Dopatok 3

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»

Big 22 6epe3Hsa 2021 p. Ne 517

NEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOIN4YHUX NMPEMNAPATIB), LLOAO AKUX BYJTIU BHECEHI 3MIHU A0

PEECTPALIMHUX MATEPIAJIB, IKI BHOCATbCA A0 OEPXXABHOIO PEECTPY JIIKAPCbKMUX 3ACOBIB YKPAIHU

Ne
n/

Ha3sea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

ALBAIrPA®®

Kancynm
NPOOHroBaHoi Aii
no 0,5 mr; no 10
kancyn y énicrepi;
no 5 6nictepis y
antomiHieBomy
naketi; no 1
anioMiHieBomy
nakeTy B KapTOHHIW
nayui

Acrtennac
dapma
Opon B.B.

HigepnaH
an

Actennac lpnang
Ko. Nt

Ipnangis

BHECEHHS 3MiH 4O peecTpauiiHMX MmaTepianis: 3MiHu | Tuny - 3MiHn
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKUIi ANA MeaNYHOro 3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NPOBEAEHNX BiANOBIOHO 4O NnaHy negiatpuyHux
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHWUM OpraHom) - 3MiHM BHECEHO [0 iHCTPYKUii Anst
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3Ainis
"OcobnuBocTi 3acTocyBaHHs", "B3aemogisi 3 iHLLMMM NikapCbKUMKn
3acobamu abo iHwWi Buam B3aemogin” Ta MNobivHi peakuii”
BignoBigHo Ao pekomeHaauii PRAC; 3MiHu | Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHW) - 3MiHK
BHECEHO A0 IHCTPYKUIii ANS MEANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby no po3giny "OcobnueocTi 3acTocyBaHHA" BignoBigHO 40
pekomeHaadin PRAC; 3minu Il Tuny - 3miHn wopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3MiHN Yy KOPOTKin
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIii ANS MeAMYHOro 3aCTOCYBaHHS Yy 3B’sI3KY i3 HOBUMU
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIMHUMW JaHUMK Ta OaHUMN 3
dapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLIT ANs MeanyHoro
3acTOCyBaHHsI Nikapcbkoro 3acoby Ao po3sginy "Cnocio
3acTocyBaHHS Ta Jo3n" BiANOBiAHO A0 MaTepianiB peecTpaLiiHOro
pocke; 3miHn 1l Tuny - 3MiHmn wopo 6esnekn/edpekTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuLli nikapcbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLUii AN MEAUYHOro
3acTOCyBaHHS Yy 3B’A3KY i3 HOBUMMW AaHUMU 3 SKOCTi, AOKMiHIYHUMM,
KNiHIYHUMW aHUMK Ta aHuMu 3 hbapMakoHarnsay - 3MiHu
BHECEHO [0 iHCTPYKLiT ANsi MeQUYHOro 3acTOCyBaHHS NikapCbKoro
3acoby no posainis "B3aaemogisa 3 iHLWIMMM nikapcbkumm 3acobamu
abo iHwWi Buan B3aemogin” Ta "MNobivHi peakuii” BianosigHo oo
MaTepianis peecTpauiiHoro ocbe

3a
peuernmom

UA/9687/01/01

ALBArPA®®

Kancynu

Acrtennac

HigepnaH

Actennac lpnang

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu

3a

UA/9687/01/02
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

NPOOHroBaHoi Aii
no 1 wmr; no 10
Kancyn y énictepi;
no 5 6nictepis y
antoMiHieBomy
nakerti; no 1
antoMiHieBomy
nakeTy B KApTOHHIl
navui

dapma
Opon B.B.

an

Ko. INtg

wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKUii ANA Mean4HOro 3acToCcyBaHHs Ha MiAcTaBi perynspHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocrimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
AOCnifKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpudHnx
pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHoM) - 3MiHW BHECEHO [0 IHCTPYKUii Ans
MeAMYHOrO 3acTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs", "B3aemogist 3 iHLLMMM NikapCbKUMmn
3acobamu abo iHwWi Buam B3aemogin” Ta MNobivHi peakuii”
BignoBigHo Ao pekomeHaauii PRAC; 3MmiHu | Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHW) - 3MiHK
BHECEHO [0 iHCTPYKUIT AN MeQU4YHOro 3acToCyBaHHS NikapcbKoro
3acoby ao posainy "OcobnueocTi 3acTocyBaHHA" BiAMNOBIAHO OO
pekomeHaauin PRAC; 3miHu Il Tuny - 3miHn woao
6e3nekn/edekTMBHOCTI Ta bapMakoHarnsay. 3mMiHW y KOpoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
[aHMMW 3 AKOCTi, AOKMIHIYHUMM, KIiHIYHUMW JaHUMK Ta JaHUMK 3
dapmakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKLUiT Ans Mean4Horo
3acTOCyBaHHS Nikapcbkoro 3acoby Ao posgainy "Cnocio
3acTocyBaHHA Ta Jo3u" BiANOBIAHO 40 MaTepianis peecTpauinHoro
pocke; 3miHn 1l Tuny - 3MiHmn wopo 6esnekn/edpekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHM y KOPOTKiVi XapakTepucTULL fikapcbkoro
3acoly, TeKCTi MapKyBaHHS! Ta IHCTPYKLUii AN MeAUYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAHUMMU 3 SIKOCTi, AOKNIHIYHUMN,
KNiHIYHUMW faHUMK Ta AaHnMu 3 chbapmakoHarnsaay - 3MiHu
BHECEHO [0 iHCTPYKUiT AN MegnyYHoro 3acTocyBaHHs Nikapcbkoro
3acoby no posainis "B3aaemogisa 3 iHLWMMM nikapcbknumm 3acobamu
abo iHwWi Bnam B3aemogin” Ta "MobiyHi peakuii” BignosigHoO fo
MaTepianis peecTpauiiHoro ockbe

peuenmom

ALBArPA®®

Kancynm
NPOOHroBaHoi Al
no 3 mr; no 10
kancyn y énicrepi;
no 5 GnictepiB y
antomiHieBomy
naketi; no 1
antoMiHieBoMy
nakeTy B KapTOHHIW
nayui

Actennac
dapma
tOpon B.B.

HinepnaH
an

Actennac lpnang

Ko. INtg

Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHs
Ta iHCTPYKUiT ANA MeanYHOro 3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pe3ynbTaT OLiHKM 3BITY 3
[ocnifxeHb, NpoBeAeHVX BiAMNOBIAHO A0 NnaHy neaiaTpuyHmnX
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OpraHoM) - 3MiHW BHECEHO [0 IHCTPYKUIii AnS
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis
"OcobnueocTi 3acTocyBaHHs", "B3aemogisi 3 iHLLUMMU NikapCbKUMKU
3acobamu abo iHwWi Buam B3aemogin” ta MNobivni peakuii”
BignoBigHo A0 pekomeHaauii PRAC; 3MiHu | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHW) - 3MiHK
BHECEHO [0 IHCTPYKLUIi AN MEAWYHOro 3aCTOCYBaHHS NiKapCbKoro

3a
peuernmom

UA/9687/01/04
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

3acoby Ao posainy "OcobnmeocTi 3acTocyBaHHS" BignoBigHO A0
pexkomeHaauin PRAC; 3minu Il Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3MiHN y KOPOTKil
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
[aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KITiIHIYHUMW JaHUMK Ta JaHUMK 3
dapmakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKUii Ans Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy "Cnocio
3acTocyBaHHA Ta Jo3u" BiANOBIAHO 40 MaTepianis peecTpauinHoro
faocbe; 3miHm 1l Trny - 3miHn wopo 6esneku/edekTBHOCTI Ta
dapmakoHarnsaay. 3MiHM y KOPOTKiVi XapakTepucTULl fikapcbkoro
3acoly, TeKCTi MapKyBaHHS! Ta IHCTPYKLUii 4Nst MeAUYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAHUMMU 3 SIKOCTi, AOKNIHIYHUMN,
KNiHIYHUMW aHUMVK Ta AaHnMu 3 hbapmakoHarnsaay - 3MiHu
BHECEHO [0 iHCTPYKUIT AN MeQU4YHOro 3acToCyBaHHS NikapcbKoro
3acoby no posainis "B3aaemogis 3 iHLWMMM nikapcbknumm 3acobamu
abo iHwWi Bnam B3aemogin" Ta "MobiyHi peakuii” BignosigHoO o
MaTepianis peecTpauinHoro 4ocke

ALBArPA®®

Kancynm
NPOOHroBaHoi Aii
no 5 mr; no 10
kancyn y énicrepi;
no 5 6nictepis y
antomiHieBomy
naketi; no 1
anioMiHieBomy
nakeTy B KapTOHHIW
nayui

Acrtennac
dapma
Opon B.B.

HinepnaH
an

Actennac lpnang

Ko. Nt

Ipnangis

BHECEHHS 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKUii ANA MeANYHOro 3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrnimxkeHb 3 6e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NPOBEAEHNX BiAMNOBIAHO 40 MnaHy negiatpudHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHWUM OpraHom) - 3MiHM BHECEHO [0 iHCTPYKUii Ans
MeAMNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3Ainis
"OcobnusocTi 3acTocyBaHHs", "B3aemogisi 3 iHLLMMU NiKapCbKUMKU
3acobamu abo iHwWi Buam B3aemogin” Ta MNobivni peakuii”
BignoBigHo Ao pekomeHaauii PRAC; 3MiHu | Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi 3miHW) - 3MiHK
BHECEHO A0 IHCTPYKUIii ANS MEANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby no posginy "OcobnueocTi 3acTocyBaHHA" BigNoBigHO 00
pekomeHaauin PRAC; 3minu Il Tuny - 3miHn wopo
6esnekn/edekTMBHOCTI Ta bapmakoHarnaay. 3MiHu y KOpOTKil
XapakTepucTumLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIii ANs MeaMYHOro 3aCTOCYBaHHS Yy 3B’sI3KY i3 HOBUMU
OaHUMW 3 SKOCTI, AOKMNIHIYHUMU, KNIHIYHUMW JaHUMK Ta OaHUMN 3
dapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLIT ANs MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3gainy "Cnocio
3acTocyBaHHS Ta Jo3n" BiANoOBiAHO A0 MaTepianiB peecTpaliniHOro
pocke; 3minn 1l Tuny - 3MiHmn wopo 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANs MeanyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAHUMMU 3 SIKOCTi, AOKNIHIYHUMN,
KNiHIYHUMW aHUMVK Ta aHuMu 3 hbapMakoHarnsay - 3MiHu
BHECEHO [0 IHCTPYKLUIi AN MEAWYHOro 3aCTOCYBaHHS NiKapCbKoro

3a
peuernmom

UA/9687/01/03
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niodpinizatom y
KapTOHHiIl kopobui

3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ONs 3AiMCHeHHs hapmakoHarnsgy B YKpaiHi, SIKLO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsay (BKoYar4m KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemm papmakoHarnsagy) - amiHa
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
dapmakoHarnsgy: NponoHoBaHa peaakuisi: bapbapa e
BepHapgi/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHUX
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
dapmakoHarnsigy

