEHHS; 3MiHM | Tuny - 3MiHK 3 aKocTi. FoToBMN
LWepiHr-Mnay Na6o nikapcbkuii 3aci6. 3MiHM y BUpOGHMUTBI. 3MiHa imnopTepa/3miHu, Wwo
H.B., Benbris CTOCYITBCS BUMYCKY Cepii Ta KOHTPOIO SIKOCTi FOTOBOTO MiKapCbKOoro
3acoby (3amiHa abo gofaBaHHs BUpobOHMKa, Lo Bignosigae 3a
BBE3EHHS Ta/abo Bunyck cepii) - He Bkmoyvatoum
KOHTponb/BUNpobyBaHHs cepii - BHeceHHs 3miH go p.3.2.P.3.1
BupobHuku, a came- BBefeHHs ®apma JloricTikc H.B., benbris, B
AKOCTi AinbHUUi Ans imnopty B €C
201, CUH®NOPUK | cycneHsia ans "makcoCwmi Benuka MmakcoCmiTKnsamH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHu | Tuny - 3a UA/15363/01/01
cm™ iH’ekuin; no 1 goasi TKnamnH BpuTaHis Bionogxikana C.A. BuAaneHHs TecTy Ha BMICT nonicaxapugis metogom Polysaccharide | peuenmom
BAKLIMHA (0,5 mn) cycneHsii Ekcnopt content by resorcinol release result 4ns perynioBaHHA po3BefeHHs
onsa Ons iH'ekuin y TimiTen KOXHOT cepii KoH'toraTy npomixkHoro npogykty PS19F-DT nepepg
MPO®INAKT nonepeaHLo apcop6uieto Ha docdpaTi antominito. Hagani 4o BCix KoH'toroBaHUx
NKU HanoBHEHOMY cepii npomixkHoro npoaykty PS19F-DT 6yae 3actocoByBaTbCs
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

MHEBMOKOK
OBOI
IHPEKLYi
(MONICAXAP
NaHWUM
AHTUTEH)
TA
HETMMNOBAH
oi
FEMO®INbH
Of IHOEKLUT,
KOH’IOrOBA
HA,
ALICOPEOBA
HA

CKINSIHOMY LUNpuL Y
KOMMNNEKTi 3 OAHIED
ronkoto abo 3 ABOMa
rornkamu Ta 6e3
ronok; 1
nonepegHL0
HaMoOBHEHWI LWNpUL,
3 ronkoto abo Asoma
ronkamu, abo 6e3
rornok y
iHavBiQyansHoOMy
repmMeTu4HO
3anakoBaHOMy
nnacTMKOBOMY
KOHTENHepi; no 1
nnacTMKOBOMY
KOHTEViHepy y
KapTOHHiIN kopooLyj;
no 1 gosi (0,5 mn)
cycneHxsii ans
iH’exuin y
nonepeaHLo
HaMnoBHEHOMY
CKISIHOMY LUMPWLL;
no 10 wnpwuuis 3 10
ronkamun abo 6e3
romnok y
iHOVBIOyanbHUX
repmMeTu4HO
3anakoBaHux
nnacTUKOBMX
KOHTeWHepax y
KapTOHHiIl kopobuyj;
no 1 posi (0,5 mn)
cycneHxsii ans
iHekuin y
MOHOZ030BOMY
CKNsIHOMY chriakoHi;
no 1, 10 abo 100
dnakoHiB y
KapTOHHIN kopooLyj;
no 2 gosu (1 mn)
cycneHsii ans
iH’exUin y
MynbTUA030BOMY
dnakoHi; no 100
nakoHiB y
KapTOHHIl kopobui

KoediLiEHT po3BEAEHHS, KU BU3HAYaETLCA HA OCHOBI BMIiCTY
nonicaxapvais 3a cepefHbOK0 KOHCUCTEHLIEID Pe30PLIMHY

202.

CUH®JTIOPUK
CTM
BAKLMHA

cycneHsis ons
iH’ekuin; no 1 gosi
(0,5 mn) cycneHsii

"makcoCwmi
TKnamH
Ekcnopt

Benuka
BputaHis

nakcoCmiTKnsanH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3amiHu | Tuny - 3amiHa
piAKOro eTanoHHOro CTaHaapTy, SKUA BUKOPUCTOBYETCSA ANst
BM3HAYEHHs1 NOBHOTM copbuii Ans agcpboBaHOro KOH' oroBaHoro

3a
peuernmom

UA/15363/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

and Ans iH'ekuin y TNimiten nonicaxapugy PS19F-DT meTtogom ELISA, Ha HoBuIA

NPO®INAKT nonepeaHLo niodinizoBaHnin eTanoHHWin ctanaapT. 3anpornoHosaHo: Lot

NKn HanoBHEHOMY SSG1469A01

NMHEBMOKOK | cknsiHomy winpuui y

OBOI KOMMNEKTi 3 ofHicto

IHOEKLLIT ronkoto abo 3 gBoma

(MONICAXAP | ronkamu Ta 6e3

WaHWUN ronok; 1

AHTUIEH) nonepegHL0

TA HaMoOBHEHWN LWNpUL,

HETUMOBAH | 3 ronkoto abo agsoma

ol ronkamu, a6o 6e3

FEMO®INbH roroK y

Ol IHOEKUIN, | iHauBigyansHomy

KOH’IOFOBA | repmeTnyHO

HA, 3anakoBaHoMy

AOCOPBOBA | nnactukoBomy

HA KOHTENHepi; no 1

nrnacTUKoBOMy

KOHTEViHepy y
KapTOHHiIN kopooLyj;
no 1 gosi (0,5 mn)
cycneHxsii ans
iH’exuin y
nonepeaHLo
HarnoBHEHOMY
CKISIHOMY LUNPWLY;
no 10 wnpwuuis 3 10
ronkamun abo 6e3
romnok y
iHOVBIOyanbHUX
repmMeTuyHO
3anakoBaHnx
nnacTUKOBUX
KOHTeWHepax y
KapTOHHiI kopobuyj;
no 1 gosi (0,5 mn)
cycneHxsii ans
iH'ekuin y
MOHOZ030BOMY
CKINSIHOMY chriakoHi;
no 1, 10 abo 100
dnakoHiB y
KapTOHHIN kopooLyj;
no 2 gosu (1 mn)
cycneHsii ans
iH’exuin y
MynbTUA030BOMY
dnakoHi; no 100
nakoHiB y
KapTOHHI kopobui
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
203.| CUH®JIOPUK | cycneHsis ans "makcoCwmi Benuka "makcoCmiTKnsnH Benebrisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3amiHu | Tuny - 3amiHa 3a UA/15363/01/01

cm iH’exuin; no 1 gosi TKnsamH BputaHis Bionogxikans C.A. PiAKOro eTanoHHOro CTaHAapTy CTaHAAPTY, KU BUKOPUCTOBYETCS | peuernmom

BAKLUMHA (0,5 mn) cycnenaii Ekcnopt ANS BU3HAYEeHHS NOBHOTU copbLii Ans aacp6oBaHOro KOH'IOroBaHoOro

and Ans iH'ekuin y TNimiTen nonicaxapugy PS18C-TT meTtopom ELISA, Ha HoBuIA

NPO®INAKT nonepeaHLo niodinizoBaHnin eTanoHHWin ctanaapT. 3anpornoHosaHo: Lot

NKn HanoBHEHOMY SWN1266A08

NMHEBMOKOK | cknsiHomy winpuui y

OBOI KOMMIEKTi 3 OAHIEl0

IHOEKLLIT ronkoto abo 3 gBoma

(MONICAXAP | ronkamu Ta 6e3

WaHWUN ronok; 1

AHTUIEH) nonepegHL0

TA HamnoBHEHWUIA LLNPULY

HETUMOBAH | 3 ronkoto abo asoma

ol ronkamu, a6o 6e3

FEMO®INbH roroK y

Ol IHOEKUIN, | iHguBigyansHomy

KOH’IOFOBA | repmeTnyHO

HA, 3anakoBaHoMy

AOCOPBOBA | nnactukoBomy

HA KOHTENHepi; no 1

nrnacTUKoBOMy

KOHTEViHepy y
KapTOHHiIlN kopooLyj;
no 1 gosi (0,5 mn)
cycneHxsii ans
iH'ekuin y
nonepeaHLo
HarnoBHEHOMY
CKISIHOMY LUNPWLY;
no 10 wnpwuuis 3 10
ronkamun abo 6e3
romnok y
iHOVBIOyanbHUX
repMeTnYHO
3anakoBaHux
nnacTUKoBUX
KOHTeWHepax y
KapTOHHiIl kopobuyj;
no 1 gosi (0,5 mn)
cycneHsii gng
iH'ekuin y
MOHOZ030BOMY
CKINSIHOMY chriakoHi;
no 1, 10 abo 100
dnakoHiB y
KapTOHHIl kopobLyj;
no 2 gosm (1 mn)
cycneHsii ans
iH’exUin y
MynbTUA030BOMY
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakoHi; no 100
nakoHiB y
KapTOHHiIN kopooLi
204.| CIHYMAKC cnpen HasanbHWUK, TOB Ykpaina TOB "Mikpocapm" YkpaiHa BHeceHHs 3MiH A0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3MiHn bes UA/17382/01/01
nosoBaHuii 0,05% "BANAPTI 3 AKocTi. [oToBUIA Nnikapcbkuii 3aci6. 3MiHW y BUpOBHWULTBI. 3MiHK y peuenma
no 10 r y donakoHi 3 H npotieci BUpoBGHMLTBA roTOBOrO fikapcbkoro 3acoby, BKroyaym
posnuntosayem; no PAPMA" NPOMDKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOOGHULITBI FOTOBOIO
1 donakoHy y nayui nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoueci BUpobHuLTBa) -
BHECEHHS 3MiH Jo posginy 3.2.P.3. MNpouec BupobHuuTBa
nikapcbkoro 3acoby, 3okpema: - Ha Ctagii 2 MNpurotyBaHHs i
dinbTpaLis PO34MHIB - 3BMEHLLEHO KiNbKICTb 3arpy3ok 3 4-x Ao 1-i
3arpy3ku obyMOBEHO 3aMiHOK peaKkTopa MeHLLoro 0b'emy Ha
peakTop binbLuoro o6'emy (po3Mip cepii 3anMLLMBCA HE3MIHHWIA); - Ha
Cragii 1 lNigrotyBaHHA CUPOBUHYM - 3a3HaveHa NiarotoBka Boau
ovuLleHoi Ans onepaduii 2.2. NMpuroTyBaHHSA OCHOBWY; - Ha onepauii
2.1. MMpuroTyBaHHA BOQHOTO PO34YMHY KOMMOHEHTIB - 3MiHEHa
TemnepaTtypa po34mHeHHs (3 30-35° C Ha 30-40° C).
3anponoHoBaHW TemnepaTypHUA PeXxum He NpM3BoanTb A0
HeraTMBHOTO BMNMBY Ha SIKICTb NPOAYKTY, Tak SK BOAHUNA PO3YMH
KOMMOHEHTIB 3aBaHTaXy€eTbCs B OCHOBY, sIka Harpita oo
Temnepatypu 55 - 60° C. 3MiHeHWI NOpPSAOK 3arpy3Kn KOMMOHEHTIB -
CMoYaTKy 3arpy>atTb BOAY OYMLLEHY; - Ha onepauii 2.3.
3MillyBaHHS OCHOBU 3 BOAHWUM PO34YMHOM KOMMOHEHTIB - 3a3HaYeHun
Yac nepeMmillyBaHHA KOMMOHEHTIB Nepes OXONOMKEHHAM A0
Temnepatypu 20-25° C; - onepauis 2.4. PopmyBaHHS cepii -
BMAaneHa y 3B’a3Ky 3 YCTaHOBKOI peakTopy OinbLioro ob6'emy; Ha
BCiX TEXHOMOMYHMX onepauisx BUPOBHNYOro npoLecy 3a3HayeHo
napameTpu, siki KOHTPOIKKTBCS, BHECEHHS pefaKLiiHNX NPaBOK.
205, CMO®KABIB | emynbcis ans ®peseniyc | HimeuunH Ppeseniyc Kabi Ab LLsewis BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHu | TUny - 3miHa 3a UA/14346/01/01
EH iHdy3in; no 986 mn, Kabi a HaliMeHyBaHHS BUPOOHWKa TpurniLepuaiB cepeaHboro naHLora; peuernmom
LUEHTPAIIbH no 1477 mn, no Honunang 3anponoHoBaHo: AAK Sweden AB; 3MiHu | Tuny - BUNyYEeHHS
un 1970 mn, no 2463 M6X BMpobHuka A®I MarHito cynbdpart (y Burnagi marHito cynsdary

MI1 B TPUKaMeEpPHOMY
nnacTyKoBOMYy
KOHTeWHepi
«Bioginy, akun
pasom 3
AHTUOKVNCHMKOM
BMILLYIOTb Y
30BHILLHI
NNacTUKOBUIA MILLIOK;
no 986 mn, no 1477
M, no 1970 mn B
TpYKaMepHoOMy
nnacTKoBOMy
KOHTeWHepi
«BioiH», SKui
pa3om 3
aHTUOKVCHMKOM
BMiLLIOTb Y
30BHILLHi

rentarigpaty) K+S Kali GmbH; 3anponoHoBaHo: Merck KGaA,;
3MiHM | TNy - BUNyYeHHs BupobHuyoi ainbHULi Shanghai Kyowa
Amino Acid Co. Ltd. ans gito4oi pe4yoBuHM heHinanaHiH; 3miHu |
TUNY - BUNyYeHHs1 BUpoGHMYoi ainbHui Kyowa Hakko Bio Co. Ltd.,
Ube Plant ans gitlo4oi pe4oBuHN NponiH; 3MiHu | TUMY - BUNyYeHHS
BUpPOGOHMYOT ainbHMui Evonik Rexim S.A.S ans gito4oi pe4oBrHu
TpunTtodaH; 3MiHu | TUNY - nogaHHs HoBOro cepTudikata
BignoBigHocTi €Bponencoki papmakonei Ne RO-CEP 2015-005-Rev
01 ang gitodoi peyoBunHu Methionine Big HoBoro Bupo6Huka AMINO
GMBH, HimeuuunHa; 3miHu | TUNY - nogaHHst HOBOTrO cepTudikaTta
BignoBigHocTi €Bponencoki papmakonei Ne RO-CEP 2015-315-Rev
01 gna gitovoi peyoBmHM Glucose monohydrate Big HoBoro
BupobHnka TEREOS STARCH & SWEETENERS IBERIA S.A.U;
3MiHM | TUMy - NoAaHHs OHOBMNEHOro cepTudikarta BiANoBiAHOCTI
€sponeckkin dapmakonei Ne RO-CEP 2015-315-Rev 02 ans
nitoyoi pevoBuHM Glucose monohydrate Big Bupo6Huka TEREOS
STARCH & SWEETENERS IBERIA S.A.U; 3miHu | TUny - nogaHHs
HOBOro cepTudikaTa BignosigHoOCTI EBponevickbkin dapmakonei Ne
RO-CEP 2013-179-Rev 00 gns gitovoi peyoBuHm Glycine Big HoBoro
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Bupo6HMKka AMINO GMBH, HimeuuunHa; 3MiHu | TUNy - BBEAEHHS
nepiofy NoBTOpHOro BunpobyBaHHs 48 micauiB ans gitoyor
peyoBuHK Glycine BupobHuka Amino GmbH Ha ocHoBi pesynbTaris
AOCTifKeHb Y peanbHOMYy 4aci; 3MiHW | TUny - OHOBREHHS BepCii
ASMF ans gitovoi pevoBmHn TaypuH BupobHuuTea Sekisui Medical
Co., Ltd; 3anponoHoBaHo: ASMF 1501 Rev 02; aminu | Tuny -
noJaHHs OHOBMEHOro cepTudpikata BiaNoBiAHOCTI €BpONenchKin
capmaxkonei Ne R1-CEP 1998-106-Rev 06 ans gitoyoi pe4oBuHn
Valine Big BXe 3aTBEpAKEHOro BUPOOHMKA, SIK HAcnigoK 3MiHa Ha3Bu
BMpobHuKa (3anponoHoBaHo: Ajinomoto Health and Nutrition North
America, Inc.); 3minm | TMny - noAaHHA OHOBNEHOTO cepTudikaTta
BignoBigHocTi €Bponeicbkii papmakonei Ne R1-CEP 1998-137-Rev
04 gna gitovoi peyosuHM Tryptophan Bif Bxe 3aTBepaXeHOro
BMPOGHMKA, K HACMiAOK 3MiHa Ha3BM BUPOOHWMKa (3anpornoHOBaHo:
Ajinomoto Health and Nutrition North America, Inc.); 3minu | TUny u-
noAaHHs OHOBNEHOro cepTudikara BiANOBIAHOCTI €EBpPONECHKIN
dapmakonei Ne RO-CEP 2014-063-Rev 01 ans gito4oi peqyoBunHu
Lysine acetate Big Bxe 3aTBEpOXEHOro BUPOOHMKA, sIK HAcnigoK
3MiHa Ha3Bu BUpOOHKKa (3anponoHoBaHo: Ajinomoto Health and
Nutrition North America, Inc.);
3MiHu | TUNY - NOAaHHA OHOBIEHOro cepTudikaTa BigNoBIgHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 1998-107-Rev 04 ans
nitoyvoi pevoBuHu Histidine Big Bxe 3aTBEpmKEHOro BUPOOHMKA, KU
3MiHMB Ha3By (3anponoHoBaHo: Ajinomoto Health and Nutrition North
America, Inc.); amiHm | TNy - NnoAaHHA OHOBNEHOTo cepTudikaTa
BignoBigHocTi €Bponencoki papmakonei Ne R1-CEP 2013-211-Rev
00 ans gitovoi peyoBuHM Serine Process |l Big BXe 3aTBEpAXKEHOro
BMPOBHMKa, KM 3MiHMB Ha3By (3anponoHoBaHo: Ajinomoto Health
and Nutrition North America, Inc.), agpeca BupobHuuTBa
3anULWaETbCA HE3MIHHOLO; 3MiHM | TUNY - NOAAHHSA OHOBMEHOTO
cepTudpikaTa BignosigHocTi €Bponenckkint hapmakonei Ne RO-CEP
2013-211-Rev 01 ans gitoyvoi pevoBuHn Serine Process |l Big Bxe
3aTBepaxeHoro BupobHuka Ajinomoto Health and Nutrition North
America, Inc; 3aminm |l TMNY - BBEAEHHSA HOBOro BMPOGHMKa AdI
Hartpito rniuepodocdart (y Burnsaai Hatpito rniuepodocdary
rigpaTy) Fresenius Kabi AB B fonoBHeHHS 10 BXe 3aTBEPOKEHOTO
Bupo6HMKa API Dr. Paul Lohmann GmbH

206.

COJIAHTPA®

kpem, 10 mr/r; no 30
ry Ty6i; no 1 Ty6i B
KapTOHHiIl kopobuyi

Fangepma
CA

LLiseniLapi
A

Awmartcirpyn,
®paHuia
(BnpobyBaHHs
KOHTPOIO AKOCTI,
BUNPOBYBaHHS
cTabinbHocTi);
INabopatopii
[anpgepma, PpaHuis
(BupoGHULTBO,
nakyBaHHs1,
MapKyBaHHS1,
BUNPOOYBaHHS
KOHTPOJIO AKOCTI,
BUNpPoBYBaHHS

PpaHuis

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHu | TUny - 3MiHK
wono 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarmnsay
(BBEOEHHS y3aranbHeHVX AaHWX Npo cuctemy dbapmakoHarnsgy,
3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ANs 30iMCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-hanna cuctemm papmakoHarnsaay) - amiHa
KOHTaKTHOI 0cobu 3asiBHUKA, BianoBiaanbHOI 3a 3AiNCHEHHA
dapmakoHarnagy B YkpaiHi: [MponoHoBaHa pefakuis- [Janinosa
Jlapuca BonognmupiBHa. 3MiHa KOHTAKTHMX JAHWUX KOHTaKTHOT 0cobu
YNOBHOBaX€eHOI 0cobY 3asiBHMKA, BigNoBiganbHOI 3a 3[iNCHEHHS

3a
peuernmom

UA/16320/01/01
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cTabinbHoCTi Ta apmakoHarnsagy B YkpaiHi
BUWMYCK Cepiit)
207.| TAIINITOH® Tabnetku no 12,5 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peeCcTpauinHMX maTepianiB: yTOYHEeHHs 3a UA/0947/01/02
mr; no 20 a6o 30 dapmavreB dapmaueBTUYHUIA HanucaHHsA ynakoBku B Haka3ax MO3 Ykpainu Ne 1500 Big peuenmom
TabneTok y cnakoHi; TUYHWUIA 3aBog ElC 02.07.2020, Ne 2119 Big 17.09.2020, Ne 171 Big 03.02.2021, Ne
no 1 donakoHy B 3aBof 1290 Bip 28.06.2021 B npoueci BHeceHHA 3MiH. Pefakuis B Hakasi:
KapTOHHiIN kopooLyj; Eric no 20 a6o 30 TabneTok y cdnakoHi; no 1 dnakoHy B KAPTOHHIN
no 14 tabneTok y kopobuj; no 7 TabneTok y 6nictepi; no 2 abo 4 Gnictepn y kapTOHHIN
6nicrepi; no 1 abo kopobui. 3anponoHoBaHa peaakuif: no 20 a6o 30 TabneTok y
2 Gnictepu y donakoHi; no 1 ¢onakoHy B KapTOHHi kopo6ui; no 14 TabneTok y
KapTOHHIN kopo6ui 6nicTepi; no 1 abo 2 6Gnictepy y KApTOHHIX KOpobLi.
208.| TAMI®JIIO® Kancynu no 75 wr; . Xocbpm | LLBenuapisn Bupo6bHuLTBO dpaHuis/ BHECEHHS 3MiH 0 peecTpaLuiiHux MmaTepianis: 3miHu | Tuny - 3miHun 3 3a UA/3189/02/03
no 10 kancyn y aHH-J1s Hepo3dacoBaHoI ITanis/ sikocTi. CepTudpikaT BignosigHocTi/l'E-cepTudikat BignosigHOCTI peuenmom
6nicTepi; mo 1 Pow It npoaykuji: LLisenuapis €sponelicbkin hbapmakonei/moHorpadii. MogaHHA HosBoro abo
Gnictepy B CeHekci, PpaHuis; OHOBIEeHOro cepTudikata BignoBigHoOCTI abo BUNYYEeHHS
KapTOHHiIN kopoOLi Bupo6bHuLTBO cepTuddikaTta BignoBigHOCTIi €Bponeinchkin dapmakonei: gna AdI;
HeposdacoBaHoi Ans BUXIAHOrO MaTepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
npoayKuir, BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; ANnst 4ONOMiXKHOT pe4oBUHM
nakyBaHHs, (FCE-cepTudikaT BignosigHoCTi €Bponeiickkiin dhapmakonei ans
BMNpPOOyBaHHS Adl/BuxigHoro matepiany/peareHTy/npoMixHoOro npoaykry abo

KOHTPOIO AKOCTi:
Henbdapm MinaHo,
C.P.N.,, Itanis;
MakyBaHHs,
BUNpPoOYBaHHS
KOHTPOMIO SIKOCTI,
BUMYCK cepii:

& . XohdpmaHH-I15
Pow JTg,
LLisenuapis;
BUMYCK cepii:
®.XocbdpmaHH-Ia
Pow NTa,
LLisenuapis