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3acoby go posginis "B3aemogis 3 iHLWIMMUK nikapcbkumu 3acobamu
abo iHwi Buay B3aemogin” Ta "MNobivHi peakuii” BianosigHo oo
MaTepianis peecTpauinHoro 4ocbe
5. AIEHOMA- rpaHynm, no 10 ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHun | Tuny - 3MiHK bes UA/8296/01/01
r'PAH neHani abo y "HauioHanb "HaujioHanbHa wopo 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenma
NakoHi 3 KPULLIKOIO; Ha [omeonaTnyHa 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
no 1 nexany a6o [omeonaTtuny Cninka" (BBEAEHHS y3aranbHEHUX AaHUX NPo cuctemy dapmakoHarnsay,
dnakoHy B nauui 3 Ha Cninka" 3MiHa ynoBHOBaXeHoi ocobu, BiAnoBiganbHoi 3a 3a4iCHEHHS
KapTOHY dhapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay 3asBHUKa
Ons 34icHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHa
BiJ, YNOBHOBaXXeHOI 0CO0U, BiANOBIganNbHOI 32 3AiINCHEHHS
apmakoHarnsgy (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
KOHTAKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asABHMKA,
BiANoBiganeHoI 3a 34iCHeHeHs hapmakoHarnsgy
6. AOPUBNACTU niodinisat ans NMeAN3EP CLWA AxTasic |Tanis ITanisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHun | Tuny - 3MiHK 3a UA/4762/01/01
H PO34nHYy Ans IHK. C.n.A. wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
LWBUAKOPO3Y4 | iHdys3ii no 10 mr, 1 3MiHM J0 y3aranbHeHUX 4aHnx Npo cuctemy hapmakoHarnsgy
MHHUA rakoH 3 (BBEAEHHS y3aranbHEHUX AaHUX MPO cucTemy dapmakoHarnsaay,
niodpinizatom y 3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoI 3a 34iNCHEHHS
KOMMAEKTi 3 1 hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
amMnyroto ANs 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
PO34YMHHMKA MO 5 Mn Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
(Bopa ans iH ekuin) dapmakoHarnsgy (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
Y KAPTOHHI KopobLi po3MiLLeHHi MacTep-channa cuctemn papMakoHarnsagy) - aMmiHa
yMNOBHOBaXeHOi 0coby 3asBHMKa, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy: NponoHoBaHa peaakuisi: bapbapa e
BepHapgai/ Barbara De Bernardi. 3miHa KOHTaKTHUX fa@HUX
yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHOi 3a 30iNCHEHHS
dapmakoHarnsgy
7. AOPUBNACTU niodinisat ans MN®ANIEP CLA AxTasic ITanis ITanisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/4762/01/02
H PO34MHY Ans IHK. C.n.A. wopno 6e3neku/edekTMBHOCTI Ta hapmakoHarnaay. BeegeHHs abo | peyenmom
LWWBUAKOPO3Y4 | iHdysii no 50 mr, 1 3MiHV A0 y3aranbHeHuX JdaHuX nNpo cuctemy dapmMakoHarnsagy
MHHUA rakoH 3 (BBEAEHHS y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsaay,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
8. ASAJIENTON TabneTku no 25 wr, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/6059/01/01
no 10 Tabnetok y "TexHonor" woao 6e3nekun/edeKkTMBHOCTI Ta hapmakoHarnsay - OHOBIEHHst | peuernmom
6nictepi; no 5 TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHAM
6nicTepis y navui 3 iHpopmaLlii LoAo 3a3HaYEHHSA OAVHMLE BUMIPIOBAHHSA Y CUCTEMI
KapToHy; no 50 Sl. TepmiH BBeAEHHS 3MiH MPOTAroM 6 micauis nicns
TabneTok y 3aTBEPOKEHHS
KOHTelHepi; no 1
KOHTEWHepy y nayui
3 KapTOHY
9. ASAJIENTON Tabnetku no 100 wmr, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHun | Tuny - 3MiHK 3a UA/6059/01/02
no 10 Tabnetok y "TexHonor" wono 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnagy - OHOBIIEHHS | peuernmom
6nictepi; no 5 TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHAM
GnicTepiB y nayui 3 iHpopmaLlii LoAo 3a3HaYeHHSA OAVHVMLE BUMIPIOBAHHSA Y CUCTEMI
KapToHy; no 50 Sl. TepmiH BBeAEHHS 3MiH MPOTAroM 6 micauis nicns
TabneTok y 3aTBEPOKEHHS
KOHTelHepi; no 1
KOHTEWHepy y nayui
3 KapTOHY
10. | ASUMEO® NOPOLLIOK ANA MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/7234/03/02
oparbHOi cycneHsii, "KviBmegnp "KviBmegnpenapa wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3MiHu y peuenmom
100 mr/5 mn, 1 enapar” T KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
(NaKkoH 3 MOPOLLKOM Ta iHCTPYKLii ANS MeanYHOro 3acTocyBaHHA
(400 mr reHepu4HMX/riopnaHux/GionogibHMxX nikapcbkmnx 3acobis nicns
a3nTpoMILMHY) Ans BHECEHHS TiEi caMoi 3MiHW Ha pedbepeHTHUI npenapaT (3MiHa He
20 mn cycneHsii y notpebye HagaHHSA XXOOHUX HOBUX JOAATKOBUX AAHUX) - 3MiHN
cnakoHi; no 1 BHECeHi [0 iHCTPYKLIii ANs MeAMYHOro 3aCTOCYBaHHS NikapCbKOro
dnakoHy pa3om 3 3acoby y po3aginu "MpotunokasaHHs", "Baaemogis 3 iHW1MK
KanibpoBoOYHNM nikapcbkummn 3acobamu Ta iHWi BUAM B3aemogin'”, "3actocyBaHHs y
LINPULIOM | MipHOIO nepio BariTHocTi abo rogyBaHHs rpyaate”, "3gaTtHicTb BnneaTtu
NOXeYKoto B navui Ha LWIBMAKICTb peakLii Npy kepyBaHHi aBTOTpaHcnopToM abo
iHWKMK MexaHismamu”, "Cnocib 3actocyBaHHsA Ta go3un”, "MobivHi
peakuii” BignoBigHO Ao iHpopmalLii pedepeHTHOro fikapCbkoro
3acoby CYMAME[® (nopotuok Ans opaneHoi cycneHsii, 100 mr/5
mn). BBegeHHs 3MiH NpoTArom 6-Tv MicsLIB MiCNsA 3aTBEPKEHHS
11. | ASUTPOMIUUH | TabneTku, BKpUTI "HOHiK IHAis HOHik IHAis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/7280/01/01
€BPO obornoHkot, no 125 dapmacbloT dapmacbioTukan BHECEHO A0 IHCTPYKUIii AN MEANYHOro 3aCTOCYBaHHA MNiKapcbKoro | peyenmom
Mr; N0 6 TabneTok y ukan JlabopaTtopis 3acoby y po3sginu: "OcobnmeocTi 3acTocyBaHHs", "3acTocyBaHHS y

GnicTepi; no 1
Gnictepy y kopobui

JlabopaTtopis

(BippineHHs
dipmu "Ix.
B. Kemikana
eHn
dapmacbloT
ukana Jitg.")

(BigaineHHs cipmu
"x. B. Kemikan3a
eHn
$apmacbioTvkana
Itp.")

nepioa BariTHocTi abo rogyBaHHs rpyaato”, "3gartHicTb BnnueaTtu
Ha LIBMAKICTb peakLii Npy kepyBaHHi aBToTpaHcnopToM abo
iHWK1MK mexaHismamun", "Cnocib 3acTocyBaHHSA Ta Jo3n",
"Mepeno3yBaHHs" 3rigHO 3 iHhopmaLieto Woa0 MeguyHoro
3acTOCyBaHHsi pedpepeHTHOro nikapcbkoro 3acoby (CYMAMEL®,
TabneTkn, BKPUTI NNIBKOBOO OBOMOHKOI).

BBegeHHs 3MiH NpoTArom 3-X MicAUiB Nicns 3aTBePAXKEHHSI; 3MiHu |
TMNY - 3MiHW BHECEHO A0 iHCTPYKLiT AN MeQUYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby y po3ainu: "lNikapcbka hopma” nigpo3sgin
"OcHoBHi hi3unko-ximMiuHi BnacTuBoCTI" (pegaryBaHHsl TEKCTY) Ta
"YnakoBka" (pegaryBaHHs TEKCTY). BBegeHHs 3MiH npoTsirom 3-x
MiCsILIiB Micnsi 3aTBEPAKEHHS




6 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
12. | ASUTPOMIUUH | Tabnetku, BKpUTI "HOHik IHais HOHiK IHAis BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny - 3MiHK 3a UA/7280/01/02
€BPO o6ornoHkot, no 250 dapmacbloT dapmacbioTukan BHECEHO [0 iHCTPYKUiT AN MeQUYHOro 3acToCyBaHHS NiKapcbKoro | peyenmom
Mr; no 6 TabneTok y vkan IlabopaTopia 3acoby y posginu: "OcobnmeocTi 3acTocyBaHHS", "3acTocyBaHHs y
6nictepi; no 1 Jlabopatopi3 (BipAineHHs cipmun nepiog BariTHocTi abo rogyBaHHsA rpyaat”, "3aaTHicTb BNMBaTH
6nictepy y kopobui " "Ix. B. Kemikana Ha WBMAKICTb peakuii Npyu kepyBaHHi aBTOTpaHcnopTom abo
(BipgineHHs eHa iHWK1MK mexaHismamun", "Cnocib 3acTocyBaHHSA Ta fo3un”,
dipmm "x. dapmacbioTukana "Mepeno3yBaHHa" 3rigHO 3 iHopMaLElO WOA0 MEANYHOIO
B. Kemikans Iira.") 3acTocyBaHHs pedpepeHTHOro nikapcbkoro 3acoby (CYMAMEO®,
eHa TabneTku, BKpUTI NNIBKOBOK 0BOMOHKOID).
dapmacbloT BBegeHHs 3MiH NpoTArom 3-X MicAUiB Nicns 3aTBePAXKEHHST; 3MiHu |
vkans Jitg.") TVNYy - 3MiHU BHECEHO [0 iHCTPYKLii AN MeOUYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby y po3ainu: "Ilikapcbka popma” nigposain
"OCHOBHiI hi3nKko-ximMi4Hi BNacTUBOCTI" (peaaryBaHHA TEKCTY) Ta
"YnakoBka" (peparyBaHHs TeKCTy). BBegeHHs 3MiH npoTsarom 3-x
MicALiB Nicnsa 3aTBEPAXEHHSA
13. | ASUTPOMIUUH | TabneTku, BKpUTI "FOHik IHAis tOHik IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/7280/01/03
€BPO obonoxkoto, no 500 dapmacbloT dapmacbioTukan BHECEHO [0 iHCTPYKUiT ANsi MeQUYHOro 3acTOCyBaHHS NiKapcbKoro | peyenmom
Mr; no 3 Tabnetkn y vkan IlabopaTtopia 3acoby y po3ginu: "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
Gnictepi; no 1 Jlabopartopis (BippineHHs dipmun nepiog BariTHocTi abo rogyBaHHs rpyaar”, "34atHicTb BNnveaTtu
Gnictepy y kopobui " "Ix. B. Kemikana Ha LWBMAKICTb peakLii Mpy kepyBaHHi aBToTpaHcnopToM abo
(BipgineHHs eHa iHWuMK mexaHismamu", "Cnocib 3actocyBaHHs Ta go3n",
dipmm "x. dapmacbioTukan3 "Mepeno3yBaHHS" 3rigHO 3 iHPOpMaLED WOA0 MEANYHOIO
B. Kemikans Iira.") 3acTOCyBaHHS pedepeHTHOro nikapcbkoro 3acoby (CYMAME®,
eHp TabneTku, BKPUTI NNIBKOBOK OOOMOHKOIO).
dapmacbloT BBefeHHs 3MiH NpoTArom 3-X MicaUiB Nicns 3aTBEPAXKEHHST; 3MiHW |
ukans Jita.") TUMY - 3MiHW BHECEHO A0 iHCTPYKLiT ANS MeQnYHOro 3acTocyBaHHA
nikapcbkoro 3acoby y po3ainu: "llikapcbka popma” nigpo3ain
"OCHOBHiI hi3nko-ximMi4Hi BNacTuBOCTI" (peaaryBaHHA TEKCTY) Ta
"YnakoBka" (peparyBaHHs TEKCTy). BBedeHHs 3MiH npoTsarom 3-x
MicsiLiB Micns 3aTBEPOXKEHHS
14. | AKBAOETPUM PO34MH BOOHWI ANA dPapmaueBT Monbwa MepnaHna ®apma Monbwa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHa 3asBHUKa 3a UA/9205/01/01
® BITAMIH D3 nepopanbsHoro WYHWI 3aBOA AkuioHepHe (BnacHuka peecTpauiiHoro noceiayeHHs ) (3rigHo Hakady MOS Bia | peuenmom
3acTocyBaHHs, «MNOJIb®AP ToBapucTso 23.07.2015 Ne 460): 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKkoBKu
15000 MO/mn, no 10 MA» C.A. nikapcbKoro 3acoby y 3B"s13Ky 3i 3MiHO 3asiBHUKA rOTOBOMO
My donakoHi 3 nikapcbkoro 3acoby (BnacHuka peecTpauiiHoro nocaigyeHHs)
KpanensH1UM
nosatopom; no 1
dnakoHy B
KapTOHHIN navui
15. | AKBA®EPPOI | cupon 10 mr/mn, no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHN 3a UA/16285/01/01
125 mn y 6aHuj; no 1 "TexHonor" wopno 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsay - OHOBINEHHST | peuernmom
6aHui 3 cuponom TEKCTY MapKyBaHHS ynakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
pasom 3 MipHUM iHpopmaUii Woao 3a3HauYeHHA OAVHMLE BUMIPIOBaHHSA Y CUCTEMI
CTakaH4MKOM y Sl. TepmiH BBe4EgHHs1 3MiH NpOTSAroM 6 Micauis nicns
navui 3 KapToHy 3aTBEPOKEHHS
16. | AKK® po3yunH, 50 mr/mm; TOB "lOpis- YkpaiHa TOB "Opia-®apm" YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHnx maTepianis: 3MmiHu | Tuny - 3MiHn bes UA/11103/01/01
no2wmny Papm" 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenma
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KOHTenHepi; no 10 KOHTenHep/3akynoptoBanbHui 3aci6. 3MiHa po3mipy ynakoBku
KOHTEWHepIB y nayui rOTOBOrO fikapcbKoro 3acoby (BUMyYeHHsS! YNakoBKU NEBHOTO
3 KapTOHY pO3Mipy) - BUIyYEHHS yNakoBku 06’eMOM 5 M y KOHTEHepi
noniMepHoOMy y 3B’A3KY 3i 3MiHOKO MapKETUHIOBOI MOMITUKMN WOAO
[aHoro npoaykty. BHeceHHs 3miH go po3ainy MKA: YnakoBka.
3MiHM BHeceHi B po3ain "YnakoBka" B iHCTPYKLO Ans Mean4yHoro
3aCTOCYyBaHHS NikapcbKoro 3acoby y 3B"si3Ky 3 BUNYyYEHHSM
NEBHOrO PO3MIpY YNaKOBKM, SIK HACMIAOK - BUNYYEHHSI TEKCTY
MapKyBaHHs BignosigHoi ynakosku. BignosigHi 3miHM BHeceHo y
po3gin 6.5. "Tun Ta BMICT NEPBUHHOI yNakoBKN" B KOPOTKY
XapaKTepuCTUKy fikapcbkoro 3acoby (BBeaeHHst 3MiH MpoTArom 6-
TM MicsiLiB nicnsi 3aTBepOKEHHS)
17. | AKHETIH® Kancynwv no 8 mr; no AnpaH- Xopgaris C.M.b. Benebriga BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/10316/01/01
10 kancyn y [aneHcbkni TexHonoxi CA wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHun) - | peuyenmom
Gnictepi; no 3 JTabopaTopi OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW MikapcbKoro 3acoby 3
Gnictepn y n a.ao. BHECEHHAM iHdopMaLlii LLOAO 3a3Ha4YeHHSA OAMHMLb BUMIPIOBaHHSA
KapTOHHIN kopobLi y cuctemi Sl. TepmiH BBeAEHHS 3MiH NpoTarom 3 micsAuiB nicns
3aTBEPAKEHHS
18. | AKHETIH® Kancynu no 16 wr; AnpaH- Xopgaris C.M.b. Benebriga BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHu 3a UA/10316/01/02
no 10 kancyny [aneHcbknin TexHonomxi CA wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
Gnictepi; no 3 JTabopaTopi OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW MikapcbKoro 3acoby 3
Gnictepn y n a.ao. BHECEHHAM iHdopMaLlii LLOAO 3a3Ha4YeHHSA OAMHMLb BUMIPIOBaHHSA
KapTOHHIl kopobui y cuctemi Sl. TepmiH BBeAEHHS 3MiH NpoTarom 3 MicsauiB nicns
3aTBEPAKEHHS
19. | AKHETPEKC 10 | kancynu m'ski no 10 Mera Tainang Mera Tainang BHECEHHS 3MiH O peecTpaLinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16557/01/01
mr no 10 kancyn y ITandpcaneH IandpcaneHcis BUNYYEHHS OinbHULI, BignosiganeHoi 3a BUpobHuuyteo AdI - peuenmom
GnicTepi, no 3 ci3 Mabnik Mabnik Komnai Taizhou Hengfeng Pharmaceutical & Chemical CO., Ltd., Kutai;
Gnictepu B KomnaHi Nimiten 3MiHu | TUNY - BUNYyYeHHs OinbHUL, BiAnoBiganbHoi 3a
KapTOHHiI kopobui Nimiteq BMpo6HMUTBO ADI - Taizhou Hengfeng Pharmaceutical & Chemical
CO., Ltd., Kutait; 3minn Il Tuny - BBEAEHHSI 4OAATKOBOrO
BupobHuka APl — Chongging Huapont Pharmaceutical Co., Ltd.,
Kutaii; 3milm |l Tuny - BBeAeHHst gogatkoBoro BupobHuka APl —
Chongging Huapont Pharmaceutical Co., Ltd., Kutan
20. | AKHETPEKC 20 | kancynu m'ski no 20 Mera Tainang Mera Tainang BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/16557/01/02
mr no 10 kancyn y ITandpcaneH IandpcaneHcis BUNYYEHHS OinbHULI, BignosiganeHoi 3a BUpobHuuyteo AdI - peuenmom
GnicTepi, no 3 ci3 Mabnik Mabnik KomnaHi Taizhou Hengfeng Pharmaceutical & Chemical CO., Ltd., Kutai;
Gnictepu B KomnaHi NimiTen 3MiHM | TUMY - BUNYYeHHS OinbHWLI, BignosiganeHoi 3a
KapTOHHiIl kopobui Nimiteq BMpoGHMUTBO ADI - Taizhou Hengfeng Pharmaceutical & Chemical
CO., Ltd., Kutan; 3minu |l Tuny - BBeAeHHA JOAATKOBOro
BUpo6Huka APl — Chongging Huapont Pharmaceutical Co., Ltd.,
Kutait; 3miHu |l Tuny - BBeAeHHst fogatkoBoro BupobHuka APl —
Chongging Huapont Pharmaceutical Co., Ltd., Kutawn
21. | AKTUNI3E® niodinisat ans BepiHrep HimeuumH BepiHrep HimeuunHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/2944/01/01
PO34nHy Ans IHrenbxanm a IHrenbxanm AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
iHdpysin no 50 mr; 1 IHTEepHeLHN Papma 'M6X i Ko. 3as9BHUKa (BracHUKa peecTpaLinHoro noceigvyeHHs) - 3miHa
dnakoH 3 m6X KIr afpecu 3asBHUKa