[OOMNOMiXHOT peqoBuHU) - HoBuiA cepTuddikaT anst BUXigHoro
matepiany/peareHTy/npoMi>XHOro NPOAYKTYy abo AoMOMiKHOT
peyYoBMHM Bif HOBOro abo Bxe 3aTBepAXKEHOro BUpObHMKa -
noAaHHsi HOBOTO cepTudikaTy BignoBigHOCTIi €Bponenchbkin
hapmakonei ans xenaTtunHy (obonoHka kancynu) R1-CEP 2000-050-
Rev 02 Big HoBoro BupobHuka Gelita Group, Eberbach, Germany.
3miHu | Tuny - 3minm 3 sikocTi. CepTudikat BignosigHocTi/TE-
cepTudikat BignosiaHocTi EBponerickkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBMEHOro cepTudikaTta BignoBigHOCTi abo
BUIyYeHHs cepTudikaTa BignoBiaHOCTI €EBponeichkin hapmakonei:
ans A®l; onsa BuxigHoro matepiany/peareHTy/npoOMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTbCS Y BUPOOHMUTBI API; Anst 4ONOMIDKHOI
peyoBuHu (FE-cepTudikat BignoeigHocTi €Bponeiichbkinn dapmakonei
anst Adl/BuxigHoro maTepiany/peareHTy/npoMixkHoro npoaykTy abo
AOMOMDKHOT pevoBuHN) - OHOBNEHWI cepTudikaT Bif BXxe
3aTBEpAKEHOro BUPOBHUKa - MOAaHHSA OHOBEHUX cepTudikaTis
BignoBigHocCTi €Bponeinchkini hapmakonei ans xenatuHy (o6onoHka
kancynu) R1-CEP 2000-045-Rev 04 Big Bxe 3aTBepHKEHOro
BMpo6Huka Tessenderlo Group N.V., Divivion PT Leiner, Vilvoorde,
Belgium Ta R1-CEP 2005-217-Rev 02 Bif BXe 3aTBEpAXEHOro
Bupo6Huka Nitta Gelatin INC., Osaka, Japan. 3mitu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BignosigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
OHOBIEeHoro cepTudikarta BignoBigHOCTI abo BUNyYeHHSs
cepTudikaTa BignosigHoCTi €Bponewichbkin dapmakonei: ans Ad®l;
Ans BMXiAHOro MaTepiany/peareHTy/NPOMiKHOrO NPOAYKTY, LU0
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; Anst 4ONOMIDKHOI pe4OBUHM
(FCE-cepTudikaT BignoBigHOCTi €Bponeiickkin dhapmakonei Ans
Adl/BuxigHoro maTepiany/peareHTy/npoMixxHOro npoaykTy abo
[OMOMiXKHOI peqoBuHU) - BunydeHHsi cepTudikatis (y BUnagky
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HasABHOCTI MynbTUNMETHOro ceptudikaTa Ha maTepian) - BUNyYeHHs!
cepTudpikaTy BigNoBigHOCTI €Bponencekin hapmakonei Ans
xenatuHy (obonoHka kancynu) R1-CEP 2004-247-Rev 00 Ta R1-
CEP 2004-320-Rev 00 Big Bupo6Huka Nitta Gelatin INC., Osaka,
Japan. 3minu | TUny - AgMiHICTpaTUBHI 3MiHW. BunyveHHs
BMPOGHWYOI AinbHUUI (BKtoyatoum ainbHuui Ans A®Il, npomixxHoro
npoaykTy abo roToBoro nikapcebkoro 3acoby, AinbHuLUi Ans
NpoBeAEHHS! NaKyBaHHsI, BUPOOHWMKa, BignoBiganbHOro 3a BMmnycKk
cepii, MicLe NpoBeAeHHs KOHTPOMo cepii) abo noctayanbHUKa
BMXiAHOTO MaTepiany, peareHTy abo JONOMiIXKHOT peYOBUHM (SIKLLO
3a3Ha4YeHo y A0CLE) - BUNyYeHHs AinbHuui Pow ®apma All, Eminb-
Bapenb-LTpacce 1, MpeHuax-BioneH, bageH-Bioptembepr, 79639,
HimeuuunHa, Lo BUKOHYBaB KOHTpOnb AkocTi [T13. BBeaeHHs1 3miH
npoTarom 6-Tu MicauiB nicna 3aTBepaXeHHs. 3MiHu | Tuny -
AOMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpOBHMYOT AinbHUL
(Bkntoyaroum ginbHuui ana APl npomipkHOro NpoaykTy abo rotToBoro
nikapcbKoro 3acoby, AinbHUL ANA NPoBeAeHHS NaKyBaHHS,
BMPOGHKKa, BiAnoBiAanbHOro 3a BMMYCK Cepil, MicLie NpoBeAeHHS
KOHTpOIO cepii) abo nocTayanbHWKa BUXIGHOTO matepiany,
peareHTy abo [ONOMIXKHOT PEYOBUHM (SIKLLO 3a3Ha4Y€eHO Y AOCLE) -
BUny4eHHs ainbHuui KeteneHt Dxepmani LopHaopd MvbX,
BignoBiganbHoi 3a BUPOOHMLTBO Hepo3dhacoBaHOi NPOAyKLii Ta
nakyBaHHsi. BBegeHHs1 3MiH npoTsirom 6-Tu micauiB nicnsi
3aTBepKeHHs. 3MiHn | Tuny - 3MiHK 3 sikocTi. FoToBMI NikapcbKui
3aci6. Cuctema KoHTelnHep/3akynoptoBanbHui 3aci6. 3miHa dopmun
abo po3mipy KOHTENHepa YK 3aKynoproBanbHOro 3acoby (nepBUHHOT
ynakoBKW) (HECTEpUnbHI Nikapcbki 3acobu) - foaaBaHHS
anbTepHaTUBHOI KOHirypauii 6nicrepa, wo 06ymoBneHa 4oaaHHAM
HOBOrO BMpPOBHMKa A nakyBaHHA J13. AkicHUIA Ta KinbKiCHUIA cknag
nakyBaHHsi He 3MiHUBCS. BBeAeHHs 3MiH NpoTaromM 6-Tu micsuis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3 axocTi. [oToBUn
nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa abo BBeAEeHHS
[04aTKOBOI AiNbHULI BUpOOHULTBA ANs YacTuHM abo BCboro
BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
BTOPWHHOIO NaKyBaHHS) - BBEAEHHS [OAAaTKOBOro BMpobHuka J13,
BignoBiganbHOro 3a BTOPMHHE nakyBaHHA Oenbdapm MinaHo
C.P.J1,, Itanis. BBeaeHHs 3amiH npoTtsarom 6-t1 Micauis nicns
3aTBepAKeHHS. 3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMI NikapcbKui
3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo BBeAEeHHS 4OAaTKOBOI
AinbHUL| BUpOBHULTBA ANst YaCTUHU abo BCbOro BUPOGHMYOrO
npoLiecy roToBOro nikapcbKoro 3acoby (AinbHULSA AnS NEPBUHHOIO
nakyBaHHs1) - BBE€HHS1 4OAATKOBOro BUpPoGHMKa J13,
BiAnoBiganeHoOro 3a nepeuMHHe nakyBaHHa Oenbdapm MinaHo
C.P.J1., Itania. BBeaeHHsi 3MiH NpoTArom 6-Tu micsUiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMI Nikapcbkui
3aci6. 3MiHM y BUpoGHUMUTBI. 3MiHa iMnopTepa/aMiHu, Lo
CTOCYHOTBCS BUMYCKY Cepii Ta KOHTPOSIO SIKOCTi rOTOBOTO JlikapCbKOro
3acoby (3amiHa abo gofaBaHHsi BUpODOHUKa, LU0 BiAnosiaae 3a
BBE3EHHS Ta/abo Bunyck cepii) - He Bknovatoum
KOHTpOnb/BUNpobyBaHHs cepii - BBeAEHHS AinbHuui ®. XoddmaHH-
J1a Pow Jltg, BiagykTwrpacce 33, 4051 Basenb, WBenuapis, wo
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30iiCHIOE BUNYCK cepii nikapcbkoro 3acoby. 3miHn BHeceHo B
IHCTPYKLUIilO AN MeAWNYHOr0 3aCTOCYBaHHS LLOAO MiCLLe3HAXOMXKEHHS
BMPOGHMKa 3 BiAMOBIAHMMU 3MiHAMW Y TEKCTi MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby. BBeaeHHs 3mMiH npoTArom 6-Tu MicsuiB nicns
3aTBepAKeHHs. 3MiHum | Tuny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei/MoHorpadii. MogaHHs HoBoro abo OHOBNEHOro
cepTudikaTa BignoeiaHocTi abo BuUNyyYeHHsi cepTucdikata
BignoBigHocTi €Bponevickkin hapmakonei: ans A®l; ons BuxigHoro
mMaTepiany/peareHTy/NpOMiKXHOIO NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BMPOBHMUTBI ADI; Anst fonomMixHoi pevoBmHmM (TE-cepTudikat
BignoBigHoCTi €Bponeichkin hapmakonei ans Adl/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY abo JOMOMIXKHOT
peyoBuHM) - OHOBRNEHWN cepTudikaT Big BXe 3aTBEepAXKEHOro
BMPOGHKKa - NogaHHsi OHOBIEHOro cepTudikaTty BiAnoBIgHOCTI
€Bponencbkini hapmakonei ans xxenatuHy (o6onoHka kancynu) R1-
CEP 2000-344-Rev 03 Big Bxe 3atBepaxeHoro BupobHuka Nitta
Gelatin, Cochin, Kerala, India. 3minu | Tuny - 3miHn wopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHLWi 3miHW) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS YMakoBKM MiKapCbKoro 3acoby.
BBegeHHsi 3MiH NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAKEHHS.

bes3

UA/3920/01/01

PO34MH AN POTOBOI
NOPOXHWHM, 1,5
mr/mn; no 120 mn'y
nakoHi 3 MipHUM
cTakaH4yMKoMm; no 1
dnakoHy y
KapTOHHiIN kopobui

AsieHoe
Kimike
PiyHite
ARXeniHi
DdpaHyeck
o
A.KP.A.O®.
C.n.A.

ITanis

AsieHge Kimike
PiyHiTe Arxenini
dpaHyecko
AKP.A®. CnA.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHVX maTepianis: 3MiHu | TUny - 3MiHK
wono 6esnekun/edbekTMBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo
3MiHW 00 y3aranbHeHUX AaHnX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOT 0CO0U, BiANOBIiganbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-hanna cuctemm papmakoHarnsaay) - amiHa
KOHTaKTHOI 0COOM YyNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignosigansHoOi
3a (papmakoHarnsg B YkpaiHi. [ponoHoBaHa peaakuis: Mopinuk
ApTem Bonoammmnposuy. 3mMiHa KOHTAKTHUX AA@HUX KOHTaKTHOT 0cobu
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnag B YkpaiHi
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BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK
wono 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo
3MiHW 00 y3aranbHeHWX AaHnX Npo cucTeMy hbapMakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHWX Npo cuctemy dbapmakoHarnsgy,
3MiHa YyNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 3AINCHEHHS
(hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Ans 30iMCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHa
Bif] ynoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0COOM YyNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigansHoi
3a (pbapmakoHarnsg B YkpaiHi. [ponoHoBaHa pegakuis: "opinuk
ApTem BonogmmmnpoBuy. 3mMiHa KOHTAKTHUX AA@HUX KOHTaKTHOT ocobu

be3
peuenma
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80 ITponoBkeHHs qomarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnsg B YKpaiHi
211.| TACUTHA Kancynu TBepgi no HoBapric LLseviLapi Hoeaptic ®apma LLIsenuapi BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu |l Tuny - 3miHn 3a UA/8979/01/01
200 mr; no 14 dapma Al A LWrenH Al a wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BHecenHs abo | peuernmom
kancyn y énictepi; 3miHa(1) fo 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
no 2 6nictepu y noceigyYeHHs, Bktovatoun NnaH ynpasniHHA pyUsnkamm
KOpOoO6Lii 3 KapTOHY; (3acTtocyBaHHS 3MiH(K), Ski(a) BUMaraoTb(€) noganbLLoro
no 4 kancynu y 06r'pyHTYyBaHHS HOBUMW AOAATKOBMM AaHUMMU, LLO MatoTb
Gnictepi; no 7 HagaBaTUCst KOMMETEHTHUM OpraHOM, OCKiMbKU BUMaraeTbCs
GnicTepiB y kopobui CyTTeBa OLjiHKa KOMNETEHTHNM OpraHoM) - 3asiBHUKOM HagaHo
3 KapTOHYy oHoBreHwn MNnaH ynpasniHHa pusnkamu Bepcis 23. 3MiHU BHECEHO
Ao vactuH: . Cneundikauisa 3 6e3anekn (Mogyne CV.
Micnapeectpauiiinin gocsig, Mogynb CVII. |geHTndikoBaHi Ta
noTeHuinHi pusnkn, Mogyne CVIII. Pestome npobnem 6esnekn),
Yactunum lll. MnaH 3 bapmakorarnsagy, Yactunm V. 3axoam 3
MiHimi3auii pusukis, YactuHn VI. Pe3stome nnaHy ynpasniHHA
puankamm, Yactunm VII. JloaaTtku y 38’a3Ky 3 BUAANEHHSAM MUTaHHS 3
6e3nekn «Pn3unk po3BUTKYy pe3NCTEHTHOCTI» Ta AOAATKOBMX 3ax04iB
3 hapmakoHarnsagy, Lo CTocyBarnuch LbOro NUTaHHs 3 6esneku Ha
nigcTasi OTpUMaHWX pe3ynbTaTiB 4OCNiAXKEHb
212.| TACUTHA Kancynu TBepgi no HoeapTic LLseviLapi HoeapTic ®apma LLsenuapi BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3miHn 3a UA/8979/01/02
150 mr; no 4 dapma Al a LWrenn Al A wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo | peuernmom
kancynu y bnictepi; 3MiHa(n) 8o 3000B'si3aHb Ta YMOB Buaadi peecTpauinHoro
no 7 Gnictepi y noceigyeHHs, Bkrtovatoun NnaH ynpaeniHHA pyuankamm
KopobLUi 3 KapToHY (3acTocyBaHHs 3MiH(1), sIki(a) BUMaraoTb(€) noganbLLIoro
06r'pyHTYBaHHS HOBUMYW JOAATKOBMM AaHVMU, L0 MatoTb
HagaBaTUCst KOMMETEHTHUM OpraHOM, OCKiflbKU BUMaraeTbCsl
CyTTeBa OLjHKa KOMNETEHTHUM OpraHoM) - 3asiBHUKOM HafaHo
oHoBneHwn MNnaH ynpasniHHa pusukamu Bepcis 23. 3MiHM BHeCEeHO
o vactuH: . Cneuudikauis 3 6e3neku (Mogyne CV.
Micnapeectpauiiinin gocsig, Mogynb CVII. |geHTundikoBaHi Ta
noTeHuinHi pusnkn, Mogyne CVIII. Pestome npobnem 6esneku),
Yactunu . MnaH 3 bapmakoHarnsgy, Yactunm V. 3axogm 3
MiHimi3auii pusukis, YactuHn VI. Pe3dtome nnaHy ynpasniHHSA
pu3ankamm, Yactuhm VII. JloaaTku y 38’A3Ky 3 BUAANEHHSIM MUTaHHS 3
06e3nekn «Pn3unk po3BUTKYy pe3NCTEHTHOCTI» Ta JOAATKOBMX 3ax04iB
3 hapmakoHarnsagy, Lo CTocyBaruch LbOro NUTaHHs 3 6e3neku Ha
nigcTaBi OTPMMaHMX pe3ynbTaTiB AOCHiAKEHb
213, TAY®OH Kpanni oyHi, 40 TosapucT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/5345/01/01
mr/mn, no 5 mny BO 3 BUPOGHMLTBA, ApnmiHicTpaTuBHI 3miHW. 3MiHa HaimeHyBaHHs Ta/abo agpecu micus | peyenmom
dnakoHi, no 3 obmexeHo KOHTPOIb SKOCTI, NpoBafXXeHHS AiAnbHOCTI BUPOBHMKa/imnopTepa rotoBoro
dnakoHu pasom 3 10 BUMYCK cepii: nikapcbKkoro 3acoby, BKNoYarum AinbHULL BUMNYCKy cepii abo Micue
KPULLIKOLO- Bignosiga TosapucTBo 3 NpoBEAEHHS KOHTPOIIO SIKOCTI. (QisNbHICTb, 3a sIKy Bignosiaae
KpanesnbHuLUer y TNBHICTIO 0bMexeHo BMPOGHMK/iMNOpTEp, BKIOYaKYX BUMYCK Cepiit) - 3MiHa agpecu
nadui 3 KapToHy; No "[locnigHun BiANoBiganbHICTIO BUpOoGHWMKa M3 ToBapucteo 3 06MeXEHO0 BiAMNOBIAAMNbHICTHO
10 mn y dpnakoHi, no 1 3aBog "OocnigHuin 3aBog "®APMEKC I'PYIM", YkpaiHa (Bci cTagii BUpoGHWULTBA, KOHTPOIb
1 conakoHy pasom 3 "rHUnc" "THUJIC", YkpaiHa; SIKOCTi, BUNYCK cepii), 6e3 3miHn micus BupobHuuTBa (BBEeaeHHS 3miH

KPULLUKOHO-

BCi cTaail

npoTarom 6-T1 MicsLiB Nicns 3aTBEPAXEHHS)
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KpanenbHULeto y BMPOOHMLTBA,
navui 3 KapToHy KOHTPOIb SKOCTI,
BMNYCK cepii:
ToBapucTso 3
obmexeHoto
BiANOBIgANbHICTIO
"®APMEKC IrPynmn",
YkpaiHa
214.| TA®JIOTAH® | kpanni o4Hi, po34uH, CaHTeH DiHNaHaisa CaHTeH AT, PiHnanHais/ BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu | Tuny - y 3a UA/18212/01/01
MYJNbTI no 15 mkr/mn; no 3 AT PiHNaHais ITanisa 3B’53KYy 3i 3MIHOIO fo3aTopa-KpanenbHuULi, SK 3aKynoproBanbHOro peuenmom
My donakoHi 3 (BUPOBHUK, npucTpoto cpriakoHy 6yno BHeCeHO 3MiHM B yMoBWM 36epiraHHs 113
fosaTtopom Ta BiAMNoOBiAaNbHUIA 3a nicns BiAKpUTTSA dorakoHy, a came AoAaHo iHdopmauio: «licns
KPULLIKOIO 3 BUMNYCK cepii); BiAKPUTTA donakoHa 36epirati npy TemnepaTypi He Buwe 25 C.»
KOHTpOSeM nepLuoro Ty6intokc Papma 3MiHN BHeCeHO A0 iHCTPYKUii ANS MEAMYHOro 3aCTOCyBaHHS!
BiAKpWTTS; no 1 C.MN.A., Itanis nikapcbkoro 3acoby Ao posainy "Ymoswu 36epiraHHsa", Ta, SK Hacnigok
nakoHy y nakeri; (BMPOBHMK, y TEKCT MapKyBaHHS YNakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3MiH
no 1 nakety B BignoBiganbHUN 3a NPOTArom 6-T1 MicAUIB MiCNSA 3aTBEPMKEHHS; 3MiHU | TURY - 3MiHK
KapTOHHIN kopobLi BUPOBHMUTBO in- BHECEHO [0 iHCTPYKUiT ANsi MeQUYHOro 3acTOCyBaHHS NikapcbKoro
bulk, nepBuHHy Ta 3acoby go po3aginy "OcobnuneocTi 3acTocyBaHHA" (BHECEHHS
BTOPWHHY YMNaKoBKY, iHdbopmauii npo BMICT dhocdaTiB) BiANOBIAHO [0 OHOBMEHOT
BMNpPOOyBaHHSA iHdpopmauii 3 6e3nekun nikapcbkoro 3acoby. BBeaeHHs 3miH
LLIOAO SKOCTI) npoTarom 6-Tu MicauiB nicns 3aTBepkeHHs; 3miHu |l Tuny -
BBEAEHHS HOBOTO TUMy Ao3aTopa-KpanenbHuLi, KU € YaCTUHO
dnakoHy 3aTBepaxeHo: [lo3aTop-KpanenbHUUs, SKui €
HakoHeYHukoM dpnakoHy: Thermoplastic elastomer Thermolast®M
TMO9APA 3anponoHoBaHo: [lo3aTop-kpanenbHuusi, SKuin €
HakoHeuvHukoM dpnakoHy: Cyclic olefin copolymer (COC). BBegeHHs
3MiH NPOTArom 6-TW MiCSILB MiCNsi 3aTBEPOKEHHSA
215, TAXOKOMB maTtpuus ans Takena ABCTpis BMPOGHMLUTBO 3a AscTpis/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/8345/01/01
CKIeIOBaHHS TKaHWH; ABcTpis NOBHUM LIKIOM: HimeyuuH OHOBreHHs p.3.2.A.1 MNpuMileHHA Ta obnagHaHHS; 3anponoHOBaHO: | peyernmom
no 1 matpuui M6X Takepa ABCTpisi a Section 3.2.A.1 Facilities and Equipment

po3mMipom 2,5 cM X
3,0 cm y BnicTepi; no
1 6nicTtepy B nakerTi;
no 1 nakety B
KapTOHHIN kopobLyj;
no 1 matpuui
po3mipom 4,8 cM x
4,8 cm y bnictepi; no
1 6nicTtepy B nakeri;
o 2 nakeTu B
KapTOHHIN kopooLyj;
no 1 matpuui
po3mipom 9,5 cm x
4,8 cm y bnictepi; no
1 Gnictepy B nakeTi;
no 1 nakety B
KapTOHHIN kopobui

'mM6X, ABCTpis;
cTtepunisauisi: Bb®
CrepwunisaujioHcepsi
¢ 'm6X, HimeuyumnHa;

KOHTPOrb AKOCTI

cepii

"CTepunbHicTb":

Jlabop J1C C€ T1a Ko.

K, HimeyuunHa;
KOHTpPOIb SKOCTI
cepii
"CTepunbHICcTb":
ABCTpiNCbke
areHCTBO OXOPOHU
3[0poB'A Ta
nNpoaoBOnbYOl
6e3nekn (AGES)

Annex 2: Overview of the TachoSil Production Area and Packaging
Facilities TachoSil Primary and Secondary Packaging 3rd Floor:
Floor plan 0800X-GR- 0000027.6
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MBX IHCTUTYT
MeanyHoI
Mikpobionorii Ta
ririenn (IMED),
ABCTpist
216, TBIHPUKC™ cycneHsist ansi nakcoCwmi Benuka nakcoCmiTKnsanH Benbris BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3MiHK 3 3a UA/13056/01/01
BAKLIMHA iH'ekuin no 1 gosi (1 TKnsamH BputaHis Bionoaxikans C.A. skocTi. A®I. BupobHuuteo. 3miHn BunpobysaHb abo gonyctuMux | peyenmom
anda mn/go3sy) y EkcnopT MeX y npoueci BupobHuutea A®PI, Lo BcTaHOBNEHI y cneuudikauisx
MPO®IIAKT nonepegHL0 Nimiten (mopaBaHHsA HOBOro BUNPODYBaHHS Ta AONYCTUMMX MEX) -
NKn HarnoBHEHOMY fofaBaHHs BUNpobyBaHHs Bioburden test B npoueci BupobHuuTea
FENATUTIB A | wnpuui Ne 1y akTMBHOI cybcTaHLii Bipycy renatuty A nepen etanom diHanbHol
(IHAKTMBOB KOMMMEKTI 3 FONKO dinbTpauii. BHeceHHst pegakuiiHnx npaBok B po3ain 3.2.5.2.4
AHA) I B peecTpaLiiHOro Aocbe
(AACOPBEOB
AHA)
217.| TEPA®JIIO NMOPOLLOK ANA CK LLisenuapi "CK KoHcblomep CLUA BHECEHHS 3MiH IO peecTpauiiHUX MaTepianis: yTOYHEHHS yMOB Bes UA/5436/01/01
oparnbHOro po3ynHy KoHcbtome a Xenc, IHK. BianycKy B Haka3i MO3 YkpaiHn Ne 1452 Big 15.07.2021 B peuenma
3i cMaKoM nicoBmx p Xenckep npoueci nepepeectpadii. Pegakuis B Hakasi: 3a peuentom.
arig; 1 naket 3 A 3anponoHoBaHa pefakuis: 6e3 peuenTa.
nopotukom; 10
nakeTiB 3 NOPOLUKOM
Y KaPTOHHI KOpoobUi
218.| TECAIIH TabneTkn, BKpUTI Amakca Benuka BUPOBHMLTBO 3a LLsenuapi BHECEHHS 3MiH O peECTpaLiHMX MaTepianiB: yTOYHEeHHs1 yMOB be3 UA/17262/01/01
NniBkOBOIO nTa BpuTaHis NMOBHUM LIMKMOM: a BianycKky B Haka3i MO3 YkpaiHn Ne 1680 Big 06.08.2021 B peuenma
obornoHkoto, no 10 Makc Liennep 3b0He npoueci BHeCeHHs 3MiH (3MiHa 3asiBHMKa (BnacHuKa
TabneTok y 6nictepi; AT, Weewuapis; peecTpauinHoro noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015
no 2 abo 6 Gnictepis nepBUHHE Ne 460). 3MiHM BHECEHI B iHCTPYKLtO AN MEAUYHOIO 3aCTOCYBaHHS
Y KapTOHHI kopobui nakyBaHHA J13 y p. "3asBHuK", "MicLe3HaxoaXeHHs 3asiBHMKA" 3 BigNOBIAHMMM
(dbacyBaHHs), 3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK. BBeAeHHs1 3MiH NpoTaroMm
BTOPUHHE 6-Tv MicsaLiB nicnsa 3aTBepAXeHHs1). Pepakuis B Hakasi: 3a peLenToMm.
nakyBaHHs1, 3anponoHoBaHa peaakuis: 6e3 peuenTa.
MapKyBaHHS:
Coro ®nopgic
IHTEepHeLHN
CsitaepneHp CA,
LLisenuapis;
KOHTPOMb SKOCTI:
INa6op LlonniHrep
AT, lWsenuapis;
KOHTPOJSIb SIKOCTi:
IHTepnabop Benn
ATl, LUsenuapis
219.| TIKONIH® TabneTkun, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3MiHn 3a UA/17695/02/01
NniBKOBOI "MIKPOXI "MIKPOXIM" BHECEHO B TEKCT MapKyBaHHS! yNakoBKW fikapcbkoro 3acoby. TepmiH | peuernmom
obornoHkoto, no 500 M" BBeOEHHS 3MiH - NPOTArom 6 MicsiLiB nicnsi 3aTBepoXKEHHS
Mr, o 7 TabneTok y
6nicTepi, no 4
Gnictepu y navui 3
KapToHY
220.| TOBPUHEKC | kpanni o4Hi, Hekctpap | Pecnybnik PADAPM CA peuisi BHECEHHS 3MiH 10 peecTpaLiiHnX MaTepianis: TEXHIYHa NOMWIKa 3a UA/17537/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
T KOMBI cycneHsis, no 5 mn M Fm6X, a AscTpis (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),BunpasneHo TexHiYHy | peyenmom
cycneHsii y donakoHi- | Pecny6nik MOMWIKY B iHCTPYKLIT A4NS MEANYHOro 3aCTOCYBaHHS MNiKapCbKOro
KpanenbHuui, no 1 a ABCTpis 3acoby B po3gini "3acTtocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
bnakoHy- rpyaal” (rpamatnyHa nomunka). 3asHaveHe BUnNpaBneHHs
KpanenbHuui y Bi4noBigae martepianam peecTpauinHoro 4oche
KapTOHHiI kopooLi
221.| TOBPOCONT | kpanni o4Hi, BapLasch Monbwa BapLuascbkuin Monbwa BHECEHHS 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | TURy - 3MiHK y 3a UA/14326/01/01
®-AEKC cycneHsis (3,0 Kum apmaLeBTUYHNI MeTofdax BUNpobyBaHHS ineHTUdIKaLii Aito4oi peyoBUHY - peuenmom
mr/1,0 mr) B 1 Mn; no | dapmaues 3aBog Monbta AT JekcameTasoHy 3 MeToauku komnaHii MB/2/39901/10 (TLUX) Ha
5 mMn y drakoHi- TUYHUIA meTtoanky MB/1/165002/19 BEPX-Y®) 3 BignosigHumu amiHamu y
KpanenbHuuj; no 1 3aBoa cneundikauii 3 SR/17408/18 Ha SR/17410/19. BBeaeHHs 3miH
dnakoHy- Monbda NPOTAroM 6-T MicAUIB NiCNSA 3aTBEPMKEHHS; 3MiHU | TURY - 3MiHK Y
KpanenbHuULi B AT MeToAax BMNpobyBaHHS ideHTudikauji i aHanisy poAVHHWX AOMILLIOK
KapTOHHiIN kopobui ANs Qilo40i pevyoBUHN - TOBpaMiLMHy 3 METOANKN KOMNaHii
MB/2/136701/16 Ha meToamky MB/1/156301/18 3 BignosigHUMun
3MiHamu y cneuudikadii 3 SR/17408/18 Ha SR/17410/19. BBeaeHHs
3MiH MPOTAroM 6-TW MicALiB NicNsA 3aTBEPAKEHHS; 3MiHM | Tuny -
3MiHu meTogy BEPX gnsa ananisy gito4yoi peqoBuHY - AekcaMmeTasoHy
3 metoamkm MB/2/40001/10 Ha meToguky MB/1/165002/19 3
BigNoBigHMMM 3mMiHamu y cneumdikauii SR/17408/18 Ha
SR/17410/19. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi
3aTBEpPAKEHHS!
222.| TPAKTOLMUN PO34MH Anst iH'ekuin, deppiHr HimeuumH ®eppiHr MmbX, HimeuumH BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MmiHu | Tuny - 3miHa 3a UA/8850/02/01
7,5 mr/mn no 0,9 mn m6X a HimevuunHa al Yecbka Ha3BM KOHTpaKTHOI nabopaTopii €BpogiH3 Papma A/C (Eurofins peuenmom
y donakoHi; no 1 (BipnoBiganbHun 3a Pecny6bnik Pharma A/S), ska 3AiiCHIOE KOHTPOIb MIKPOBIONOriYHOI YMCTOTH
dnakoHy B BUPOGHMLTBO, a Aitoyoi pevoBuHU atocubaH Ha €BpodiH3 Biodhapma Mpoaakt
KapTOHHiI kopobui nepBuHHe TecTiHr Oania A/C (Eurofins Biopharma Product Testing Denmark
nakyBaHHS, A/S) , 6e3 3MiHM MicLa BUPOOHULITBA; 3anponoHOBaHO: EBPOdiH3
KOHTPOIb SIKOCTi Ta Biochapma MpogakT TecTiHr Oania A/C (Eurofins Biopharma Product
BUMNYCK cepii Testing Denmark A/S); 3MiHu | TUNY - BHECEHHs 3MiH go p.3.2.5.2.1

roTOBOro NPOAYKTY);
DdeppiHr-lNeunsa,
a.c., Yecbka
Pecnybnika
(BignoBiganbHW 3a
BTOPVHHE
naKyBaHHs)