niodpinizatom y
KoMnnekTi 3 1
¢nakoHOM
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
pO34mnHHKKa (BoAa
ans iH'ekyin) no 50
MI1 Y KapTOHHIN
KopooGLi
22. | AKTPANIO® PO34MH AN iH'EKLN, A/T Hoso [aHis Bupo6Humk Danis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/17171/01/01
HM 100 MO/mn; no 3 mn Hopaick Hepo3adhacoBaHOro ®paHuis/ 3 AkocTi. A®I. [NpoekTHWIN NpocCTip Ta nicnspeecTpauiiHni peuenmom
®JIEKCNEH® y KapTpuaxi; no 1 nNpoayKTy, Bpasunis NPOTOKON yNpaBfiHHA 3MiHaMn. BnpoBamkeHHs 3MiH, Lo
KapTpuoxy y nepBUHHE nepenb6ayeHi y 3aTBepg)KeHOMy MPOTOKOIi ynpaBniHHSA 3MiHamMu
baraToao30Bin nakyBaHHs; (BNpoBamxeHHst 3MiHN A GionoriYyHoro/iMyHonoriYHoro
0[HOPAa30Bil KOHTPOIb AKOCTI nikapcbkoro 3acoby) - OHOBMEHHS MPOLIECY OYULLIEHHSI aKTUBOT
Lnpuvu-pyyui; no 1 NpoayKkTy B cybCcTaHuii MoACbKOro iHCymiHy (eTan 6-13) 3 MeTOH CNpPOLLEHHS
abo 5 wnpuy-pyyok nepBUHHOMY npoLecy Ta 3MeHLLEHHS BTPYyYaHHS MoACbKOro YMHHMKa
Y KApTOHHI Kopobui nakyBaHHi
(kapTpuaoxi
MeHdin®) Ta

BignoBiganbHUn
3a BUMYyCK cepii
roTOBOrO NPOAYKTY
(Pnexclen®): AIT
HoBo Hopaick,
[aHisi; BupobHuk
BignoBiganbHUn
3a 3bmpaHHs,
MapKyBaHHsi Ta
BTOPUHHE
nakyBaHHsi
roTOBOrO NPOAYKTY
(PrekclleH®);
KOHTPOrb AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®): AT
HoBo Hopaick,
OaHis; BupobHumk
Hepo3dacoBaHOro
npoaykTy,
nepBUHHE
nakyBaHHsi
(kapTpuaxi
MeHpin®);
30upaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
roTOBOro NPOAYKTY
(PnekcleH®): A/IT
HoBo Hopaick,
NaHis; BupobHuk
npoaykuii 3a
NMOBHUM LIMKITOM:
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

Hoso Hopaick
[MpoatokcboH
CAC, ®paHuis;
Brpo6Huk
Hepo3dacosaHoro
NPOAYKTY,
nepBuHHE
nakyBaHHS1;
KOHTPOrb SKOCTI
NnpoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaoxi
MeHpin®);
306UpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs!
roTOBOrO NPOAYKTY
(PrekclleH®);
KOHTPOrb SIKOCTI
roTOBOrO NPOAYKTY
(PrekclleH®):
Hoeo Hopgaick
Mpoaykao
dapmaceyTika o
Bpasink llTga.,
Bpasunis

23.

ANEKEH3A®

Kancynuv Teepgi no
150 wr, no 8 kancyn
TBEpAWX y bnictepi,
no 7 énictepiB y
KapTOHHIN nayui, no
4 naykn y KapTOHHIN
KopobLi

. XodppmaH
H-J1s Powwu
Nto

LLiseviuapi
A

BUNyckK cepii: P.
XohdpmaHH-I1a
Pouw Jlta,
LLiBeviLapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
BUNPOOYBaHHS
cTabinbHOCTI,
BUMYCK Cepii:
& . XopdpmaHH-J15
Pouw JTa,
LLiseviLapis;
BUNPOBYBaHHS
cTabinbHocTi
(mikpobionoriyHa
ynctota): d.
XodpdmaHH-T5
Pouw JTa,
LLisenuapisi;
BUMPOBYBaHHS

LLIseninapis/
ITanis/
Himeyuunna

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) -
OHOBMEHHA TEKCTY MapKyBaHHS yMakoBKU MikapcbKoro 3acoby 3

BHECEHHAM iHbopmMaLii LLoAo 3a3HaYEHHS OOUHML BUMIPIOBAHHS

y cucTeMi Sl. BBeaeHHs 3miH npoTsarom 6 micsuis nicns
3aTBEPOKEHHS

3a
peuerimom

UA/16997/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

cTabinbHOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Henbdapm
MinaHo, C.P.J1.,
ITanis;
BUNPOBYBaHHsI
KOHTPOSIO SKOCTI
(mikpobionoriyHa
uncroTa): Jlabop
J1C CE eHa Ko. KT,
HimeuumnHa;
BMNpPOOyBaHHS
KOHTPOSIO SKOCTI
(eTvnxnopua)):
EBOHiK
TekHonoaxi eHa
IHdpacTpykType
'm6X, HimeuunHa;
BUPOBHMLUTBO
Hepo3dacoBaHoi
npoayKuit,
BMNpPoOYBaHHs
KOHTPOMIO SIKOCTi:
Ekcenna M'mbX
eHa Ko. KT,
HimeyumHa

24.

ANEPIO3AH®

PO34MH OparnbHUiA,
0,5 mr/mn, no 120
MI B CKMsiHin abo
MET nnsawui; no 1
nnsawui 3 MipHUM
CTaKaH4MKOM i
[03YH4MM LLNPULIOM
Y KapTOHHIM nayui

AT
«Codpapmar

Bonrapis

BupobHuuTBO
Hepo3sdacoBaHol
npoaykuit,
nepBWHHa Ta
BTOPWHHA
ynakoBKa:

AT «Codcbapman,
Bonrapis;
[osgin Ha BMNyck
cepil:

AT «Codbapmay,
Bonrapis

Bonrapis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asiBHUKA (BNacHMKa peecTpaLinHoro NocBiAYeHHS) - 3MiHa
HaMEeHyBaHHS Ta apecy 3asiBHUKA aHrMiNCbKOK MOBO); 3MiHM |
TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo
agpecu Micus NPoBaMKEHHs AisnbHOCTI BUpOOHUKa/imMnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY Cepii
abo MicLe npoBeAeHHs1 KOHTPOIK SIKOCTI. (QiSNbHICTb, 3a sKY
BiAMOBiAae BUPOOHMK/IMMOPTEP, He BKITOYAKUM BUMYCK CEpil) -
3MiHa HanNMCcaHHA HaNMeHyBaHHS Ta afipecy MiCLsi MPOBaPKEHHS
fisnbHocTi BUpo6Huka 13 (BignosiganbHoro 3a BUpoGHULTBO
Hepo3dacoBaHoi NPOAYKLi, NTEPBUHHY Ta BTOPUHHY YNaKOBKY),
aHrnincpKo MoBo, 6e3 3MiHW Micust BUpOBHULITBA; 3MiHW | Tuny -
AaMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLsi NPOBaKEHHS AiNbHOCTI BUPOOHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKIHOYa4u AinbHULI BUNYCKy cepii abo mice
NpOBEAEHHS! KOHTPOIHO SIKOCTI. (QisNbHICTb, 3a SKy Bignosigae
BMPOBHWK/IMNOPTEP, BKIOYAOUM BUMYCK CEPIl) - 3MiHa HanMCaHHs
HaVMeHyBaHHs1 Ta agpecy MiCLA NMPOBaAXKEHHSI BisANIbHOCTI
BUpoGHuKa M3 (go3Bin Ha BMMNYCK cepii) aHrniicbkoo MoBoto, 6e3
3MiHM MicLsa BUPOBHMLTBA

6e3
peuenma

UA/17454/01/01




11

[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
25. | AlIbBEJNIA® Tabnetku no 400 wmr, TOB Ykpaina TOB «KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/14958/01/01
no 1 tabnetui y «KYCYM SAPM» wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3miHn) - | peuernmom
6nicTepi; no 1 abo DAPM» OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW fikapcbKoro 3acoby 3
no 3 6nictepn y BHECEHHAM iHdopMaLlii LLoAO 3a3Ha4YeHHSA OANHMLb BUMIPIOBaHHSA
KapTOHHIN ynakoBLi; y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM 6 MicsAuUiB 3 Aatu
no 3 tabnetkn y 3aTBEPKEHHST 3MiH
GnicTepi; no 1
Gnictepy y
KapTOHHIN ynakoBLij
26. | AMBPOJNIITUH® | cupon, 15 mr/5 mn AT Bonrapis Brpo6HuuTBO Bonrapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/12426/01/01
no 100 mny «Codapma» Hepo3dacoBaHoi AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu peuenma
cknsHoMy abo npoayKuir, 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4eHHs) - 3MiHa
nonietuneHtepedTa nepBuHHa Ta HaVMEeHyBaHHS Ta aApecu 3asiBHUKA aHrMiNCbKOK MOBOH); 3MiHM |
naTHomy nakoHi; BTOPUHHA TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHSA Ta/abo
no 1 dnakoHy 3 ynakoBka: agpecu Micus NpoBamMKeHHs OisnbHOCTI BUpobHUKa/imnopTepa
MipHUM AT «Codcpapman, roTOBOro MiKAPCLKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY Cepii
CTakaH4MKoM B Bonrapis; abo micLe npoBeAeHHs1 KOHTPOSIK AKOCTI. (QiANbHICTb, 3a AKY
KapTOHHIN nayui [osBsin Ha BMNyck BigMNoBigae BUpOOHMK/iMNoOpTep, BKNOYAKUM BUMYCK Cepilt) - 3MiHa
cepil: HanncaHHSA HalMeHyBaHHA Ta aapecu MicLsi MPOBaKEHHS
AT «Codcpapman, AisgnbHocTi BUpo6HuKa 13 (4o3Bin Ha BUMYyCK cepii) aHrminceKo
Bonrapis MOBO}0, 6€3 3MiHM Micust BUpOBHULITBA; 3MiHM | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
MiCLiAl NPOBaAXXEHHS QiANbHOCTI BUpOBHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKMoYak4u AinbHuULUI BUNycky cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOBHWK/IMNOPTEP, HE BKIOYauM BMMYCK Cepiii) - 3MiHa
HanucaHHsA HaliMeHyBaHHA Ta agpecu MicLsA NPOBaAXEHHS
AisnbHocTi BupobHuka 13 (BignosigansHOro 3a BUpo6GHMLITBO
Hepo3dacoBaHoi NPOAYKLi, NTEPBUHHY Ta BTOPUHHY YNaKOBKY),
aHrmMincbKor MoBOK, 6e3 3MiHM Micust BUpoGHMLTBA
27. | AMIFTPEH kancynu no 50 wmr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3MiHu | Tuny - 3MiHK 3a UA/6890/01/01
no 1 kancyniy "AcTpadapm "AcTtpacdapm" wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3miHa y peuenmom
6nicTepi; no 1 abo " KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
no 3, abo no 6 Ta iHCTPYKUiT ANA MeaNYHOro 3acToCyBaHHS Ha MiACcTaBi perynspHo
BnictepiB B kOpobUj OHOBIIOBAHOrO 3BiTy 3 O6e3neku nikapcbkoro 3acoby, abo
3 KapTOHY; no 6 focnimxeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
Kancyn y 6nictepi; nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
no 1 6nictepy B [ocnigpkeHb, NPOBEAEHMX BiAMNOBIAHO 4O MnaHy negiatpudHnx
KOpoOLi 3 KAPTOHY; pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
no 10 kancyn y YMOBHOB&>XEHUM OpPraHoM) - 3MiHN BHECEHO A0 IHCTPYKLii Ans
6nicTepi; no 1 MeLNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3Ainis:
Gnictepy B kopobui 3 "Mo6iuHi peakuii" BignoBigHO [0 OHOBREHOI iHhopMmalLlii 3 6e3nekn
KapTOHY 3aCTOCYBaHHS Ljit040i pe4OBUHU
28. | AMIFPEH kancynu no 100 wmr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiH1x maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/6891/01/01
no 1 kancyniy "AcTtpacdapm "AcTtpacdapm" wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3miHa y peuenmom