BupobHukuM, a came-3amiHa AinbHULI, A€ YaCTKOBO NPOBOAUTLCH
KOHTporb sikocTi A®I, a came nabopartopii, BinnosigansHoi 3a
NpoBeAeHHA Mac-cnekTpoMeTpil Ans igeHTudikauii Aito4oi pe4oBuHU
atocubaH Ta npomixHUx npoaykTie, 3 CI'C M-CkaH Jita,
Benukobputania (SGS M-Scan Ltd, UK) Ha Monilentug,
TNabopaTopiec (LUseuis) AB, Lseuisi (PolyPeptide Laboratories
(Sweden) AB, Sweden); 3MiHu | TUNY - BHECEHHSA HE3HAYHUX 3MiH Y
BMNpobyBaHHi Ha ineHTUdiIKaLito METOAOM Mac-CneKTpoMeTpil
€Bp.P. 2.2.43, a came - 3miHa cnocoby ioHizauii 3 Matrix Assisted
Laser Desorption lonisation MS (MALDI-MS) with a time-of-flight
analyzer Ha MS Electrospray for ionization with a quadrupole
analyzer, y 3B'A3Ky 3 NepeHeceHHsIM MicLis NPOBEAEHHS Mac-
cnekTpomeTpii 3 nabopatopii CIF'C M-CkaH J1Ta, BenukobputaHis
(SGS M-Scan Ltd, UK) go BupobHuka APl Monilentug
JNa6opaTopiec (Lseuin) AB, Lseuisi (PolyPeptide Laboratories
(Sweden) AB, Sweden), ockinbkn nabopaTopii BUKOPUCTOBYIOTb Pi3Hi
npunagu ans mac-criektpomeTpii (06uaea onucaxi y €sp.®. 2.2.43).
Kpim Toro, aHanitniyHa metoamka PQC-110 (laeHTudikauisi metogom
mac-cnektpomeTpii MALDI), aky BukopuctoByBanu B nabopaTtopii
SGS M-Scan Ltd, 6yae BuaaneHa i3 4OCbE; BHECEHHS peaaKLinHnX
3MiH y po3ain 3.2.S.2.4 KoHTpornb KpUTUYHMX cTagiit i npomixxHOT
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npoaykuii: cnosa “Limits” (mexi) Ta “Method” (meToa) 3amiHeHi Ha
“Acceptance criteria” (kputepii npuiHATHOCTI) Ta “Analytical
procedure” (aHaniTnyHa meTtoauka). “Boc(8-9)NH2” amiHeHo Ha
“Boc(8-9)NH2 aTtocnbaH ” Ha cTopiHui 4; BUNpaBneHa oneyaTka Ha
cTopiHLi 6 (y crnosi «Compound» Byna nponyLeHa nitepa «o»);
MOSICHEHHS | BUNPaBMNEHHS: BHECEHE MOSACHEHHS, L0 BUMIPIOOTb i
noBiAOMNSAIOTb BiAHOLIEHHS MacK Ao 3apsaay (m/z) MonekynsapHux
ioHiB [M+H]+ npomikHMX NpoaykTiB. BunyyeHHs getansHoi
iHcpopmalii Wwopo posmipy curHanis. Kputepii npuAHATHOCTI
3anuwmnuce 6e3 3miH
223.| TPUHOMIA® Kancynu Teepgi no Ddeppep Icnanis Peppep Icnanis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHn 3a UA/15410/01/01
100 mr/20 mr/2,5 wr; IHTepHaui IHTepHauioHanb, woao 6e3nekn/edekTUBHOCTI Ta dhapMakoHarnsigy - BHECEHHS! 3MiHW | peuernmom
no 7 kancyny OHarb, C.A. Ao po3sginy «MapkysaHHs» MKA J13:
6nictepi; no 4 C.A. 3anponoHoBaHo: MAPKVPOBKA CooTBeTcTBYET YTBEPXKAEHHOMY
6nictepu B TEKCTY MapK/pOBKM
KapTOHHiIN kopobui
224.| TPUHOMIA® Kancynu Teepai no Ddeppep Icnanis Peppep Icnanis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/15408/01/01
100 mr/20 mr/10 wr; IHTepHaui IHTepHauioHanb, oo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay - BHECEHHS! 3MiHW | peuernmom
no 7 kancyny OHarb, C.A. o po3sginy «MapkyBaHHsi» MKA J13:
6nictepi; no 4 C.A. 3anponoHoBaHo: MAPKNPOBKA. CooTBeTCTBYET YTBEPXOAEHHOMY
6nictepu B TEKCTY MapK/pOBKM
KapTOHHiIN kopooLi
225.| TPUTTIKO TabneTkn AsieHne ITanis AsieHge Kimvike ITanis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/9939/01/01
NPOSIOHroBaHoI Aji Kimike PiyHiTe Arxenini wono 6esnekun/edhekTnBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
no 75 mr: no 10 PiyHiTe ®paHyecko 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
TabneTok y 6nictepi; AHXeniHi AKP.A®.CnA. (BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy hapMakoHarnsay,
no 3 6nictepu B DdpaHyeck 3MiHa yNOBHOBaXeHOT 0CO0U, BiANOBIAANbHOI 3a 3AINCHEHHS
KapTOHHIN nayui; no o hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
15 Tabnetok y AK.P.A®. AN 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
6nictepi; no 2 C.n.A. BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIganbHOI 3a 34iMCHEHHS
Gnictepu B dapmakoHarnsay (BKIoYarUm KOHTaKTHI AaHi) Ta/abo 3miHu y
KapTOHHIN nayui po3MilLieHHi macTep-aina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0COOM YyNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBiganbHoi
3a (papmakoHarnsg B YkpaiHi. [ponoHoBaHa pegakuis: Mopinuk
ApTeMm Bonoammmnposuy. 3MiHa KOHTaAKTHUX AaHUX KOHTaKTHOI ocobu
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
dapmakoHarnag B YkpaiHi
226. TPUTTIKO TabneTku Asienne ITania AsieHge Kimvike ITanis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu | TUny - 3miHK 3a UA/9939/01/02
NPOSIOHroBaHoI Aji Kimike PiyHiTe Arxenini wono 6esnekun/edhekTnBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
no 150 mr; no 10 PiyHite ®paHyecko 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
TabneTok y 6nictepi; AHXeniHi AKP.A®.CnA. (BBEOEHHS y3aranbHeHWX AaHWUX Npo cucTemMy dhapmMakoHarnsay,
no 2 6nictepu B DdpaHyeck 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 3AiINCHEHHS
KapTOHHIN nayui o hapmakoHarnsiay; KOHTakTHOI ocobu 3 hapmakoHarnsigy 3asiBHUKa
AK.P.A®. ONs 30incHeHHs dhapmakoHarnsay B YKpaiHi, SKWOo BOHa BigMiHHa
C.n.A. BiJ, YNOBHOBaXXeHOT 0CO0W, BiANOBIiganbHOI 3a 34iMCHEHHS

apmakoHarnsay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-haina cuctemm papMmakoHarnsgy) - 3amiHa
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KOHTaKTHOI 0CcOBM yNoBHOBaXeHOI 0CObM 3asiBHUKA, BignoBiganbHOT
3a papmakoHarnsa B Ykpaini. [ponoHosaHa pepakuis: Mopinuk
ApTtem Bonogummposmny. 3MiHa KOHTAKTHUX AaHWX KOHTAKTHOI 0cobu
yNnoBHOBa)eHOi 0cobW 3asiBHKKA, BiANOBiAanbHOI 3a
dapmakoHarnsg B YKpaiHi
227 TPUTTIKO XR | Tabnetku, BKpUTI AsieHge ITanis Asienge Kivike ITanisa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHn 3a UA/15577/01/01
NniBKOBOIO Kimike PiyHiTe ArxeniHi oo Gesnekn/edhekTUBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peyenmom
060110HKOI0, PiyHiTe ®paHyecko 3MiHW [0 y3aranbHeHUX AaHnX Npo cuctemy papmakoHarnsagy
NPOSIOHroBaHoI Aji AHXeniHi AKP.A®. C.nA. (BBEeOEHHS y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsgy,
no 150 mrno 10 ®dpaHyeck 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanNbHOI 3a 3AiINCHEHHS
Tabnetok y bnicrepi; o- dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asBHVKa
no 1 abo no 2, ao AKP.A.O®. ONs 30incCHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
no 3 6nictepu B -C.nA. BiJ, YNOBHOBaXXeHOI 0cO0U, BiANOBIiganbHOI 3a 3AiNCHEHHS
KapTOHHIN ynakoBLi; dapmakoHarnsaay (BKOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
no 7 TabneTtok y po3MilLieHHi macTep-aina cuctemm papmakoHarnsay) - amiHa
6nicTepi; o 2 abo KOHTaKTHOI 0cobun ynoBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBiAANbHOT
no 4 6nictepn y 3a (papmakoHarnsa B Ykpaini. NponoHoBaHa pepakuisi: Mopinvk
KapTOHHIN ynakoBLi ApTtem Bonogummnposund. 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0cobu
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
dapmakoHarnsa B YkpaiHi
228.| TPUTTIKO XR | Tabnetku, BKpUTI AsieHge ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3miHK 3a UA/15577/01/02
NniBKOBOIO Kimike PiyHiTe Arxenini wono 6esnekun/edhekTnBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
060110HKOI0, PiyHiTe ®paHyecko 3MiHW [0 y3aranbHeHUX AaHnX Npo cucteMy papmakoHarnagy
NPOSIOHroBaHoI Aji AHXeniHi AKP.A®.CnA. (BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy dbapMakoHarnsay,
no 300 mr mo 10 dpaHueck 3MiHa yNoBHOBaXeHOI 0cobu, BiANOBIAanbLHOI 3a 3AiMCHEHHS
TabneTok y 6nictepi; o- hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
no 1 abo no 2, ao AK.P.A®. ONs 30iNncHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
no 3 6nictepu B -C.nA. BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIganbHOI 3a 34iMCHEHHS
KapTOHHIN ynakoBLi; dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
no 7 TabneTtok y po3MilLieHHi MacTep-aina cuctemm papmakoHarnsay) - amiHa
6nicTepi; o 2 abo KOHTaKTHOI 0cobM ynoBHOBaXeHOi 0cobu 3asiBHMKa, BigNoBiAanbHOT
no 4 6nictepu y 3a (papmakoHarnsg B YkpaiHi. [MponoHoBaHa pegakuis: Mopinuk
KapTOHHIN ynakoBLi ApTem Bonogmmmnposuy. 3mMiHa KOHTAKTHUX AAaHUX KOHTaKTHOT ocobu
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa B YkpaiHi
229.| YNCAPUH TabneTku Wwunydi no YIMCA PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3MiHu | TUny - 3miHK 6e3 UA/2308/01/01
YNCA 500 MI" | 500 wmr, no 4 CAC wono 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo peuenma

TabrneTkn B CTpUnNi;
no 4 ctpunu B
KapTOHHiIl kopobuyi

3MiHW 0 y3aranbHeHWX AaHWX Npo cucTemy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHWX Npo cucTemMy dhapmMakoHarnsay,
3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3a 3AiNCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
ONs 30incHeHHs dhapmakoHarnsay B YKpaiHi, SKWo BOHa BiAMiHHa
BiJ, YNOBHOBaXXeHOT 0CO0M, BiANOBIganbHOI 3a 34iCHEHHS
apmakoHarnsay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0COOM YyNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigansHoi
3a (papmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis: [aHinosa
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INapuca BonogmmupieHa. 3MiHa KOHTaKTHUX A@HWUX KOHTaKTHOT 0co6u
yNoBHOBa)eHOi 0CobU 3asiBHKKA, BiAMNoBiAanbHoi 3a
dapmakoHarnag B YkpaiHi
230.| YNICAPUH TabneTku Wunyyi; no YICA PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHu | TUny - 3MiHK bes UA/7598/01/01
YMNCA3 10 TabneTtok y Ty6i; CAC oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenma
BITAMIHOM no 1 abo 2 Ty6u y 3MiHW [0 y3aranbHeHnX JaHuX npo cuctemy dapmakoHarnsgy
Cc KapTOHHiN kopobui (BBEAEHHS y3aranbHEeHWX AaHWX Npo cucTemy hapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a 3A4iMCHEHHS
hapmakoHarnsigy; KOHTakTHOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
ONs 30icHeHHs dhapmakoHarnsay B YKpaiHi, SKLWOo BOHa BiAMiHHA
Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-hanna cuctemn papmakoHarnagy) - amiHa
KOHTaKTHOI 0COOM YyNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignosigansHoi
3a (papmakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis: JaHinosa
Jlapuca BonogumupiBHa. 3MiHa KOHTAKTHUX JAaHWUX KOHTaKTHOT 0cobu
YNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
chapmakoHarnsag B Ykpaini
231, YPOXONYM® | kancynu no 50 mrno | TOB "OKI YkpaiHa TOB "OKnN YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3MiHu 3 bes3 UA/18562/01/01
10 kancyn y "dapmaune "®apmaueBTUYHa sIKoCTi. [0TOBMI Nikapcbkuii 3acit. KoHTponb rotoBoro nikapcbkoro peuenma
6nictepi, no 2 abo BTMYHA cabpuka" 3acoby. 3miHa y MeTogax BUNpoGyBaHHS roTOBOro MikapCbKoro
no 4, abo no 6, abo abpuka" 3acoby (iHwWi 3MiHK y MmeToAax BUNpobyBaHb (BKMOYa4M 3amiHy

no 9 Gnictepie B
Kopobui

abo [oMoBHEHHS)); cynyTHA 3miHa: 3MiHu 3 sakocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpis cneuudikauin Ta/abo AONyCTUMMNX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLi 3MiHK) - 3MiHa OnMCy AONYCTUMUX MEX Y
cneumdikauii Ta 3mMiHM y MeTofax BunpobyBaHb 40 TecTy
"lpeHTudpikauis.®nasoxoign"(AdPY,2.2.27), a came 3MiHU
npo6oniaroToBKM PO34MHIB Ta BUAANEHo CTaHAaPTHUIA 3pa3ok
(I30KBEPUMTPUH), HABMPOTM AKOTO HE MPOSIBMAOTLCA 30HW Ha
BMNPOOOBYBaHOMY PO34WHi, BuaaneHo 3 igeHtudikauii ranosy
KUCROTY, OCKifNlbKM BOHA HE € MapKepPHOK PEYOBUHOIO i MO Hill He
BiAOyBaeTbCA CTaHAAPTM3AaLis XXOAHOI NiKapCbKOi CUPOBUHM, LLO
BXOAMWTb A0 cknagy J13 «Ypoxonymy»; 3aMmiHu | TUny - 3mMiHM 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. KoHTporb roToBOro nikapcbkoro 3acoby.
3MiHa y MeToAax BMNpoGyBaHHS rOTOBOrO fikapcbKoro 3acoby (iHLwi
3MiHM Y MeTofdax BunpobyBaHb (Bkoyao4mn 3amiHy abo
[OMOBHEHHS)); CynyTHS 3MiHa: 3MiHU 3 SKOCTi. FOTOBWIA NiKapCbKui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
creumdikauin Ta/abo 4OMYCTUMUX MEX roTOBOIO MiKapcbKoro 3acoby
- 3MiHa onucy AoMYCTUMUX MexX creuudikauii Ta 3MiHM y meToaax
BUNpobyBaHb Ao TecTy "laeHTudikauis EdipHi onii" (QPY,2.2.27)-
3MEHLLEHHS HaBaXXKN CTaHOAPTHOrO 3pasKy Ansi MPUroTyBaHHA
PO34MHY NOPIBHSAHHSA, @ AN NPUroTyBaHHS BUMPOOYBaHOrO pO34YnHy
BUKOPUCTOBYBATU EKCTPAKT, OTPUMAHMUI MNif Yac KinbKiCHOro
BU3HAYEHHS edipHMX OMii | HE MPOBOANTUN EKCTPaKLito OKPEMO;
3MiHu | TNy - 3miHM 3 siKocTi. [oTOBMI Nikapcbkuii 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHS
roTOBOrO flikapcbKoro 3acoby (iHLWi 3MiHM y MeToax BunpobysaHb
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(BKMtOYatoUM 3aMiHy abo JONOBHEHHS)); CYNYTHS 3MiHa: 3MiHU 3
skocTi. FoToBMIA Nikapcbkuid 3aci6. KOHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo ONyCTUMMNX MEX
roTOBOrO MiKapCbKOro 3acoby - 3MiHu hopMynoBaHHA HOPMYBaHHS Y
cneuumdikauii Ta 3mMiHM y MeTopax BunpobysaHb Ao Tecty "KinbkicHe
BM3Ha4veHHs. PraBoHoign" (MeTtog abcopbuiiHoi
cnekTpodgoTomeTpii B Y i Buammin obnacrti, (ADY 2.2.25)) sk
pedepeHTHa cnonyka BMbpaHuii pyTuH, a cTaHaapTM3aLis
NPOBOAMTLCH 3@ ONTUYHUM MOTTIMHAHHAM KOMMIEKCY 3 antoMiHito
XnopuaoMm, BU3Ha4aeTbCsl Cyma (hriaBoHOIAiB Y NnepepaxyHKy Ha
PYTUH
232.| ®APMACYII PO34MH Anst iH'ekuin, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3mMiHN B 3a UA/2318/01/01
H®H 100 MO/mn no 3 mn "®apmak” TEpMiH NpuAAaTHOCTI aKTMBHOI CybCTaHuji: iHdopmaLisa woao peuenmom
y KapTpuaxi; no 5 NOBTOPHOro BUNpobyBaHHs hapmaueBTNYHOI cybcTaHLUii nepes
KapTpuoxis y 3acTocyBaHHAM Yepes 24 micaui Buaansetbes. IHdopmalisa wono
6nicTepi; mo 1 TEepMiHy NPMAATHOCTI 3anUWAaETbCA HE3MiHHO — 60 MicAUIB; 3MiHW |
6nictepy B nauyui 3 TMNy - 3MiHa "HeobXigHOT KinbKOCT" Ha "BU3HaYeHU giana3on"
KapTOHY; BiAHOCHO [O4aBaHHA CUPOBUHK B nNpoLueci hepmeHTauii; 3miHm |
no 5 mn abo no 10 TUMY - 3aNPOMOHOBAHO NEPErNAA XapakTepPUCTUKN CEYOBUHMU, SKa
MmNy donakoHi; no 1 BVKOPVCTOBYETLCH B MPOLIECi BUPOOHNLTBA, 3@ paxyHOK BUAANEHHS
hnakoHy B nauui 3 BMNPoOYyBaHHS Ha BU3HAYEHHSI TeMMepaTypu NNaBneHHs; 3amiHu |
KapTOHY TMNY - NIBULLEHHS MeXi HaBaHTaXXEHHS KOJOHKM Ans eTany
obepHeHoi hasun, sika NepeBULLLYE YNHHY MEXY B 3 pasu
233.| ®APMACYII cycneHsist ansi AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3mMiHN B 3a UA/2319/01/01
H® H 30/70 iH'ekuin, 100 MO/mn "®apmak” TEPMiH NpUAATHOCTI aKTMBHOI cybCTaHu;i: iHdopmaLisa woao peuenmom
no3 mns NOBTOPHOro BUNpobyBaHHst hapmaLeBTUYHOI cybcTaHLii nepeq,
KapTpuoxi; no 5 3acTocyBaHHAM Yepes 24 micsaui Buaansetbes. IHpopmauia woao
KapTpuaXiB y TEepMiHy NPMAATHOCTI 3anNUaETbCA HE3MiHHO — 60 MicAUIB; 3MiHW |
6nicTepi; no 1 TMNYy - 3MiHa "HeobXxiaHOI KinbkocTi" Ha "BU3HaYeHUii giana3oH"
6nictepy B nayui 3 BiAHOCHO JOAaBaHHS CUPOBWMHU B npoLeci hepMeHTaLii; 3miHu |
KapTOHY; TUMY - 3aNPOMNOHOBAHO NEPErnsAz XapakTepPUCTUKN CEHOBUHU, SKa
no 5 mn a6o no 10 BUKOPWCTOBYETLCS B NMpoLEeci BUPOOHNULTBA, 3a paxyHOK BUAANEHHS
My dnakoHi; no 1 BUNPoOYyBaHHS Ha BU3HAYEHHSI TeMnepaTypu NNaBneHHs; 3miHu |
dnakoHy B nayi 3 TMNY - NIOBULLEHHS] MEXi HaBaHTaXKEHHS KOMNOHKM AN eTany
KapTOHY obepHeHoi hasun, sika NepeBULLLYE YMHHY MEXY B 3 pasu
234, ®APMACYNI cycneHsisi ansi AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3mMiHN B 3a UA/2320/01/01
H® H NP iH'ekuin, 100 MO/mn "®apmak” TepMiH NpUAATHOCTI akTUBHOI cybcTaHLii: iHdopmaLis woao peuernmom
no3 mnse NOBTOPHOro BUNpobyBaHHst hapmaLeBTUYHOI cybcTaHLii nepen,
KapTpuoxi; no 5 3acTocyBaHHsAM Yepes 24 micsaui Buaansetbes. IHdopmalis wono
KapTpuoXxiB y TEepMiHy NPUAATHOCTI 3anULIAETbCA HE3MIHHOK — 60 MicAUIB; 3MiHu |
6nicTepi; no 1 TUMY - 3aNPONOHOBAHO NEPErNSA XapakTEPUCTUKN CEYOBUHU, siKa
6nictepy B nayui 3 BUKOPUCTOBYETLCS B MpoLeci BUPOOHULTBA, 3a paxyHOK BUAANEHHS
KapTOHYy; BMNPOOYBaHHSA Ha BU3HAYEHHS TemnepaTypu NnaBneHHs; 3miHu |
no 5 mn ato no 10 UMYy - 3MiHa "HeobXxiaHOT KinbkocT" Ha "BU3HaYeHuW giana3oH"
My donakoHi; no 1 BiAHOCHO JOAaBaHHS CUPOBWMHU B npoLeci dhepmeHTalii; 3miHu |
hnakoHy B navui 3 TUNY - NIBULLEHHSI MEXi HaBaHTaXXEeHHS KOMNOHKM Ans eTany
KapTOHY obepHeHoT hasu, sika NEPEBULLYE YMHHY MeXY B 3 pasu
235.| ®Enoauvn TabneTku 3 TOB YkpaiHa Knoke ®apma- HimeuunH | BHeceHHsi 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3miHu 3 3a UA/4378/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mMoaundikoBaHNM "Tea Cepsic 'mM6X, al Yecbka skocTi. FoTOBMIA Nikapcbkuid 3acib. KoHTponb AONOMIDKHUX PEYOBUH. | peuenmom
BMBINIbHEHHSAM MO Ykpaina" Himeuunna Pecnybnik 3miHa napameTpie cneumdikaui Ta/abo 4oNyCTUMUX MeEX Ans
2,5mrno 10 (BUpOBHMLTBO a [OOMOMDKHOT peqoBMHU (BUMYYeHHS 3i cneumdikaLii He3HauyHoro
TabneTok y 6nicTepi; HeposdacoBaHoi nokasHuka (Hanpuknag 3acTtapinoro NokasHuka)) - BUNy4YeHHs
no 3 abo no 10 npoaykuii); Mepkne nokasHuka cneuudikauii «Po3nogineHHs 3a po3mipom 4acTok» Ans
GnicTtepiB y kopobui 'M6X, HimeyunHa OonoMixHoi pevoBuHu lNinpomenosa (S4po TabneTku)
(mo3Bin Ha Bunyck
cepii); Mepkne
'm6X, HimeuunHa
(nepsBuHHa Ta
BTOPWHHA ynaKkoBka,
KOHTpOnb cepii);
TeBa Yex IHaacTpi3
C.p.o., Yecbka
Pecnybnika
(koHTpoOnb cepii Ta
[03BIN Ha BUMYCK
cepii)
236.| ®ENOAMN TabneTku 3 TOB Ykpaina Knoke ®apwma- HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3aMiHu | Tuny - 3mMiHn 3 3a UA/4378/01/02
MoaundikoBaHUM "TeBa Cepsic 'mbX, al Yecbka sIKOCTi. [0TOBMI Nikapcbknii 3acib. KOHTponb JOMOMIKHUX PEYOBUH. | peyenmom
BUBINIbHEHHAM Mo 5 YkpaiHa" Himeuyunna Pecny6bnik 3MiHa napameTpiB cneumdikaui Ta/abo AonycTUMUX MeX Anst
mr no 10 Tabnetok y (B1poBHMLTBO a AOMOMDKHOT pEYOBUHM (BUMYYEHHS 3i cneumdikaLlii He3Ha4YHOro
6nictepi; no 3 abo HeposdacoBaHoi nokasHuka (Hanpuknag 3acTapinoro NokasHuka)) - BUny4YeHHs
no 10 6nicTepiB y npoaykuii); Mepkne nokasHuka cneumdikauii «PosnogineHHsa 3a po3mipom 4acToky» Ans
Kopooui 'm6X, HimevunHa AonoMixXHOI pevoBuHM lNinpomenosa (3apo TabneTku)
(mo3Bin Ha Bunyck
cepii); Mepkne
'M6X, HimeyunHa
(nepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTpOnb cepii);
TeBa Yex IHaacTpi3
C.p.o., Yecbka
Pecnybnika
(koHTpoOnb cepii Ta
[03BiN Ha BUNYCK
cepii)
237.| PEMAPA® TabneTkn, BKpUTI Hosaprtic LLisenuapi HoapTic ®apma LLisenuapi BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu |l Tuny - 3a UA/2721/01/01
NniBkOBOIO dapma Al A WrenH Al a 3as8BHVKOM HaJaHO OHOBIIEHWUI MfaH YNpaBniHHS pu3ukamu Bepcia | peuenmom

obonoHkoto, no 2,5
mr no 10 TabneTok y
6nicTepi; no 3
onictepn y
KapTOHHiIl kopobuyi

6.0 3miHM BHeceHo Ao 4acTuH: | «3aranbHa iHdopmadisy, |1
«Cneumdikauis 3 6e3nekny, Il «MnaH 3 papmakoHarnagy», IV
«MnaHu Wwopo nicnsapeecTpauinHux A4ocniaxeHb edpeKTUBHOCTI», V
«3axoam 3 MiHimMi3auii puaukiBy», VI «Pestome nnaHy ynpaBniHHS
pusukammny, VIl «dopatkm» y 38’a3Kky 3 pekomengauisvm PRAC B
pe3ynbTarTi ouiHkn PSUR, a came: BuaaneHHs BaxnuBux
iAeHTUMIKOBaHMX PU3VKIB, BaXXITMBUX NMOTEHLIHNX PU3MKIB, @ TaKoX
BUAAnNeHHs BiACyTHbOI iHpopmalii. CTpykTypy NYPa 6yno
OHOBMEHO BiAMNOBiAHO A0 pekoMeHaaui Guideline on good
pharmacovigilance practices (GVP) Module V — Risk management
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

systems (Rev 2)

238.

®EPBEKC
anAa aiTen

MOPOLLIOK ANs
oparnbHOro Po3ynHy
8 calle y KapTOHHIN
Kopobui

YMCA
CAC

PpaHuis

YINCA CAC

PdpaHuis

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW | TUNY - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy hapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a 3A4iMCHEHHS
chapmakoHarnsay; KOHTaKkTHOT ocobu 3 hapmakoHarnsay 3asiBHUKa
Ans 34iMCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bi] ynoBHOBaXeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-anna cuctemn papmakoHarnagy) - amiHa
KOHTaKTHOI 0cOobM yNnoBHOBaXeHOI 0cobu 3asiBHMKa, BignoBigansHOI
3a chapmakoHarnsg B YkpaiHi. [lponoHoBaHa pepakuisa: [aHinosa
Jlapuca BonogumupiBHa. 3MiHa KOHTAKTHUX OAaHWUX KOHTaKTHOT 0cobu
yNnoBHOBaxeHoI 0cobu 3asiBHMKa, BigNoBigansHoi 3a
dapmakoHarnsa B YkpaiHi

be3
peuenma

UA/7600/01/01

239.

®EPBEKC
ans
J[OPOCIINX

MOPOLLIOK ANs
OparnbHOro Po3ymHy;
8 calue y kKapTOHHIN
Kopobui

YMCA
CAC

dpaHuis

YICA CAC

dpaHuis

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW | TUNY - 3MiHK
wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX AaHnxX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHWX Npo cucTemy dhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoI 3a 34iNCHEHHS
hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsaay 3asBHUKa
AN 30iNCHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKM4YaryM KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-aina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHOI 0CcObM yNoBHOBaXeHOi 0CObK 3asiBHMKA, BignoBigansHoOi
3a chapmakoHarnsg B YkpaiHi. [ponoHoBaHa pepakuisa: [aHinosa
Ilapuca BonogumupiBHa. 3MiHa KOHTaKTHUX JA@HUX KOHTaKTHOT ocobu
yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
dapmakoHarnsa B YkpaiHi

6e3
peuenma

UA/7741/01/01

UA/3128/01/01

240.