6nictepi; no 1 abo
no 3, abo no 6
GnicTepiB B KOpoOLi
3 KapTOHY; No 6

KOPOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUii NS MeQMYHOro 3aCToCyBaHHs Ha NigcTasi perynsipHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
JocrifpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B




12 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Kancyn y énictepi; nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT OUiHKK 3BITY 3
no 1 6nictepy B AOoCrifKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpudHnx
KopobLi 3 KapTOHY; pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3 KOMMETEHTHUM
no 10 kancyn y YNOBHOBAXEHNM OpraHoM) - 3MiHW BHECEHO A0 IHCTpyKUii Ans
6nictepi; no 1 MeaMYHOro 3acToCyBaHHsI NikapCbkoro 3acoby A0 po3Ainis:
6nictepy B kopobui 3 "Mo6ivHi peakuii" BigNoBigHO 4O OHOBMEHOI iHdopMaLlii 3 6e3neku
KapToHyY 3aCTOCYBaHHS [it040I pevOBUHM
29. | AMIIOOUMNIH- Tabnetkun no 5 mr/8 BAT YropwuHa TOB «I'epeoH Monbwa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/13159/01/03
NMEPUHOOMNPU mr no 10 TabneTok y «'epeoH PixTep MonbLa» 3MiHu 3 aKocTi. FoToBMIA nikapcbkuit 3aci6. CtabinbHicTb. 3MiHay | peuenmom
N-PIXTEP 6nictepi; no 3 Pixtep» TepmiHax npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro
Gnictepu B nikapcbkoro 3acoby (36inbLUeHHA TepMiHY NpMAATHOCTi FOTOBOTO
KapTOHHIN ynakoBLj nikapcbkoro 3acoby) - [1nst ToproBoi ynakoBku (NigTBepOXyeTbCs
AaHVMK pearnbHoro Yacy) 36inbLIeHHA TepMiHy NpMAaTHOCTI
roToBOro MikapcbKoro 3acoby Ha niAcTasi pesynbTaTiB
JocnimxkeHHs ctabinbHocTi. 3aTBepaxeHo: 2 (gBa) roga.
3anponoHoBaHo: 3 (Tpu) pokK. 3MiHN BHECEHI 0 IHCTPYKLUii Ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKkoro 3acoby y po3gin "TepMiH
npugatHocTi". 3MiHu | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsaay (iHwi 3miHn) 3MiHWM BHECeHi A0 iHCTPYKUIii Ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKkoro 3acoby y po3ain "lMobivHi
peakuii" BignoBigHoO 40 OHOBMEeHoI iHpopmalii 3 6e3nekn aitoyoi
pPEYOBUHM WoAO0 heHoMeHy PeitHo. 3MiHm | Tuny - 3miHu wopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3miHa y KOpOTKin
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
iHCTPYKLUIii AN MeAMYHOro 3aCTOCyBaHHSA Ha NiAcTaBi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
focnimxkeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NPOBEAEHNX BiAMNOBIAHO 40 MnaHy negiatpudHnx
pocnimkeHrb (PIP) (iHwi 3MiHK) 3MiHW BHeceHi 8o iHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y posainu
"®apmakornoriyHi BnactmeocTi" (Loao 6esneku),
"MpoTunokasaHHs", "B3aemopis 3 iHWMMK nikapcbkumm 3acobamm
Ta iHWi B1am B3aemogin”, "OcobnmBocTi 3actocyBaHHA", "Cnocio
3acTocyBaHHs Ta Ao3n" (wopo 6e3nekn), "MepenosyBaHHA",
"MobiyHi peakuii" 3BiaNoBigHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku
L0401 pevyoBUHU.
30. | AMIoguMNIH- Tabnetku no 10 mr/8 BAT YropwuHa TOB «I'epgeoH MNonbwa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/13159/01/02
NEPUHAOMPU | wmrno 10 Tabnetok y «lepeoH Pixtep MonbLua» 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay (iHwi peuenmom
N-PIXTEP Gnictepi; no 3 PixTep» 3MiHN) - 3MiHM BHECeHi Ao IHCTPYKUii ANS Mean4Horo

6nictepu B
KapTOHHIN ynakoBLj

3acTocyBaHHS nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BiAMOBIAHO 4O OHOBMEHOI iHhopMaLii 3 6e3neku Ait4oi pe4oBUHM
wono deHomeHy PenHo. 3MiHn | Tuny - 3MiHm Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y KOpOTKin
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS Ha NigcTaBi perynspHo
OHOBJIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sk pe3ynbTaT OUiHKM 3BITY 3
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

[ocnigpkeHb, NPOBeAEHNX BigNoBIAHO A0 NnaHy negiaTtpudHnx
pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHVNM opraHom) - 3MiHN BHECEHI A0 iHCTPYKLii Ans
MeAMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactueocTi" (Loao 6eaneku),
"MpoTunokasaHHs", "Baaemogis 3 iHWMMKM nikapcbkumm 3acobamm
Ta iHwWi Buau B3aemogin", "OcobnmeocTi 3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta 4o3un" (wopno 6eanekn), "Mepeno3yBaHHs",
"Mo6ivHi peakuii" 3BigNOBIgHO 4O OHOBMEHOI iHhopMmalii 3 6esnekn
Aitoyoi pevoBuHU. BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBepMKeHHA. 3MiHu | Tuny - 3MiHM 3 AKocTi. [0TOBMI Mikapcbkun
3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsa roToBOro Nikapcbkoro 3acoby (36inbLUeHHSA TepMiHY
NpVAATHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ins Toprosoi
ynakoBKu (NiATBEPAKYETECA AaHUMMN pearibHoro vacy) -
36iNbLUEHHST TEPMiIHY NPUAATHOCTI FOTOBOTO flikapcbKoro 3acoby 3
2 pokiB Ao 3 pokiB. 3MiHW BHECEHi A0 IHCTPYKUIT ANS Mean4Horo
3aCcTOCyBaHHsI Nikapcbkoro 3acoby y po3ain "TepmiH npugaTHocTi".
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA Nikapcbkuii 3acit. 3miHn y
BMPOGHMUTBI. 3MiHa po3Mipy cepii (BKMoYakoum gianaszoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHsA o 10 pasis
NOPIBHAHO i3 3aTBEPAXEHNM PO3MIPOM) - 3BiNbLUEHHS po3Mipy
cepii [M3: gns gosyBaHHs 10 mr/8 mr: 3 40 kr (100 000 TabneTok)
0o 200 kr (500 000 Tabnietok). 3aTBepmkeHo: no3yBaHHA 10 mr/8
mr 40 kr (100 000 TabneTtok). 3anponoHoBaHo: Ao3yBaHHs 10 mr/8
mr 40 kr (100 000 Tabnetok); 200 kr (500 000 TabneTok)

31.

AMNOAUNIH-
NEPUHOOMNPU
J-PIXTEP

Tabnetku no 5 mr/4
mr no 10 TabneTok y
6nicTepi; no 3
Gnictepu B
KapTOHHIl ynakoBuj

BAT
«"epneoH
PixTep»

YropwuHa

TOB «I'egeoH
Pixtep MonbLua»

MNonbwa

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
3MiHN) - 3MiHM BHeCeHi Ao IHCTPYKUii NS MeaM4Horo
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ain "Mobivni peakuii”
BiZNOBIOHO 1O OHOBMEHOI iHhopMaLlii 3 6e3neku aitoyoi pevyoBUHU
wono deHomeHy PenHo. 3MiHn | Tuny - 3MiHn Wwopao
6esnekn/edekTMBHOCTI Ta bapmakoHarnagy. 3miHa y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUii ANa MeAMYHOro 3aCTOCYBaHHS Ha NiacTaBi perynsapHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKA 3BITY 3
AOCrifpKeHb, MPOBEAEHUX BiAMOBIAHO A0 NnaHy neaiaTpuyHux
pocrnimpkeHb (PIP) (3MiHy y3rofxeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHVUM OpraHom) - 3MiHN BHECEHI [0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHSs NikapcbKoro 3acoby y posainu
"®apmakonorivHi BnactneocTi" (Loao 6eanekn),
"MpoTunokasaHHs", "B3aemopis 3 iHWMMK nikapcbkumm 3acobamu
Ta iHWi B1nam B3aemogin”, "OcobnumeocTi 3actocyBaHHS", "Cnocio
3acTocyBaHHs Ta Ao3n" (wopo 6e3neku), "MepenosyBaHHA",
"MobiuHi peakuii" 3BiaNoBigHO 40 OHOBMNEHOI iHbopMaLii 3 6e3neku
LitoY0i pevoBrHU. BBeeHHS 3MiH NpOoTSArom 6-Tv MicsiLiB nicnst

3a
peuernmom

UA/13159/01/01
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Ymoeu

Homep

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

eidnycky

peecmpauiliHo2o

noceid4yeHHs

3aTBepMkeHHs. 3MiHn | Tuny - 3MiHK 3 aKocTi. [oToBMI NikapcbKui
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI abo ymoBax
36epiraHHs roToBOro Nikapcbkoro 3acoby (36inbLIEHHs TEpMiHY
npuaaTHOCTI FOTOBOrO Nikapcbkoro 3acoby) - [ns Toprosoi
ynakoBKM (NiATBEPAKYETbCS AaHUMMW pearnbHOro Yacy) -
36inbLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOTO flikapcbKoro 3acoby 3
2 pokiB Ao 3 pokiB. 3MiHM BHECEHi A0 IHCTPYKUIT ANS Mean4Horo
3aCTOCyBaHHS nikapcbkoro 3acoby y po3ain "TepMiH npugaTHocTi".
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB Nicnst 3aTBEPAXKEHHS.
3Minu | Tvny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkui 3aci6. 3MiHK y
BMPOBHMUTBI. 3MiHa po3Mipy cepii (BKMoYaoym gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPAXEHNM PO3MIPOM) - 3BiNbLUEHHS po3Mipy
cepii ['113: ans gosysaHHs 5 mr/4 wmr: 3 20 kr (100 000 TabneTok)
80 200 kr (1 000 000 TabneTok); 3aTBEpPAXKEHO: A03yBaHHS 5 Mr/4
mr 20 kr (100 000 TabneTok). 3anponoHOBaHO: A03yBaHHA 5 Mr/4
mr 20 kr (100 000 Tabnetok); 200 kr (1 000 000 TabneTok)

3a

UA/13159/01/04

32.

AMITIOQUMIH-
NEPUHOOMNPU
JI-PIXTEP

Tabnetku no 10 mr/4
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B
KapTOHHIN ynakoBuj

BAT
«"epneoH
Pixtep»

YropwuHa

TOB «I'epeoH
Pixtep MonbLua»

MNonbLa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
3MiHN) - 3MiHM BHECEHi A0 IHCTPYKUIii AN Mean4Horo
3aCcTOCyBaHHsI Nikapcbkoro 3acoby y po3ain "Mobivni peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLii 3 6e3neku aitoyvoi pevyoBUHN
wono deHomery PenHo. 3MiHn | Tuny - 3MiHn wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3miHa y KOpoTKin
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHS Ha NiAcTaBsi perynspHo
OHOBINIOBaHOIO 3BiTY 3 6e3neku nikapcebkoro 3acoby, abo
pocnigpkeHb 3 6e3nekun 3acTocyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
pocnigpkeHb, NpoBeAeHNX BigNoBigHO A0 NnaHy negiaTpudHnx
pocnimkerb (PIP) (iHwi 3MiHK) - 3MiHWM BHeCeHi [0 IHCTpyKUii Ans
MeAMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y posainu
"®apmakornoriyHi BnactmeocTi" (Loao 6e3neku),
"MpoTunokasaHHs", "B3aemogis 3 iHWMMKM nikapcbkumm 3acobamm
Ta iHWi B1am B3aemogin”, "OcobnmeocTi 3actocyBaHHs", "Cnocib
3acTocyBaHHsi Ta Ao3n" (Lwopo 6e3neku), "MepenosyBaHHs",
"Mo6ivHi peakuii" 3BiaNOBIOHO 0O OHOBMEHOI iHpopMmaLlii 3 6e3neku
aitoyoi pevoBuHU. 3MiHn | Tuny - 3MiHK 3 sikocTi. [oTOBMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 306epiraHHsi rOTOBOrO fikapcbKoro 3acoby
(36inbLUEHHS TepMiHY NPUAATHOCTI FOTOBOTO fikapcbKoro 3acoby) -
[ns ToproBoi ynakoBku (NigTBEPOKYETLCA AAHUMU pearnbHOro
Yacy) - 36inblUeHHs1 TepMiHY NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby 3 2 pokiB A0 3 pokiB. 3MiHN BHECEHi [0 iIHCTPYKLii Ans
ME[IMYHOro 3aCTOCYBaHHs nikapcbkoro 3acoby y po3ain "TepMiH
npuaaTtHocTi". 3miHu | Tuny - 3miHK 3 sKkocTi. [O0TOBMI NikapcbKWi
3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa po3mipy cepii (Bkrtoyar4m
fianasoH po3mipy cepii) rotToBoro nikapcbkoro 3acoby