®EPBEKC
ansa
J[IOPOCIINX
3
MAIVHOBU
M CMAKOM

NOPOLLOK Anst
oparnbHOro po3ymHy,
8 calue y kKapTOHHiIN
kopooui

YMCA
CAC

dpaHuis

YMCA CAC

DpaHuis

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHW | TUNY - 3MiHK
wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM 0O y3aranbHEHUX AaHUX Npo cuctemy chapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy dbapMakoHarnsay,
3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiAanbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ONs 30incHeHHs dhapmakoHarnsay B YKpaiHi, SKLWO BOHA BigMiHHA
Bil ynoBHOBaeHOi 0cobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - aMmiHa
KOHTaKTHOI 0CcObM yNoBHOBaXeHOI 0cobY 3asiBHMKa, BigNoBiganbHOT
3a chapmakoHarnsg B YkpaiHi. [ponoHoBaHa pepakuisa: [aHinoea
Jlapvca BonogumupiBHa. 3MiHa KOHTaKTHUX OA@HUX KOHTaKTHOT 0cobu

be3
peuenma

YNOBHOBaXeHOI 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnsg B YKpaiHi
241, ®NOTTO Kpanni ByLUHi no 15 HenbTa LLseviLapi K.O. Pomdapm PymyHis BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHn bes UA/15844/01/01
MIT PO3YUHY Y Megiken a Komnani C.P.J1. oo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo peuenma
nakoHi- Mpomoyu 3MiHW 40 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarmsay
KpanenbHuui; no 1 H3 Al (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy hapmakoHarnsgy,
hbnakoHy- 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a 3A4iMCHEHHS
KpanenbHUuUi y chapmakoHarnsay; KOHTaKkTHOT 0cobu 3 hapmakoHarnsay 3asiBHUKa
KapTOHHiI kopooLi Ans 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SKLLo BOHa BigMiHHa
Bi] ynoBHOBaXeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
ynoBHOBaxeHoI ocobu 3asiBHMKa, BignoBigansHoi 3a
cbapmakoHarnsg,.
MponoHoBaHna pepakuisa: Aawninosa lNlapuca BonogumupisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOi 0CObW 3asiBHKKA, BignosigansHoi
3a (hapmakoHarnsg
242, enyimyuun PO34MH Anst iH'ekuin, "3AMBOH ITanis 3amboH C.IM.A. ITanis BHECEHHS 3MiH IO peecTpaLiiHMx MmaTepianis: 3MiHu |l Tuny - 3a UA/8504/01/01
100 mr/mn, no 3 mn C.NnNA" npencTasneHi 3MiHM B iHdopMalLlii 3 6e3neku LWoao BHECEHHS 3MiH | peuenmom
B ammnyni; no 5 Ta AOMOBHEHb Y PO3AiNu iHCTPYKLiT ANA MEANYHOro 3acTOCyBaHHA
amnyny «OcobnuBocCTi 3acTocyBaHHSA», «3acToCyBaHHs y nepios BariTHOCTI
nnacTuKoBOMYy abo rogyBaHHSA rpyaalo» Ha niacTaBi KOPOTKOI XapakTepUCTUKK Ha
NiAAOHI B KAPTOHHIN npenapart, [JonoBHeHHS A0 ornaay KNiHIYHUX AaHUX MOXYTb OyTn
navuj peKkoMeHA0BaHi AN BHECEHHS B IHCTPYKLIO AN MeguyHoro
3acTocyBaHHS nikapcbKkoro 3acoby. 3MiHWM BHECEHO A0 iHCTPYKLiT Ans
MeAMNYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y nepios BariTHOCTI
abo rogyBaHHs rpyaa”
243, onyimyuun PO34UH ANS iH'eKUin, 3amboH ITanisa 3amboH C.M.A. ITanisa BHECEHHS 3MiH 0 peecTpauiiHiX MmaTepianis: 3MiHu | Tuny - 3a UA/8504/01/01
100 mr/mn, no 3 mn C.MNA. [OMNOBHEHHsI crneumdikaii J13 dnyimyumn, po3umH ans iH'ekuin peuenmom
B amnyni; no 5 HOBWM MOKa3HUKOM «O[IHOPIAHICTb [030BaHUX OONHULIbY 3
amnyny BiZNOBIOHNM METOAOM BUNPOOYBaHHSA
nnacTuKoBOMYy
nigaoHi B KAPTOHHIN
nayui
244, ®NIYKOHA30 | po3uuH ans iHdysin, TOB YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3miHn 3a UA/3041/01/01
n 2 mr/mn; no 50 mn "KOpisi- wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsigy. BHeceHHs abo | peuernmom
abono 100 mny dapm” 3MiHa(n) ao 3060B'A3aHb Ta YMOB BuAadi peecTpaLinHoro

nnswui; no 1
nnswyi y nayui 3
KapToHy; no 50 mm,
100 mn a6o 200 mn
y NnsilKax

NocBiAYeHHs, BKMoYatoumn NnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€) NogansLLoro
06r'pyHTYBaHHS HOBUMW AOAATKOBMM JaHUMMU, LLO MatoTb

HaJaBaTMCA KOMMETEHTHUM OPraHoM, OCKifNlbKM BUMaraeTbCs
CYTTEBA OLIiHKA KOMMETEHTHUM OPraHoM) - 3asiBHUKOM HaaaHo
OHOBIEHWI NNaH ynpaeniHHA puankamu Bepcia 2.0. 3MiHM BHeceHO
o vactuH | «3aranbHa iHcopmadisy, Il «Cneundikauisi 3 6e3nekmy,
Il «MnaH 3 papmakoHarnagy», V «3axoam 3 MiHimisaLii puaukisy, VI
«Pestome nnaHy ynpasniHHsa pusukamumy, VIl «dogatkv» y 38’a3ky 3
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OHOBIEHHSM iHchopmaLlii 3 6e3neku Aito4oi pevoBUHM
245, ®JIYKOHA30 | po3uuH ans iHdys3in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHn 3a UA/14390/01/01
n 0,2 % no 100 mn y aKuioHepH akuioHepHe BHECEHO A0 iHCTPYKLUii AN MEAMYHOrO 3aCTOCYBaHHS NMikapcbkoro | peyenmom
nnswuyi; no 1 e TOBapUCTBO 3acoby y po3ainu: "®apmakonorivHi BnactueocTi", "OcobnueocTi
NAAWYi y nayui TOBapucTB "IHcpy3ia” 3acTocyBaHHs", "3acTocyBaHHs y nepiod BariTHoOCTi abo rogyBaHHS
o rpyaato”, "MobivHi peakuii" BignoBigHO 40 OHOBMEHOI iHdopMaLii 3
"IHdysia" 6e3neku Aitlo4oi PevOBUHM; CYNYTHS 3MiHa - 3MiHW LLOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo
3MiHa(n) ao 3060B'A3aHb Ta YMOB BuAadi peecTpauinHoro
noceiAYeHHs, BKMtoYatoun MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHsi TEKCTY, SIKU MOTOMKEHNI 3 KOMMETEHTHUM OPraHoM)
- 3MiHM BHECeHo [0 YacTuHu | «3aranbHa iHdopmaLis.
ApminicTpaTuBHi gaHi», V «3axoam 3 MiHimisauii pusukisy, VI
«Pestome nnaHy ynpasniHHa pusukamny, VI «doaatkv» y 38’a3ky 3
OHOBJIEHHAM iHopMaLii 3 6e3nekun 4ito4oi peyoBUHU
246.| ®JIYOMI3UH TabneTku BariHanbHi | MepiHoBa LLisenuapi Meginosa Al, LLisenuapi BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK bes UA/1852/01/01
no 10 mr; no 6 Al a LLisenuapis al wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenma
TabneTok y 6nictepi, (BignoBiganbHWn 3a HimeuuunH 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
no 1 6nictepy B KOHTPOIb SKOCTi Ta a (BBEOEHHS y3aranbHeHVX AaHWX Npo cuctemy hapmakoHarnsgy,
KapTOHHiIN kopooLyj; BUMNYCK cepii); 3MiHa ynoBHOBaXeHoi ocobu, BiAnoBiganbHoI 3a 34iNCHEHHS
no 2 Tabnetku y PotteHgopd ®apma hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
6nictepi, mo 1 'm6X , HimewuumHa ( ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA
Gnictepy B BignoBiganbHUN 3a Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34ilCHEHHSI
KapTOHHiIN kopoOLi nepBUHHE Ta dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
BTOPUHHE po3MiLLeHHi MacTep-channa cuctemu hapmakoHarnsgy) - amiHa
nakyBaHHs1); KOHTaKTHOI 0cobu ynoBHOBaXeHOi 0coby 3asiBHWKa, BignoBigansHOI
PotteHgopd ®apma 3a (pbapmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis: [aHinosa
'M6X, HimeyunHa Jlapuca BonogumupiBHa. 3MiHa KOHTAKTHUX OAHWUX KOHTaKTHOT 0cobu
(BignoBiganbHui 3a yNOBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHoi 3a
BUPOGHMLUTBO) dapmakoHarnag B YkpaiHi
247.| ®OPTE3A cnpen Ansa poToBoi HenbTa Weenuapi | ABAOI IBPAXIM Inay TypeyuunH BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/13797/02/01
NopoxHuHM 0,15 % Megiken A Canai Be TimxapeT a BUNy4eHHs1 BUpobHuka ana A®l BeHangamiHy rigpoxnopug Centaur | peuenma
no 15 mn a6o 30 mn Mpomoyw A.L. Pharmaceuticals Private Limited, India; 3anponoHosaHo: Uquifa
PO34MHY Yy hrnakoHi 3 H3 Al Mexico S.A. de C.V., Mexico Bal Pharma Limited, India
po3nunoBavem; no
1 donakoHy B
KapTOHHiIN kopobui
248, ®OPTPAHC® | nopoLuok ans INCEH PpaHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/6620/01/01
opanbHoro po3uuHy; | KOHCbIO IHOYCTPI nopaHHsi oHosneHoro CEP Ne RO-CEP 2015-374-Rev 01 ana A®l | peyenmom
no 73,69 r nopoLuky MEP HaTpito cynbdaTy 6e3BoAHWI Bif BXe 3aTBepOXEHOro BUPOGHMKa
y nakeTuky; no 4 XEJICKEA MACCO ORGANIQUES, S.R.O; 3minu | TUny - BBeAeHHs
nakeTuKn y , anbTepHaTUBHOrO MeToAy BUNPOOYBaHHS ifeHTuUdikauii Ta
KapTOHHiIl kopobuyi aKuioHepH KiNIbKICHOrO BU3HAYeHHS fiito4oi peyoBrHU makporony 4000
e (meTogom Ekcknto3anBHoi xpomatorpadii); 3miHu | Tuny - BBeAeHHS
TOBapucTB anbTepHaTUBHOro MeTody ANns iaeHTudiKauii kanito Ta KinbkicHOro
o BM3HaYeHHS Kanito xnopugy (Metoaom loHoo6MiHHOK
CrpoLLeHo XpomaTorpadieto); 3miHu | Tuny - BBEAEHHS anbTepHaTUBHOMO