peuernmom

(36inbLieHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXXEHUM PO3MIpPOM) -
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
36inbLueHHs po3mipy cepii M3 ans nosysaHHs 10 mr/4 mr 3 40 kr
(100 000 TabneTtok) ao 200 kr (500 000 TabneTok). 3aTBEPAKEHO:
40 kr (100 000 TabneTtok). 3anponoHoBaHo: 40 kr (100 000
TabneTok); 200 kr (500 000 TabneTok)
33. | AMioguniHy NOPOLLIOK leTepo IHgis [eTepo [par3 IHgis BHECEHHS 3MiH IO peecTpaLiiHix maTepianis: 3miHu |l Tuny - - UA/15877/01/01
BECUNAT (cybeTaHuis) y [Opar3 Timiteg nogaHo oHosneHwn DMF Ha cybeTaHuito amnogunivy becunaty
NnoABIMHNX Jlimiteq (3anponoHoBaHo: Amlodipine Besilate AP[EM] 21 May, 2019) i3
nonieTuneHoBmnx 3MiHaMm po3mMipy cepii (3anponoHoBaHo: 102 + 3 kr abo 510 + 15
naketax ans Kr), ymoB 36epiraHHsi (3anponoHoBaHo: 36epirati y LWiflbHO
dapmaLeBTU4HOro 3aKpUTUX KOHTEerHepax npu Temnepatypi He Buule 25 °C) Ta
3acToCyBaHHsA PO3Mipy ynakoBKu (3anponoHOBaHO: TUMOBWI PO3Mip yNakoBku 25
kr abo 40 Kkr y KoHTenHepi)
34. | AHTUTPUMIH Tabnetku wunydi; no | TOB "bayw Ykpaina Hatyp MNpoaykr Monbwa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK bes UA/7235/02/01
10 TabneTtok y Xenc" dapma Cn. 3 0. 0. wopno 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenma
nnacTUKOBOMY 3MiHW [0 y3aranbHeHUX AaHnX Npo cucteMy dapmakoHarnagy
neHani; no 1 neHany (BBEAEHHS y3aranbHEHUX AaHUX PO cUcTemy dapmakoHarnsaay,
B KapTOHHIN nayui 3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a 34iCHEHHS
abo nayui-koHBepTi hapmakoHarnsigy; KOHTakTHOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
3 NPUCTOCYBaHHAM ANs 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
AN NigBiLLyBaHHS; Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
no 6 Tabnetok y dapmakoHarnsgy (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
cTpwvni; no 1 abo 5 pO3MiLLieHHI MacTep-hanna cuctemn papmakoHarnsaay) - amiHa
CTPUNIB Y KapTOHHIN yMNoBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
nayui hapmakoHarnsg.
lMponoHoBaHna pepakuia: bapmiHa MNaHHa OnekcangpisHa. 3MiHa
KOHTaKTHWUX AaHWNX YNOBHOBAXXEHOT 0CObY 3asBHYKa,
BigMNoOBiganbHoi 3a hapmakoHarnsg. 3miHa Homepa macTep-
darna cuctemu papmakoHarnsgy
35. | AHTUTPUMIH Tabnetku wmnyui 3i TOB "bayw YkpaiHa Hatyp Mpogykt Monbwa BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn Ges UA/8804/01/01
CMaKoMm Xenc" ®apma Cn. 3 0.0. wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenma
rpenndpyTy; no 10 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnagy
TabneTok y (BBEAEHHA Y3aranbHEeHUX AaHWX Npo cuctemy papmakoHarnsay,
nNnacTUKoBOMy 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3AiNCHEHHS
neHani; no 1 neHany dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asBHUKa
B KAPTOHHIM nayui Ons 34icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
abo nayui-koHBepTi Bil ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
3 NPUCTOCYBaHHAM dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
ONs NigBilLyBaHHS; po3MilLieHHi MacTep-hanna cuctemm papmakoHarnsay) - aMmiHa
no 6 Tabnetok y yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
ctpwvni; no 1 abo 5 dapmakoHarmsg,.
CTPUNIB Y KapTOHHIN MponoHoBaHa pepakuis: bapmiHa MaHHa OnekcaHgpisHa. 3MiHa
nauui KOHTaKTHWX A@HNX YNOBHOBAXEHOT 0CcObU 3asiBHYKa,
BiAMoOBiAanbHOi 3a apmakoHarnsg. 3miHa Homepa macTep-
hanna cuctemy hapmakoHarnsgy
36. | AHTUIPUMIH Tabnetku Lwmnyvi 3i TOB "bayw YkpaiHa Hatyp Mpogykr MonbLa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn bes UA/8803/01/01




16

[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
CMaKoM MarvHu; no Xenc" dapma Cn. 3 0. 0. wopno 6e3neku/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenma
10 Tabnetok y 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
NnacTUKOBOMY (BBEAEHHA Y3aranbHEHUX AaHNX Npo cucteMy hapmakoHarnagy,
neHani; no 1 neHany 3MiHa YNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3AiIMCHEHHS
B KAPTOHHI nayui hapmakoHarnsiay; KOHTakTHoOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa
abo nayui-koHBepTi Ons 34iMCHeHHs hapmakoHarnsgy B YKpaiHi, SIKLO BOHa BigMiHHa
3 MPUCTOCYBaHHAM Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
ANs NiaBiLLlyBaHHS; hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
no 6 tabnetok y po3MmilLieHHi macTep-hanna cuctemm papmakoHarnsay) - aMmiHa
ctpuni; no 1 abo 5 YMNOBHOBaXeHOI 0cobu 3asiBHMKA, BiANOBiganbHOI 3a
CTPVNIB Y KAPTOHHIW dapmakoHarmsa.
navui MponoHoBaHa peaakuis: bapmiHa MNaHHa OnekcangpieHa. 3MiHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BiAMOBiAanbHOI 3a apmakoHarnsg. 3mMiHa Homepa macTep-
hanna cuctemy papmakoHarnsgy
37. | AHTUTPUMIH TabneTku wnnyui TOB "bayw Ykpaina Hatyp MNpopaykT Monbwa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK bes UA/7235/01/01
ansa giten; no 10 Xenc" dapma Cn. 3 0. 0. wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeenenHs abo | peyenma
TabneTok y 3MiHW [0 y3aranbHeHUX AaHnX Npo cucteMy dapmakoHarnagy
nnacTnKoBoMy (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
neHani; no 1 neHany 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
B KapTOHHIN nayui hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
abo nayui-koHBepTi ANs 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
3 MPUCTOCYBaHHAM BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIiganbHOI 3a 34iCHEHHS
ONs NigBilLyBaHHS; dapmakoHarnsay (BKoYaryn KOHTaKTHI faHi) Ta/abo 3miHu y
no 6 Tabnetoky po3MiLLeHHi MacTep-channa cuctemn chapmakoHarnsgy) - aMmiHa
ctpuni; no 1 abo 5 YNOBHOBaXEHOT 0cobU 3asiBHKKA, BignoBigansHoi 3a
CTPUNIB Y KapTOHHIN hapmakoHarnsg.
navui lMponoHoBaHna pepakuia: bapmiHa MNaHHa OnekcangpisHa. 3MiHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0CObM 3asiBHMKA,
BigNoBiganbHoi 3a hapmakoHarnsg. 3miHa Homepa macTep-
darna cuctemn dpapmakoHarnsgy
38. | AHTUDNY® NopOoLLOK Ans TOB YkpaiHa KoHTpakT CLLIA BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu |l Tuny - bes UA/8974/01/01
Kiac 0parnbHOro Po34uHYy; "BANEP" dPapmakan 3MiHKW Wwopo 6esnekn/edekTBHOCTI Ta hapmakoHarnsagy. 3MiHM Yy | peuenma
no 12 r nopoLuky y KopnopeiLuH, KOPOTKi/ XapaKTepuCTULi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
nakeTi 3 nanepy, CLA Ta iHCTPYKLii ANs MeanYHOro 3acToCyBaHHS y 3B’S13KY i3 HOBUMM
namiHoBaHoro (BMpPOGHMLTBO in OaHUMN 3 SKOCTI, AOKMIHIYHUMM, KIiHIYHUMX AaHUMK Ta JaHUMK 3
arnoMiHieBoro bulk); KoHTpakTt dapmakoHarnsay - 3MiHM BHECEHO [0 iHCTPYKLUiT AnA Mean4Horo
cdonbrow Ta dapmakan 3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao po3sginy "OcobnueocTi
nonieTuneHom; no 5 Kopnope#LuH, 3acTOCyBaHHs" Ta KOPOTKOI XapaKTEPUCTMKM MikapcbKoro 3acoby
nakeTiB B KAPTOHHIN CLUA (nepBuHHa o po3giny "4.5. OcobnuBi 3acTepexeHHs Ta 3anobixkHi 3axoamn
Kopobui Ta BTOPUHHA npu 3acTtocyBaHHi". BBeeHHS 3MiH NpoTarom 6 micauis nicns
ynakoBka, 3aTBEPOKEHHS
KOHTPOMNb SKOCTI,
[03BiN Ha BUMYCK
cepii)
39. | ANIBAPTPOH® | ma3b no 20 r abo no Maccayep HimeyumH Bunyck cepii: HimeuumHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu bes UA/8595/01/01




17 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
30r,abono 50T, dapma a Maccayep ®apma wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHu) - peuenma
abo no 100 r y Ty6i; mM6X MM6X, HimeuunHa; Buny4eHHs 3 iHCTPYKUiT ANS MEeAMYHOro 3aCTOCYyBaHHS Ta TEKCTY
no 1 Ty6i B Bupo6bHMUTBO in MapKyBaHHS1 yMakoBKM fikapcbkoro 3acoby iHdopmadii npo
KapTOHHiI kopobui bulk, nepsuHHe 3asBHUKa. BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
nakyBaHHs, 3aTBEPKEHHS
BTOPVHHE
nakyBaHHs1,
KOHTPOMb SKOCTI:
TNixTeHxenbar
MmM6X
dapmaueBTUyHa
tabpuka,
HimeyvdmHa
40. | APIC NOPOLLIOK ANA CaH IHAis CaH IHAaisa BHECEHHS 3MiH [0 peecTpauiiHixX maTtepianis: BUNpPaBIieHHs 3a UA/12235/01/01
PO34nHYy Ans dapmacbloT dapmacbloTukan TexHiYHOT NoMUIkn y TeKCTi MapKyBaHHS nepBUHHOI ynakosku J13; | peuenmom
iHy3in no 500 wr; 1 mkan IHpacTpis Jliviten SAMNPOINMOHOBAHO: 2. KinbkKicTb 4ito40i pe40BUHU
(NaKkoH 3 MOPOLLKOM IHAacTpi3 MeponeHnem 500 mr (mg) 1 dnakoH MICTUTL: MeponeHemy
B KOpo6Uji Timiteq TpurigpaTy, ekBiBaneHTHo meponeHemy 500 mr (mg). 3a3HayeHe
BWMpaBIIEHHS BiAMNOBiAae apXiBHUM maTtepianam peectpauiiHoro
[OCbE
41. | APTPO-TPAH rpaHynu, no 10 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 6es UA/8451/01/01
neHani, no 1 neHany "HauioHarnb "HauioHanbHa wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeenenHs abo | peyenma
B NauvLi 3 KAPTOHY; Ha lomeonaTnyHa 3MiHW [0 y3aranbHeHUX AaHnX Npo cucteMy dapmakoHarnagy
no 10 r y conakoHi 3 [omeonaTtny Cninka" (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTeMy chapmMakoHarnsay,
KPULLIKOHO, No 1 Ha Cninka" 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
PNaKoHy 3 KPULLIKOIO hapmakoHarnsay; KOHTaKkTHOT ocobu 3 hapmakoHarnsay 3asBHUKa
B MayLi 3 KapTOHY Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
BiJ, YNOBHOBaXXEHOT 0CO0U, BiANOBIgaNbHOI 3a 34iMCHEHHS
dapmakoHarnsgy (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-haina cuctemm papmakoHarnsgy) - amiHa
KOHTaKTHMX JAHWX YNOBHOBAXXEHOI 0COOM 3asBHMKA,
BiAnoBiganbHoI 3a 34iCHeHeHs hapmakoHarnsgy
42. | ACUBPOKC Tabnetku wunydino | POTADPAPM Benuka PapmaEcTika EctoHis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu bes UA/14270/01/02
600 mr; no 12 NIMITEQ Bputanis MaHyakTypiHr woao 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHm) - peuenma
TabneTok y neHani; (PapmaEcTika OHOBIEHHS TEKCTY MapKyBaHHS yrakoBKuW Nikapcbkoro 3acoby 3
no 1 neHany B MaHydakTypiHr BHECEHHAM iHpopmaLii LLoAo 3a3HaYeHHs OOUHULB BUMIPIOBAHHS
KapTOHHiI kopoOLyj; TOB) y cuctemi Sl. TepmiH BBeAEHHS 3MiH MPOTAroM 3 MicAuUiB micns
no 2 tabnetkn y 3aTBEPOKEHHS
ctpwuni; no 5 a6o 10
CTPVNIB Y KAPTOHHIW
KopoO6Li
43. | ACUBPOKC Tabnetku wunydino | POTADAPM Benuka dapmaEcTika EctoHisi BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3MiHu | Tuny - 3MiHu be3 UA/14270/01/01
200 wr; no 24 JIMITEQ BpuTaHis MaHydakTypiHr oo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHu)- peuenma
TabneTku y neHani; (PapmaEcTika OHOBIEHHS TEKCTY MapKyBaHHS yrakoBKW NikapcbKoro 3acoby 3
no 1 neHany B MaHydakTypiHr BHECEHHAM iHpopmaLii LLoAo 3a3HaYeHHS OOUHULB BUMIPIOBAHHS
KapTOHHiI kopobuyj; TOB) y cuctemi Sl. TepmiH BBeAEHHS 3MiH MpoTAroM 3 MicsauiB nicnsi