ro Tuny

MeToay Ans igeHTudikauii Ta KinbKiCHOro BU3Ha4YeHHs HaTpito
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
meToaoM (loHoobmiHHOKW XxpomaTtorpadieto); 3amiHu | Tuny -
BBEAEHHS anbTepHaTMBHOIO MeTody Ans ineHTudikauii Ta
KiNbKICHOrO BU3Ha4YeHHs xnopugis metogom (loHoobmiHHOO
XpomaTorpadieto); 3miHu | Tuny - BBEAEHHS anbTepHaTUBHOIO
MeToay Ans igeHTudikauii Ta KinbKiCHOro BU3Ha4YeHHs HaTpito
cynbdaty 6e3BogHoro (MetTogom loHoo6MiHHOK XpomaTorpadieto);
3MiHW | TUMY - BBEAEHHS anbTepHATUBHOIO MeToAy AN
ineHTMdikauii Ta KinbkiCHOro BU3Ha4YeHHs HaTpito bikapboHaTy
meToaoM (MoTeHUiOMEeTPUYHOro TUTPYBaHHS)
249, XEMINOP cnpen Ans poToBoi AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | Tuny — bes UA/10910/01/01
NOPOXHWHK no 20 "®apmak” [04aHHs1 HOBOTO anbTepPHATUBHOIO KOHTENHepa — dnakoHy (no 20 peuenma
mn abo no 50 mn 'y mn abo no 50 mn) nonieTuneHoBoro 3 HACOCOM-403aTOpPOM Ta
dnakoHi; no 1 po3nunoBaYem agantepom, 3 BiANOBiAHUMK 3MiHamMu A0 p.
nakoHy y navui 3 «YnakoBka»; 3anponoHoBaHo: o 20 mn abo no 50 mn y chrakonu i3
KapTOHY ckna 6pyHaTHOro Konbopy 3 HacocaMmn-403aTopamm OpasibHOro
NpU3HaYeHHs, WO 3abesneyeHi po3nunioBadyamm Ta y rnakoHu
nonieTuneHoBi 3 HACOCOM-403aTOPOM Ta PO3NUIIOBaYEM
apanTopoM. Ha pnakoH HaknerowTb eTUKETKY-CaMOoKIemnky. KoxHun
riakoH pa3oM 3 IHCTPYKLIE AN MEQNYHOIO 3aCTOCYBaHHS
BKNafakTb Yy MNAYKy 3 KAPTOHY
250.| XINOPIreKCu pO34MH ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianiB: yTOYHEeHHs 6e3 UA/9766/01/01
OWUH-KP 30BHILUHLOIO "Ximdapm "Ximbapm3sasoa HanucaHHA ynakoBku B Haka3i MO3 Ykpaihu Ne 1327 Big peuyenma
3actocysaHHs 0,05 3aBof "YepBoHa 3ipka" 02.07.2021 B npoueci BHECEHHSA 3MiH (3MiHM | Tuny - 3MiHK Woao
%; no 100 mn'y "YepBoHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo 3MiHu
KOHTEViHepi 3 3ipka" [0 y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnagy (BBeAeHHs
Hacapkoto Ans y3aranbHeHUX AaHnX Npo cuctemy papmakoHarnsgy, 3miHa
CMNpsIMOBaHOr0 ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
BBEAEHHS; no 1 dapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsaay 3asBHUKa
KOHTenHepy y nayui ONs 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKLWO BOHA BigMiHHa
3 KapToHy; no 100 Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
MI y KOHTENHepi 3 dapmakoHarnsaay (BKMOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
Hacagkow Ans po3MilLieHHi macTep-aina cuctemm papmakoHarnsay) - amiHa
CMNpsIMOBaHOr0 KOHTaKTHUX AaHWUX YNOBHOBaXeHOi ocobu, BignoBigansHoi 3a
BBeAeHHs; no 100 3[iNCHeHHA dapmakoHarnsgy). Pegakuis B Hakasi: no 100 mny
MI y KOHTENHepi 3 KOHTEWHepi 3 HacaaKoo AN CNPAMOBAHOr0 BBEAEHHS; no 1
Hacagkow Ans KOHTerHepy Yy nadui 3 kapToHy; no 100 M y KOHTENHepI 3 HacagKo
CMpsIMOBaHOro Ans cnpssMOBaHOro BBeAEHHS. 3anponoHoBaHa pepakuisn: no 100
BBEAEHHSA MI y KOHTENHepi 3 HacaAKo ANA CNPAMOBAHOIro BBEAEHHS; No
nikapcbkoro 3acoby 1 KOHTeMHepy Yy navui 3 kapToHy; no 100 Mn y KOHTENHepi 3
y KOMNIeKTi 3 HacaKolo Ansi cnpsimoBaHoro BBeAeHHs; no 100 mn y
BariHanbH1M KOHTeMHepi 3 HacaAKol ANA CNPSAAMOBaHOro BBeAEeHHS
annikatopom 3i nikapcbKoro 3acoby y KOMNJeKTi 3 BariHanbHMM ansikaTtopom 3i
3poLLyBarnbHOK 3poLuyBanbHO NsileYkor 06’emom 100 Mn Ta NMNO3axMCHUM
NMALWEYKO KOBMAa4yKoM, y nayti 3 KapToHY.
o6’emom 100 mn Ta
NUNO3axNCHUM
KOBMaykoM, y nayi
3 KapTOHY
251.| XOMBIO®- Kpanni opanbHi, no XowmBiopa HimeuumnH Cintepa [-p. HimeyumH BHECEHHS 3MiH [0 peecTpaLiiHiX MaTepianis: 3MiHu | TUny - 3MiHK bes UA/7320/01/01
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NPOCTAH 50 mn y conakoHi 3 ApuHaimit a ®pigpixc Mv6X i Ko. a wono 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsigy - OHOBNEHHS peuyenma
KpanenbHuueto; no 1 Tenb [p. KIr TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPMHHOI YNAKOBKW fiKapCbKoro
dnakoHy 3 XaregopH 3acoby
KpanensHULEelo B 'm6X i Ko.
KapTOHHiN kopobui Kl
252.| XOMBIOTEH Tabnetku no 25 Xomgiopa HimeyumH MayepmaHH - HimeyumH BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | TUny - 3miHn bes UA/7743/01/01
3NH® TabneTok y 6nicTepi, | ApuHanmit a ApuHanmittens KI a wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy - OHOBNEHHS peuenma
no 4 6nictepu B Tens [p. TEKCTY MapKyBaHHS BTOPMHHOI YNaKoBKM fikapCbKoro 3acoby
Kopobui XaregopH
v6X i Ko.
KIr
253.| XOHOPOCAT | po34uH Aans iH ekuin, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHiX MmaTepianis: 3miHu | Tuny - 3a UA/14288/01/01
100 mr/mn; no 2 mn "BIOPAP "BIOPAPMA" npvBeaeHHst metoaunkm "KinbkicHoro BusHaveHHs Cnmpty peuenmom
B amnyni; no 5 MA" 6eH31noBoro" A4oMoMiXKHOI PEYOBMHM Y BiAMNOBIAHICTL 40 BUMOT
amnyn y 6nictepi; no MoHorpadii €spon.Papmakonei (3MiHa METOAMKM KinbKiCHOro
2 Gnictepu B nayui 3 BM3HAYEHHS: 3aMPONOHOBAHO: METOA NOTEHLIOMETPUYHOTO
KapTOHY TUTPYBaHHS)
254.| UE®@OTAKCWU | nopoluok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/6338/01/02
M-OAPHMUA po3uunHy Ans iH'ekuin | "®apmaue "®apmaueBTnyHa BUIMyYeHHSA dipMu-BMpobHUKa Aito4oi pevoBnHu Liedotakcmmy peuernmom
no 1,0 r, 1 pnakoH 3 BTUYHA cipma "dapHuua” HaTpieBa cinb High Tech Pharm. Co., Ltd., Korea (BignoBiganbHui
NMOPOLLKOM B nauuj; dipma 3a Bunyck cepii); Kyongbo Pharmaceutical Co., LTD, Korea
5 chnakoHis 3 "OapHuus" (BMPOBHNLTBO, KOHTPOSb AKOCTi, NEPBUHHE Ta BTOPUHHE
NOpPOLLKOM B nakyBaHHs1). 3anponoHoBaHo: Shandong Anhong Pharmaceutical
KOHTYPHIl Co., Ltd., China
YapyHKOBIN
ynakosui; no 1
KOHTYpPHIN
YapYHKOBIN yrMakoBLi
B nauuj; 1 donakoH 3
MOPOLLKOM Yy
KOMMMeKTi 3 1
amnynoto
po3ynHHuKa (Boaa
Ons iH'ekuin-
OapHuus) no 10 mn
B KOHTYPHIW
YapyHKOBIN
ynakosui; no 1
KOHTYpPHIn
YapyHKOBI ynakoBsLi
B nauyui; 40
dnakoHiB 3
NMOPOLLKOM B KOpOOLUi
255, ULE®@TPUAKC | nopoLuok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/6340/01/01
OH- pO34MHy aAns "®Papmaue "®apmaueBTnYHa BUIYyYeHHs1 hipMun-BUpobHUKa Aitodoi pevoBuHu LiedTprakcoHy peuenmom
OAPHULA iH'ekuin, no 0,5ry BTUYHA dipma "JapHuua” HaTpieBa cinb High Tech Pharm. Co., Ltd. (HTP), Korea.
chnakoHi; 1 donakoH hipma 3anponoHosaHo: (Qilu Antibiotics Pharmaceutical Co., Ltd., China;
i3 NOPOLLKOM Y "OapHuus” Shandong Lukang Pharmaceutical Co., Ltd., China; Reyoung

navui; 5 donakoHis 3
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

MOPOLLKOM Y
KOHTYPHIN
YapyHKOBIN
ynakosui, no 1
YapyHKOBIV ynakosLi
y nayui; 1 donakoH 3
MOPOLLKOM Y
komnnekTi 3 1
amnyrnot
po3uunHHuKa (Boga
ans in'ekyin-
OapHuus) no 5 mn
abo no 10 mn
BiQMNOBIOHO Y
KOHTYpPHIN
YapyHKOBIN
ynakosui, no 1
KOHTYpPHIN
YapYHKOBIN yrMakoBLi
y mayui; no 40
nakoHiB y kopobui

Pharmaceutical Co., Ltd., China)

256.

LIE®TPUAKC
OH-
OAPHULSA

NMOPOLLOK AN
pO3YunHy ans
iH'ekuin, no 1,0ry
dnakoHi; 1 donakoH
i3 MOPOLLKOM Y
nadui; 5 dnakoHis 3
NMOPOLLIKOM Y
KOHTYPHIl
YapyHKOBIN
ynakosui, no 1
YapYHKOBIN yrNakoBLi
y navui; 1 dpnakoH 3
NMOPOLLIKOM Y
KomMnnekTi 3 1
amnyrnot
po3uuHHKKa (Boga
Ons iH'ekuin-
OapHuus) no 5 mn
abo no 10 mn
BiQMNOBIOHO Y
KOHTYpPHIn
YapyHKOBIN
ynakoBsuj, 1o 1
KOHTYpPHIn
YapYHKOBIN yrakoBLi
y nayui; no 40
hnakoHiB y kopobui

MpAT
"®apmaue
BTUYHA
dipma
"OapHuus"

YkpaiHa

MpAT
"®apmaueBTNYHa
cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny -
BUINyYeHHS pipMun-BupobHUKa Aitovoi pevoBuHu LiedptprakcoHy
HaTpieBa cinb High Tech Pharm. Co., Ltd. (HTP), Korea;
3anponoHoBaHo: (Qilu Antibiotics Pharmaceutical Co., Ltd., China;
Shandong Lukang Pharmaceutical Co., Ltd., China; Reyoung
Pharmaceutical Co., Ltd., China)

3a
peuenmom

UA/6340/01/02

257.

LIMKNOCEPU
H

Karncynv TBepai no
125 mr, no 10
kancyn y 6nictepi,

MpAT
"TexHonor

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHK, Lo
noTpebyoTb HOBOI peecTpalii - 3MiHa cunu fii, nikapcbkoi opmu Ta
cnocoby 3acTocyBaHHsi: 3MiHa abo AofaBaHHsi HOBOT cunu aiji

3a
peuernmom

UA/15150/01/02
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 3 bnictepu y (mopaBaHHsa HOBOI cunu fAiji) (3aTBepaXeHo: LinknocepuH, kancynu
navui 3 KapToHy TBepai no 250 wr).
MepioAnyHICTb NOAAHHS PerynsipHO OHOBIIOBAHOTO 3BiTy 3 6e3neku,
BignosigHo o MNopsaky 3aiicHeHHs dhapmMakoHarnagy,
3aTBEepAKEHOro Hakasom MiHicTepcTBa OXOPOHM 300POB’A YKpaiHu
Bif 27 rpyaHsa 2006 poky Ne 898, 3apeectposaHoro B MiHicTepcTsi
tocTumuii Ykpainu 29 ciynsa 2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa 0xOpoHM 340p0oB's YkpaiHu Bi 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3HaYEHNMMN y
nepiogn4HOCTi NoAaHHs perynsipHux 3BiTiB 3 6e3neku
258.| ULUNPODAP Kpanni OYHi/BYLUHI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MmiHu | Tuny - 3a UA/3385/02/01
M® 0,3 % no 5 abo 10 "®apmak” BUIyYeHHS 3i cneumdikaLii Ta meTodiB KoHTponio AdI peuenmom
MmNy donakoHi; no 1 LMNpodrioKcaumHy rigpoxnopuay nokasHukiB « PO3UMHHICTEY Ta
dnakoHy y nauui «Baxki meTanu» BupobHuutea Zhejiang Changming Pharmaceutical
Co., Ltd., Kutai Ta Neuland Laboratories Limited, IHgis; 3miHun | Tuny
- BUNy4YeHHs 3i cneundikadii 113 3 po3ainy «lgeHTudikauis» tectn
Ons NigTBepIKEHHs1 AOCTOBIpHOCTI copbiTy meTogom TLUX Ta
XapakTepHi peakuii Ha docdaTy Ta Xnopuan
259.| UUPENAKC Kpansi o4Hi, po34nH yoprPna Benuka K.O. Pomdapm PymyHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3miHK 3a UA/17526/01/01
no 10 mr/mn no 5 mn MEOMUN BputaHia Komnani C.P.J1. woao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsigy - OHOBIEHHS! peuenmom
y dnakoHi- H TEKCTYy MapKyBaHHS YNaKoOBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KpanenbHuui; no 1 OOTAINb iHbopmalLlii Woao 3a3HauYeHHs oAMHMLE BUMIpOBaHHS y cuctemi Sl
dnakoHy- MIKC Ta BHECEHHS 0COBNMBUX 3acTepexeHb nepea 3acToCyBaHHAM
KpanenbHULi B NIMITEQ npenaparty. BBegeHHs 3amiH npotsarom 6-tu micauis nicns
KapTOHHiI kopobui 3aTBEPOKEHHS
260., YEMEPULI mMaca nogpibHeHa MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MmaTepianis: 3MiHu |l Tuny - - UA/13266/01/01
KOPEHEBWLL, | (cybcTaHuis)y "Ximdapm "Ximbapmsaso BUITyYEHHS nokasHuka “MNectuuman” 3 cneumndikaii AdPI (3
A3 MiLLKax nanepoBux 3aBof "YepsoHa 3sipka" BWIyYEeHHSIM BiANOBIAHOIO @aHaniTM4HOro MeTozy) obymoBneHe
KOPEHAMU Ans BupobHuuTBa "YepBoHa HasiBHICTIO 060OB’A3KOBOr0 BXi4HOIO KOHTPOIHO 3a LM NMOKa3HUKOM
HecTepUnbHUX 3ipka" POCIUHHOI NiKapCbKOi CUPOBUHM, LLIO BUKOPUCTOBYETBLCS Y

nikapcbkux dopm

BUPOGHMUTBI ADI, 3rigHo cneumdikauii. KOHTponb pocnuHHOI
CUPOBUHN 3a MOKa3HWKOM “TecTnuman” 3anuiiaeTbca Npu BXigHOMY
koHTporo 3rigHo CIML-CP-009 «Yemepuui kopeHesuLla 3
KOPEHsIMU», MPOBOAUTLCS B YNOBHOBaXeHi nabopaTtopii Ta
3AINCHIOETBCA Y BignoBsigHocTi Ao Bumor AdY, 2.8.13, 3 HagaHHAM
cepTugikaTy BCTaHOBIIEHOTO 3paska

B.o. N'eHepanbHOro gupekropa Aupekroparty
chapmaueBTUYHOrO 3abe3neyYeHHs

IBan SAAIBOPHUX