18 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
no 2 tabnetku y 3aTBEPKEHHS
cTpuni; no 5 aéo 10
CTPUNIB Y KaPTOHHIN
KopooGLi
44. | ACNAPKAM Tabnetkn, no 50 NAT YkpaiHa NAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn bes UA/4509/01/01
Tabnetok y "Tanuudap 3 AKOCTi. [oTOBMIA NikapcbkMin 3aci6. KOHTponb AONOMiIXKHMX peuyenma
6nictepax; no 50 m" peyoBuH. 3miHa napameTpiB cneundikaLin Ta/abo gonycTummx
Tabnetok y 6nictepi; MeX AN ONOMIXKHOT pevyoBUHY - MNprBeaeHHst cnewuudikadii Ta
no 1 Gnictepy B MeTOoZiB KOHTPOIO Ha JOMOMiXHY peyoBuHY nonicopbaTt-80 y
navui BiAMNOBIAHICTL A0 MoHorpadii 0428 €sp.Papm. Ha Polysorbate 80;
CynyTHS 3MiHa - 3MiHuM 3 AKoCTi. [0TOBWUIA Nikapcbkuii 3acio.
KoHTponbk gonomikHUx pevoBuH. 3miHa y meToAax BUNpobyBaHHSA
[OMOMIXKHOI peqoBUHU (iHLWi 3MiHW Y MeTofax BUNpobyBaHHs
(Bkrroyatoum 3amiHy abo gogaBaHHs))
45. | ATOBAKC® TabneTkn, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/18049/01/01
NniBKOBOKO "KYCYM PAPM" wopno 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay (iHwWi 3miHun) - | peuenmom
obornoHkoto, no 400 DAPM" OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW MikapcbKoro 3acoby 3
mr; no 10 TabneTtok BHECEHHAM iHdopMaLii Woao 3a3Ha4YeHHSA OAMHULb BUMIPIOBaHHSA
y bnictepi; no 1 abo y cuctemi Sl. BHeceHHs 3miH go posainy “MapkysanHs” MKA J13:
no 10 GnictepiB y 3aTtBepaxeHo: MAPKYBAHHA VY BignosigHocTi 4o 3aTBEpAKEHOro
KapTOHHI ynakoBLi; TEKCTY MapKyBaHHS, Sk 40AaeTbCs. 3anponoHOBaHO:
no 5 tabnetok y MAPKYBAHHA 3rigHo i3 3aTBEpAXeHM TEKCTOM MapKyBaHHS
Gnictepi; no 1 TepmiH BBEAEHHA 3MiH: NPOTAroM 6 MicsuUiB 3 AaTh 3aTBEPAKEHHA
Gnictepy y
KapTOHHIl ynakoBLj;
no 7 tabnetok y
6nictep; no 1
Gnictepy y
KapTOHHIN ynakoBLj
46. | AUMKNOBIP- Tabnetku no 200 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/0991/01/01
OAPHUUA no 10 tabnetok y "®apmaueBT "®apmaueBTUYHa 3 akocTi. F0TOBMIA NikapCbkuMi 3aci6. 3MiHM y BUpOOHMLTBI. 3MiHa | peyenmom
KOHTYPHI nyHa cipma cipma "OapHuus” po3mipy cepii (Bkntoyaoum giana3oH po3Mipy cepii) roToBoro
YapyHKOBIN "OapHuus” nikapcbkoro 3acoby (36inbweHHs Ao 10 pasiB NopiBHSHO i3
ynakoBLi; no 2 3aTBEpAKEHM pO3MipOM) - BBEAEHHS 40AATKOBOro po3Mipy cepii.
KOHTYpPHi YapyHKOBI 3anponoHosaHo: 60,00 kr (12,5 Tuc. yn.); 360,00 kr (75,0 Tuc. yn.);
yrNaKkoBKW B nayui 3MiHM | TURy - 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHM y NpoLieci BUPOBHULITBA rOTOBOTO NiKapCbKOro
3aco0y, BKNoYaoumn NpoMiDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS Npu
BMPOOHMLTBI rOTOBOrO fikapcbKoro 3acoby (HeaHayHa 3MiHa y
npoteci BUPO6GHMLTBA) - BHECEHHS 3MiH 0 po3ainy 3.2.P.3.3.
Onunc BUpoBHMYOro npoLiecy Ta KOHTPOIIo NpoLecy, 30KpemMa: Ha
Cragisix 1, 2, 4 - KOPEKTHE 3a3HAYEHHS! HAa3B PEYOBUH, YTOYHEHHS
Ha3B onepawin TEXHOMOMYHOro NPoLEeCcy Ta BHECEHHS! HE3HAUHUX
peaakuinHMX npaBok
47. | AUL® 100 TabneTku Wwmnydi no CaHpos CnoBeHis Cantotac ®apma HimeuumnHa/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - be3 UA/8272/01/01
100 mr no 20 dapmacbioTi 'm6X, HimeuunHa ABcTpis OHOBIEHHA cepTudikaTty BiANOBIAHOCTI €Bponencekii papmakonei | peyenma
Tabnetok y Ty6i; no Kans3 g.a. (Bunyck cepii); Ne R1-CEP 1996-002-Rev 05 ans gito4oi pe4oBuHu
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
1 Ty6i B KAPTOHHIN Xepwmec aueTunuucTeiHy Bif BXe 3aTBepakeHoro BupobHuka (Moehs
KopoOoLi ApuHanmiTTens Catalana S.L., IcnaHisi)
'm6X, HimeuunHa
(anbTepHaTUBHUIA
BUPOGHMK in bulk,
nakyBaHHs1);
Xepmec ®apma
lec.m.6.X.,
ABcCTpis
(BMPOBHMLTBO in
bulk, nakyBaHHs1)
48. | AULU® 200 TabneTku Wwmnydi no Canpos CnoBeHis Cantotac ®apma Himeyuunna/ BHECEHHS 3MiH A0 peecTpauinHnux matepianis: 3miHu | Tuny - 6e3 UA/8272/01/02
200 wr, no 20 dapmacbioTi 'm6X, HimevunHa AscTpis OHOBIeHHA cepTudikaTty BiANOBIAHOCTI €Bponenceki dapmakonei | peyenma
Tabnetok y Ty6i; no Kans a.4. (Bunyck cepii); Ne R1-CEP 1996-002-Rev 05 ans gito4oi pevoBunHn
1 1y6i y KapTOHHIN Xepmec aueTunuucTeiHy Bia Bxe 3aTBepaxeHoro BupobHuka (Moehs
kopobui; no 1 ApuHanmiTTenb Catalana S.L., IcnaHist)
Tabnetui y cawe; no 'M6X, HimeuunHa
20 cawey (anbTepHaTUBHUIA
KapTOHHiIN kopoOLi BUPOGHMK in bulk,
naKkyBaHHs);
Xepmec ®apma
lec.m.6.X.,
ABCTpis
(BMpPOGHMLTBO in
bulk, nakyBaHHs)
49. | BEPNINPUN® Tabnetku no 20 mr BEPIIH- HimeuumH MakyBaHHs: HimeuunHa | BHeCeHHs 3MiH 4O peecTpaliiHMX MaTepianis: 3MiHu | TUny - 3MiHu 3a UA/7553/01/02
20 no 10 Tabnetok y XEMI Al a MeHnapiHi-®oH wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y peuenmom

Gnictepi, no 3
Gnictepn y
KapTOHHiI kopobuyi

XevipeH M'm6X,
HimeuumHa;
Bupo6HuuTBO "in
bulk" Ta koHTPONb
cepint:
BEPJIIH-XEMI ATl,
HimeuuuHa;
MakyBaHHs,
KOHTpOMb Ta
BUWMYCK Cepilt:
BEPJIIH-XEMI AT,
Himeyumna

KOPOTKili XapakTepucTuL NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKUiT NS MeAMYHOro 3acToCyBaHHs Ha NigcTasi perynsipHo
OHOBINIOBAHOIO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku 3acTocyBaHHSA NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigpkeHb, NpoBeAeHNX BigNoBigHO A0 NnaHy negiaTpudHnx
pocnigpkenb (PIP) (iHwi 3miHK) - 3MiHM BHeceHo B [HCTpyKLUito Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3Ainis
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta iHLWi BUau
B3aemogin", "OcobnumsocTi 3actocyBaHHs", "MobiuHi peakuii”
BiNOBIQHO O OHOBMEHOI iHhopmaLii 3 6eaneku aitoyoi Ta
AOMOMIKHUX PEYOBUH.

BBeneHHs 3MiH NpoTArom 6-Tv MicALiB Micnsi 3aTBEPOXKEHHS;
3miHu | Trny - 3miHn wopo 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLli nikapcbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLUii AN MEAUYHOro
3acToCyBaHHS Ha MiAcTaBi perynspHO OHOBIIOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B micnspeecTpauiiiii nepioga,
abo sk pe3ynbTaT OUiHKM 3BIiTY 3 AOCNIAKEHb, NPOBEAEHNX
BiQMNOBIAHO A0 NnaHy negiaTpuyHmx gocnigxeHs (PIP) (3MiHy
Y3rO[DKEHO 3 KOMMETEHTHVUM YMOBHOBaXXEHWM OpraHoMm) - 3MiHu




20 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BHECEHO B |HCTPYKLIit0 ANA MEANYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby go posginis "lMpoTunokasaHHs", "Baaemogaisi 3 iHWnMmn
nikapcbkumm 3acobamm Ta iHWi Bugm B3aemogin”, "OcobnmsocTi
3acTocyBaHHA" BiANOBIAHO A0 OHOBMEHOI iHhopMaLii 3 6e3neku
Lito401 pevyoBUHM.
BBefeHHs 3MiH NpoTArom 6-Tu MicsLiB Micnsi 3aTBEPAKEHHS
50. | BIOBEH PO34MH ANS iHMDY3in TOB Ykpaina TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3minu | Tuny - 3a UA/14526/01/01
MOHO® 5%; no 25 mn, 50 mn | "BIO®PAPMA MNA3MA", npuBeAeHHs! Ha3BM Ailo40i PeYOBMHM Y BiANOBIAHICTb A0 peuenmom
abo 100 mny MNA3MA" YkpaiHa OdY/Eur.Ph. 3anponoHoBaHo: IMyHornobyniH noguHn
nnsawwyi abo (BMPOBHMLTBO, HopMmanbHUiA. 3MiHM BHOCATLCA A0 po3ainy "Cknag"
dnakoHi; no 1 nepBuHHe peecTpauinHoro nocsig4eHHs, MKA, iHCTpykuii Ana megnyHoro
nnawui abo nakyBaHHs1); TOB 3aCTOCYBaHHsI NiKapCbKoro 3acoby, KOPOTKOI XapakTepUCTUKK,
dnakoHy y nayui 3 "BIOPAPMA TEKCTY MapKyBaHHS; 3MiHU | TUNY - 3BY)XEHHS JOMYCTUMUX MEX 3a
KapTOHY MNA3MA", nokasHukom sikocTi "BmicT IgA". 3anponoHosaHo: He 6GinbLue 25
YkpaiHa MKr/mn. 3MiHM BHOCSITbCS o po3giny "Cknag" peectpauinHoro
(BUpOBHMLTBO, noceigyeHHsl, MKA, iHCTpyKUii ANst MeguyHoro 3acTocyBaHHs
nepBuHHE Ta niKkapcbKoro 3acoby, KOPOTKOI XapakTePUCTUKN, TEKCTY
BTOPUHHE MapKyBaHHS; 3MiHW | TUNY - NPUBEAEHHSA KpUTEPIiB NPUNHATHOCTI
nakyBaHHs1, BUMYCK 3a nokasHuKamu skocTi "laeHTudikauis”, "AktnesaTop
cepii); TOB npekanikpeiny", "MexaHiyHi BkntoyeHHs" "Cknag, 6inkis" y
"BIODAPMA BiOMOBIAHICTb A0 BUMOT Aitovoro BuaaHHsA OOY/E®; aminm | Tuny -
MNA3MA", He3HayHi 3MiHM y MeToauLi BUNpobyBaHHA 3@ MOKa3HUKaMM SKOCTI
YkpaiHa "BakTepianbHi eHgoTokcuHK", "AHTK-D aHTuTina", "AHTHTINAG 0O
(KOHTpOMb sIKOCTI) HBsAg", "AHTK-A Ta aHTK-B remarnioTuHiHn", "Po3nogin monekyn
3a po3Mipom"; 3miHM | TUMy - He3Ha4yHa 3MiHa B MeTOAUL
BMNPoOyBaHHS: 3MiHa 6apBHWKa AN NPOSBEHHS
enekTpodoperpam 3a nokasHukoM sikocTi "Cknag 6inkis"; amiHu |
TUMNY - 3aMiHa NoKasHuKa sIKOCTi AHTUTINAa A0 Bipycy KOpy Ha
NoKasHWK AKoCTi AHTUTINa 40 Bipycy renatuty A 3 BignoBigHUM
MeTOoAOM BUNpobyBaHHSA. 3anponoHoBaHo: AHTUTINa A0 Bipycy
renatuty A - He meHwwe 50 MO/r imyHornobyniHy; 3miHm | Tuny -
BUMYYEHHS BU3HAYEHHS 3aranbHOro Ginky 6iypeToBMmM MeToaom
OOY/Eur.Ph. 2.5.33, meTtoga 5; 3miHu | Tuny - OHOBNEHHS
npouenypv BUNpobyBaHHA 3a MOKA3HWMKOM SIKOCTi
«AHTVKOMMIEMEHTapHa aKTUBHICTbY» ANA NPUBEOEHHS Y
BiANOBIAHICTb A0 cTaTTi 2.6.17 AdOY/ED.
51. | BIOBEH PO34MH ANS iHDY3in TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/14527/01/01
MOHO® 5%, in bulk: no 25 "BIO®PAPMA MNA3MA", NPVIBEAEHHS Ha3BM Lil040i Pe4YOBMHM Y BiANOBIAHICTL A0
Mn y nnswyi aéo MNA3MA" YkpaiHa OdY/Eur.Ph. 3anponoHoBaHo: IMyHornobyniH noguHu
dnakoHi; no 96 (BMpOOHMLTBO, HOpMarbHUIA. 3MiHM BHOCATLCA 40 po3ainy "Cknag"
nnswok abo nepBuUHHE peecTpauinHoro nocsig4eHHs, MKA, iHCTpykuii Ans megunyHoro
rakoHiB y rpynosiu nakyBaHHs1); TOB 3aCTOCYBaHHsI NiKapCbKOro 3acoby, KOPOTKOT XapaKTEPUCTUKM,
Tapi; in bulk: no 50 "BIOPAPMA TEKCTY MapKyBaHHS; 3MiHU | TUNy - 3BY)XXEHHS JOMYCTUMUX MEX 3a
M y nnsawui abo MNA3MA", nokasHukom sikocTi "BmicT IgA". 3anponoHoBaHo: He GinbLue 25
dnakoHi; no 56 YkpaiHa MKr/mn. 3MiHM BHOCSITbCS o po3giny "Cknag" peectpauiiHoro
nnswok abo (BMpPOOHMLTBO, noceigyeHHsl, MKA, iHCTpyKUii Ans MeguyHoro 3acTocyBaHHs
dnakoHiB y rpynosiv nepBuHHe Ta nikapcbkoro 3acoby, KOPOTKOI XapaKTepUCTVKK, TEKCTY
Tapi BTOPUHHE MapKyBaHHS; 3MiHW | TUNy - NpUBEAEHHS KpUTEPIiiB NPUNHATHOCTI

NaKyBaHHA, BUMYCK

3a nokasHukamu skocTi "laeHTndikauis”, "AkTuBaTop
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
cepii); TOB npekanikpeiy", "MexaHiuHi BkntoyeHHs" "Cknag, 6inkis" y
"BIOPAPMA BiANOBIHICTb 4O BUMOTr Aito4oro BuaaHHa OOY/ED; 3amiHm | Tuny -
MNA3MA", He3HayHi 3MiHM y MeToauLi BUNpobyBaHHSA 3a NoKa3HUKaMM SKOCTI
YkpaiHa "BakTepianbHi eHgoTokcuHK", "AHTK-D aHTuTtina", "AHTHTING OO
(koHTpOMb AKOCTI) HBsAg", "AHTK-A Ta aHTu-B remarniotuHiHn", "Po3noain monekyn
3a po3Mipom"; 3MiHW | TUNy - He3Ha4yHa 3MiHa B MeToamL
BMNPOOYBaHHS: 3MiHa 6apBHWKa AN NPOSIBIEHHS
enekTpodoperpam 3a nokasHukom sikocTi "Cknag 6inkis"; amiHm |
TUNY - 3aMiHa NoKasHWKa SKOCTi AHTUTINa Ao Bipycy KOpy Ha
noKasHuK AKocTi AHTUTINa 4O Bipycy renatuty A 3 BignosigHNM
MeToAoM BUMpobyBaHHA. 3anpornoHoBaHo: AHTUTING A0 BipyCy
renatuty A - He meHwwe 50 MO/r imyHornobyniHy; amiHu | Tuny -
BUMYYEHHS BU3HAYEHHS 3aranbHOro Ginky 6iypeToBMM MeToaom
O®Y/Eur.Ph. 2.5.33, meToza 5; 3miHu | TUNY - OHOBMNEHHSI
npoueaypu BUNpobyBaHHA 3a MOKa3HUKOM SIKOCTi
«AHTVKOMMMEMEHTapHa aKTUBHICTbY» AN NPUBEOEHHS Y
BiANOBIAHICTL A0 cTaTTi 2.6.17 OOY/ED.
52. | BICENTON 480 | koHuUeHTpaT Aans BapluaBcbku Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: BUNpaBleHo 3a UA/3795/01/01
NPUroTyBaHHSA n dhapmaLleBTU4HNIA TEXHiIYHY MOMWIIKY Y TEKCTi MapKyBaHHS yMaKoBKMW NiKapCbKOro peuernmom
pPO34uMHy Ang dapmaueBT 3aBog lMonbda AT 3acoby, a came BipHO 3a3Ha4yeHo cknaz AONOMIKHUX PEYOBVH,
iHdpysin (80 mr+16 W4HWI 3aBOA Ak 6yno amiHeHo Hakazom MOS Ykpainu Big 06.04.2020 Ne778.
mr)/mn, no 5 mn B Monbda AT 3atBepgxeHo: n.3 "MEPEJIK 4JOMOMPKHMX PEHOBUH"
amnyni; no 5 amnyn AOMOMDKHI peYOBMHW: NponineHrnikonb, eTaHon 96 %, cnupt
Y KOHTYPHIlA 6eH3nnoBuiA, HaTpito MeTabicynbdit (E 223), HaTpito rigpokeuna,
YapyHKOBIl HaTpito rigpokcnay 10 % po3unH, Boga Ans iH ekuin.
ynakoBLi; no 2 B3anpononosano: n.3 "MEPENIK JONOMPKHNX PEHOBUH"
KOHTYPHI YapyHKOBI AOMOMiXHI pe4OBUHW: NponineHrnikonb, etaHon 96 %,
yNakoBKU B eTaHonamiH, HaTpito rigpokcua, HaTtpito rigpokcuay 10 % po3unH
KapTOHHIl kopoOLi (ons peryntoBaHHsi pH), Boga ons iH' ekuin. 3asHaveHe
BUNpPaBIEHHSA Bi4NOBIga€e MaTepianamM peecTpauinHoro 4ocbe
53. | BO3Yni® TabneTkn, BKpUTI MN®ANIEP CLA Ekcenna M'moX & Himeuunna BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17245/01/01
NNiBKOBOK ENY.CL.I. Ko. KI', HimeuyunHa wopno 6e3nekn/edeKkTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
obornoHkoto, no 100 KOPIMOPEN (BpPOBHMLTBO, 3MiHM J0 y3aranbHeHUX 4aHnxX Npo cuctemy hapmakoHarnsay
mr, no 14 Tabnetok LH KOHTPOIb SKOCTI); (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
y bnictepi; 2 Mdparizep 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
Gnictepn y MeHtodek4ypuHr hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
KapTOHHI KOpoOLyi; Lonuneng Mm6X, Ons 30icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
no 120 TabneTok y Himeyuunna Bif] ynoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dnakoHi, 1 pnakoH (nakyBaHHs, dapmakoHarnsay (BKoYarun KOHTaKTHI AaHi) Ta/abo 3miHu y
Y KapTOHHIln kopobLyi; KOHTPOIb SKOCTI pO3MilLieHHi MacTep-hanna cuctemm papmakoHarnsaay) - amiHa
no 14 tabnetoky Ta BUMYyCK cepii) YMOBHOBaXeHOi 0coby 3asiBHWKa, BignoBifanbHOi 3a 30iNCHEHHS
GnicTepi 3 dapmakoHarnsgy. NponoHoBaHa peaakuisi: bapbapa e
MapKyBaHHAM BepHapgi/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
iHO3€MHOH MOBOID; YMOBHOBaXeHOi 0coby 3asiBHMKa, BigNoBifanbHOI 3a 30iNCHEHHS
2 Bnictepu y capmakoHarnagy
KapTOHHiI kopobLyi
54. | BO3YNI® TabneTkn, BKpUTI MN®ANIEP CLA Ekcenna MmoX & Himeuunna BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17245/01/02
NNiBKOBOK ENY.CLMI. Ko. KI', HimeyunHa wono 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsay. BeegeHHs abo | peyenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
o6onoHkoto, no 500 KOPIOPEN (BMPOBHMLTBO, 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
Mr no 14 Tabnetok y LH KOHTPOIb AKOCTI); (BBEAEHHS y3aranbHeEHVX AaHWX Npo cucTemy hbapmakoHarnsgy,
Gnictepi, 2 6nictepu Mdparizep 3MiHa yNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a 3a4iCHEHHS
y KapTOHHil kopobuyj; MeHtodekvypuHr chapmakoHarnsay; KOHTaKkTHOT ocobu 3 hapmakoHarnsay 3asBHUKa
no 30 Tabnetok y Howunena MvbX, ANs 34iMCHeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHa
cdnakoHi, 1 donakoH Himeyuunna Bi] ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
y KapTOHHil kopobuyj; (nakyBaHHs, hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
no 14 Tabnetok y KOHTPOIb AKOCTI pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsay) - amiHa
Gnictepi 3 Ta BUMyCK cepii) yMNOBHOBaXeHOi 0cobu 3asiBHWKa, BignoBiganbHoI 3a 3AiNCHEHHS
MapKyBaHHAM apmakoHarnsgy. MNponoHoBaHa peaakuisi: bapbapa e
iHO3€MHOI MOBOIO; BepHapgai/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHWUX
2 bnictepu y yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHoi 3a 30iNCHEeHHS
KapTOHHIN kopobLi dapmakoHarnsgy
55. | BPOMIEKCHUH KpucTaniyHnm MpAT Ykpaina BeH MeTtpoxem & IHAaisa BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3MiHn - UA/1214/01/01
y NOPOLLIOK "dapmaueBT ®apwma (IHgis) 3 akocTi. APl. KoHTponb A®I. 3MiHa y napameTpax cneuundikauin
riAPOXNOPUAO | (cyGcTaHuis) y nyHa cipma Mer. Jl14. Ta/abo gonycTMMMX MeX, BU3Ha4YeHuX y cneuudikauisx Ha AdI,
nakeTax noABiNHMX "OapHuus” abo BMXiAHUA/MPOMIXKHUIA NPOAYKT/peareHT, Lo

nonieTMNeHoBKX
ons
dapmaLleBTU4HOro
3aCTOCYBaHHSI

BUKOPUCTOBYIOTbCS Y npoLeci BupobHuutea APl (1oNoBHEHHSI
cneundikaLii HOBMM NOKa3HWKOM SIKOCTi Ta BigNoBIigHUM METOA0M
BUNPOOYBaHHS) - BHECEHHA 3MiH A0 cneundikauii APl y
BiOMOBIAHICTb O OHOBMNEHMX MaTepianis dipmu-BUpobHMKa Yy
HoBiN pegakuii Version DMF/BRX/002-update: - BONOBHEHHS
HOBVMW NMOKa3HMKamu SKocTi « TeMmnepaTypa nnaeneHHs» ( Big

235°C po 240 °C), «OnTuyHa ryctHay (MakcumMyMm NorfMHaHHS:

Big 208 HM o0 211 HM), «CTOPOHHI YacTuHW» (BigcyTHI B 5,0 %
(m/06) po3uunHi cybeTaHuii B MeTaHoni). - «KinbkicHe BU3Ha4YeHHS»
- MeToAuKa KOHTPOIO NPOBOANTLCA METOAOM PiANHHOT
xpomatorpadii (He meHLe 98,0% i He Ginblue 102,0%
OpoMreKkcuHy rigpoxnopuay, B nepepaxyHKy Ha Cyxy peqyoBUHY);
3MiHu | Tuny - 3MiHu 3 skocTi. A®l. KonTtponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo onycTUMUX MEX, BUSHAYEHNX
y cneundikauisix Ha A®l, abo BUXigHUA/MPOMIXKHWUIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHMLTBa
A®I (iHWi 3miHN)

CynyTHS 3MiHa
- 3MiHu 3 skocTi. A®I. KoHTponb A®Il. 3miHa y meToaax
BunpobysaHHa APl abo BMxigHOro maTtepiany/npoMixHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUPOGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNPOGYyBaHHS
(Bkntovatoum 3amiHy abo gonoBHeHHs) ADI abo
BVXiAHOrO/NMPOMIXKHOIrO NPOAYKTY) - 3MiHW A0 cneumdikadii Ta
meToaiB koHTponto AD| 3a nokasHukoM «CynpoBiaHiI 4OMILLKU»
HOPMYBaHHS Ta METOAMKA KOHTPOIO NPUBEAEHI BiAMNOBIAHO A0
opvriHanbHUX MaTtepianis BUPOGHMKa Ta BUMOT MOHorpadii
«Bromhexine hydrochloride» gitouoro BugaHHs €®.; aminu | Tuny -
3MiHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHsA APl abo BMXigHOrO MaTepiany/npoMiKHOro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BUPOOHMUTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX MeTodax
BUNpobyBaHHs) - 3MiHM 40 MeTOoAIB KOHTposto AP| 3a NokasHMKOM
«3anuLUKOBI KiNbKOCTi OpraHiqHMX PO34YNHHUKIB» BHECEHI
pedakuinHi npaBkK, a came: Toproa Ha3sa xpomMaTtorpadidHoi
KOMOHKM NpuBeaeHa A0 MaTepianis BUPOOHMKA; YTOYHEHO
MPUrOTYBaHHSA XONOCTOr0 PO34MHY Ta AeTani3oBaHo NopsiaoK
xpomatorpadyBaHHsl. HopMyBaHHsi po3ainy 3anuieHo 6e3 3miH;
3MiHn | Tuny - 3MiHm 3 gkocTi. A®l. KonTtponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo 4onyCTUMUX MEX, BUSHAYEHNX
y cneundikauisix Ha A®I, abo BUXigHUA/MPOMIKHMWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHMLUTBa
A (BMNyYEHHSI HE3HAYHOTO MOKAa3HMKa AKOCTI (Hanpukniag
BUITy4EHHSA 3aCTapinoro nokasHvka)) - 3amiHu go cneumdikauii API
3a NoKa3HWKoM «lgeHTudikauis» - npuBeAeHo y BigNoBigHICTb 4O
aKkTyanbHUX MaTepiarnis BUpobHMKa Ta BUMOT MOHorpadii
«Bromhexine hydrochloride» gitoyoro BugaHHs €9.

56.

BA3OHIT

TabneTkun petapa,
BKPUTi 0BOOHKOIO,
no 600 mr; o 10
Tabnetok y 6nictepi;
no 2 6nictepn B
KopobLi 3 KapTOHY

TOB "BAYLU
XENnc"

YkpaiHa

[.J1. dapma 'm6X,
ABCTpis
BignosiganbHui
3a BMNYCK cepil:
[.J1. dapma M'm6X,
ABCTpis

ABCTpis

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
wono 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) -
OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU MikapcbKoro 3acoby 3

BHECEHHAM iHdopMaUii LWoao 3a3Ha4YeHHA OAMHULL BUMIPIOBaHHSA

y cuctemi Sl.

BHeceHHs 3miH Ao posainy MKA: Mpadwnyeckoe n3obpaxeHne
ynakoBku. [NonepegHs pegakuis: Mpaduueckoe nobpaxeHue
yMaKoBKU.

Mpunaraetcs. NponoHoBaHa pepakuis: MapkyBaHHS.
BignosiaHo fo 3aTBEpAXEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEAEHHSA 3MiH - NPOTAroM 6 MiICALIB NiCNsA 3aTBEPPKEHHS.

3a
peuernmom

UA/8138/01/01

57.

BAJICAPTAH

MopoLLIOK
(cybcTaHuis) y
noaginHNX
nonieTuneHoBmx
Milkax ons
dapmaLeBTU4HOro
3acTocyBaHHA

TOB "TK
"ABpopa"
YkpaiHa,
04112, m.
Kwis, Byn.
[Hertapiscbk
a, 62

YkpaiHa

UkeussH TiaHwo
dapmacbioTikan
Ko., ITa.

Kutan

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
3 sikocTi. CepTudpikat BignosigHocTi/E-cepTudikat BignosigHoCTi
€Bponelicbkin hapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudikaTa BignosigHocTi €Bponevickkinn dapmakonei: ana Adl;
Ans BUXiZHOroO MaTepiany/peareHTy/MpoOMiXXHOIo NpoAykKTy, LU0
BUKOPUCTOBYHOTbCS Yy BUPOOHMLTBI ADI; ANst 4ONOMIKHOI pe4oBUHM
(cepTudpikaT BignosiaHocTi €EBponenchkin hapmakoner) -
OHoBneHun cepTudikaT Bif ye 3aTBepaKeHOro BUpobHMKa -
NoAaHHsi OHOBIEHOro cepTudikara BiANoBiAHOCTI EBpPONECHKiIl
dapmakonei Ne R1-CEP 2013-159-Rev 01(3atBepmxeHo: R1-CEP
2013-159-Rev 00) ans gitoyoi peyoBuHN BancapTaHy Bif BXe
3aTBEepAKEHOro BMpobHuka YxeussH TiaHo PapmacktoTikan Ko.,
JTA., Kutan, sk Hacnigok 3miHn B metogax koHTpornto AdI 3a
nokasHukamu «CynpoBigHi AOMILLK1» 2-LjaHo-4-
'OpommeTUnBidheHin, «Asung HaTpito», «3anunLLIKOBI KiNbKOCTI
OpraHiYHUX PO3YUHHUKIBY

UA/17955/01/01

58.

BEPMOKC®

Tabnetkun no 100 wr;
no 6 Tabnetok y
GnicTepi; no 1
onictepy y

TOB
"[I>KOHCOH i
[>xOHCOH
Ykpaina"

YkpaiHa

JTlocomeankameHT
a Cocbepane
TekHika
dapmaueyTuka,

MopTyranis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
wopno 6e3nekun/edeKkTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHeHUX AaHuX Npo cuctemy dapmMakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy chbapmakoHarnsgy,

3a
peuerimom

UA/4226/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KapTOHHIN navui C.A. 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiIMCHEHHS
hapmakoHarnsay; KOHTaKkTHOT ocobu 3 hapmakoHarnsay 3asBHUKa
Ons 34iMCHeHHs hapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
hapmMakoHarnagy (BKMYaym KOHTaKTHi faHi) Ta/abo 3MiHu y
po3MilLieHHi macTep-hanna cuctemm papmakoHarnsay) - aMiHa
ynoBHOBaxeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
dapmakoHarmnsa.
[itoya pepakuis — Dr. Laurence Oster- Gozet. [MponoHoBaHa
penakuist — ApHayToBa HOnis JleoHigiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXEHOI 0COOM, BiAMOBiAaNbHOI
3a dpapmakoHarnsg.
3MiHa Micue3HaxoaXkeHHs MacTep-danna cucremun
dapmakoHarnsay Ta noro Homepa.
3MiHa Micus 3ailicCHEHHS] OCHOBHOI AisNbHOCTI 3 hapMakoHarnsagy.
59. | BIBUH® Kpanni O4Hi, PO34nH MakHin AHrnis AHcceH Benebriga BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu Il Tuny - bes UA/11541/01/01
KNACUYHWUIA 0,05% no 15 mny Mpopaktc dapmaueBTuka 3MmiHn Wwopo 6e3neku/edekTUBHOCTI Ta dpapmakoHarnagy. 3miHny | peuenma
cbnakoHi 3 JimiTen HB KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHs
nonieTunexy 3 Ta iHCTPYKLii ANS MeAnYHOro 3acTOCyBaHHS Y 3B’S3KY i3 HOBUMM
KpanenbHuueto; no 1 OaHUMW 3 SIKOCTi, JOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta JaHUMK 3
dnakoHy B apmakoHarnsgy - 3miHM BHeceHo Ao IHCTpykuii Ans MeanyHoro
KapTOHHIN ynakoBLii 3acTocyBaHHS NikapcbKoro 3acoby Ao po3ginis "dapMakonorivHi
BNacTuBOCTI" (yTOYHeHHS iHpopmallii). BBeaeHHs 3MmiH npoTarom
6-TV MicALIB NicNs 3aTBEPAKEHHS.
60. | BITAKAIN Kkancynu m'aki, no 10 Mera Tainang Mera Tainang BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3miHK 6e3 UA/6950/01/01
Kancyn y énictepi; ITandpcaneH IandpcaneHcis wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHm) - peuenma
no 3 6nictepu B ci3 Mabnik Mabnik Komnai 3amiHa posginy «[padiyHe odopMeHHs ynakoBKU» Ha po3ain
KapTOHHIN ynakoBL; Komnani Nimiteq «MapkyBaHHa» B MKA J13: 3anponoHoBaHo: MapkyBaHHs 3rigHo
no 10 kancyny Nimiteq 3aTBEPOKEHOro TEKCTY MapKyBaHHS 3MiHN BHECEHI B TEKCT
6nictepi, no 1 MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby LWOA0 3a3HaYeHHs
6nictepy B OAVHULIL BUMIPIOBaHHS y cucTeMi Sl. BBeaeHHS 3miH npoTsrom 6-
KapTOHHIN ynakosLi; TV MicsILiB Nicns 3aTBEPOKEHHS
no 6 abo 10
yNakoBOK y
KapTOHHIN kopobui
61. | TAH®OPT® Kpanni o4Hi no 3,0 AnnepraH IpnaHgis AnnepraH IpnaHpis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/11121/01/01
Mn Y conakoHi- dapmachHoTi dapmachbioTikans wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsay. BeenenHs abo | peyenmom
KpanenbHuLi 3 Kan3 IpnaHgis 3MiHW [0 y3aranbHeHUX AaHnX Npo cucteMy dapmakoHarnsgy
nonietunexy, no 1 IpnaHgis (BBEAEHHSA Y3aranbHEeHUX AaHWX Npo cuctemy papmakoHarnsay,

abo 3 onakoHu-
KpanenbHuLi B
KapTOHHIN navui

3MiHa YNoBHOBaXeHOi 0cobu, BianoBiaanbHOI 3a 3a4iMCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
Ons 34icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bif] yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKoYar4n KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLleHHI MacTep-ainna cuctemu papmakoHarnsay) - 3miHa
YNOBHOBaXEHOT 0cobU 3asiBHKKA, BignoBigansHoi 3a
apmakoHarnsg. ditoua pegakuis: In3e CoxonbM / lise Sjoholm.
MponoHoBaHa pepakuis: CiHa Lagep / Sina Schader. 3miHa
KOHTAKTHMX JAHMX YNOBHOBa)eHOi ocobu, BiANOBiAanbHOI 3a
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
apmakoHarnag. 3miHa KOHTakTHOi 0cobu ynoBHoBaXeHoi 0cobu
3asiBHUKA, BiANOBiAanbHOI 3a hbapmakoHarnsag B YkpaiHi. [litova
penakuisi: Koeanb KatepuHa CepriiBHa. MNponoHoBaHa peaakuisi:
Yymak Aptem Bonogmmumposud. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0cObM YNOBHOBaXEHOi 0COOM 3asiBHIIKA,
BifgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
3MiHa MicLue3HaxoaXeHHs macTep-danna cucremun
dapmakoHarnsgy
62. | TEKCAKCUM® / | cycneHsia gns CaHodi PdpaHuis CaHodpi Macrep, ®paHuis/ BHECEHHS 3MiH IO peecTpaLiiHix maTepianis: 3miHu |l Tuny - 3a UA/13080/01/01
HEXAXIM iH'exkuin, no 0,5 mn Mactep ®paHuis (noBHUI YropuuHa 3MiHK 3 sikocTi. A®l. BupobHuuTBO. 3MiHM B Npoueci BUpoGHMUTBa | peuernmom
BAKUMHA ONA | (1 gosa) s LMK AQI (3miHa CTOCYETLCA aKTMBHOI PEYOBUHM
NMPO®INAKTUK | nonepegHbo BUPOGHMLTBA, 6ionoriyHoro/iMyHONOriYHOro NoxoaxeHHs abo BUKOPUCTaHHSA
U OUDTEPII, 3anoBHEHUX BUNYCK cepii); XiMiyHMX APl y BUpOBGHMLTBI NikapcbKkoro 3acoby
NMPABUA, wnpuuax 3 1-et0 CaHodpi-ABeHTic 6ionoriYHOro/iMyHONOrYHOrO MNOXOAXKEHHS, sika MOXe MaTu
KALLJTHIOKY (abo 2-ma) MpawsiT Ko. I74., 3HaYHWI BNMUB Ha SAKICTb, 6e3neky Ta edPeKTUBHICTb NiKapcbKoro
(ALENONAPH OKPEMMUMM ronKamu, Mnardopma 3acoby, i He CTOCY€eTbCS MPOTOKOIY) - ONTUMI3aList BUpOBHUYOro
un no 1 wnpuuy B NOriCTVKM Ta npoLecy Ha cTagil ounLLEeHHS NPaBLEBOro aHaToKcuHy (Active
KOMIMOHEHT), KapTOHHIIN ynakoBLi; AncTpubyii y m. substance purified tetanus toxoid) 3 BHeCEHHAM PiBHSA KPUTUYHOCTI
FENATUTY B no 0,5 mn (1 gosa) B Bypanew, BMPOBHMYMX NapameTpiB BiANOBIAHO aHani3y KPUTUYHOCTI
PEKOMBIHAHT | nonepeaHbo YropwuHa npouecy. OHoBneHHs po3ainis CTD 3 meToto rapmoHisauii
HA, 3anoBHEHUX (BTOPUHHE iHcpopmaii 6e3 3miH y BUpobHUYin npakTuui. TepMiH BBEAEHHS
NONIOMIENITY | wnpuuax 3 1-et0 nakyBaHHs, BUNYCK 3MiH - nMneHb 2021
IHAKTUBOBAH | (a6o 2-ma) cepii)
ATA OKPEMWUMMU FrofIKamu,
3AXBOPIOBAH | no 1 wnpuuy B
b, cTaHAapTHO-
CNPUYMHEHWU | ekcnopTHin
X ynakoBLi, sika
HAEMOPHILUS | mictutbCa y
TNy B KapTOHHIN kopobui 3
KOH''OFOBAH iHCTpyKLUieto ansa
A, Me[NYHOro
AOCOPBOBAH | 3actocyBaHHs; no
A, PIOKA 0,5 mn (1 posa) B

nonepegHeo
3amnoBHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMMUMMU ronkamu,
no 10 wnpwuuis B
KapTOHHIl ynakoBLj;
no 0,5 mn (1 go3a) B
nonepegHeo
3arnoBHEHNX
wnpuuax 3 1-et0
(abo 2-ma)
OKPEMMVMMU TONKaMu,
no 10 wnpwuuis B
CTaHOapTHO-
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
eKCnopTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHiI kopobui 3
iHCTpyKUieto ans
MeANYHOro
3aCTOCyBaHHS; Mo
0,5 mn (1 posa) y
cdnakoHax, no 10
dnakoHiB y
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) y
dnakoHax, no 10
cdrakoHiB B
cTaHaapTHO-
€eKCMopTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHI KOpoOLyi.
63. | FEEMUUTABIH KOHLieHTpart Ans EBEBE ABcCTpis EBEBE ®apma AscTpis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/10475/01/02
"EBEBE" PO34mMHY Ans dapma [ec.m.6.X. Hopr. wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
iHdy3in, 40 mr/mn; lec.m.6.X. KIr OHOBIEHi AaHi HaBeaeHi B po3gini 3.2.r —Shipping study — Verb-
no 5 mn (200 wmr), Hdpr.KI GAL 013-2011, wo cTocytoTbcsa ymMoB 36epiraHHs J13.
abo no 25 mn (1000 3aTBepaxeHi ymoBu 36epiraHHst 13 2-8 °C, npwu 36epiranHi 13 Ha
mr), abo no 50 mn HWXKHIA MeXi 3a3HaYeHnx TemnepaTypHUX yMoB abo Hink4e,
(2000 wmr) y MOXIMBE YTBOPEHHSA OCafly, SKUN PO3UYMHSIETECA NPU KIMHaTHIN
cnakoHi; no 1 TemnepaTtypi. YTBOpeHHs ocagy He BNAMBAE Ha SIKICTb MPOAYKTY.
dnakoHy B 3MiHV BHECEHi A0 IHCTPYKLIi AN MeAUYHOr0 3aCTOCYBaHHS
KapTOHHIN kopobLyi nikapcbkoro 3acoby y po3ainu "OcobnmnBocTi 3acTocyBaHHSA",
"TepMiH npuaaTHocTi" Wwoao yMoB 36epiraHHst 3rigHo 3
maTepianamu peectpauiiHoro Aocbe. BBeaeHHs 3MiH npoTsarom 6-
TV MiCsILiB Micns 3aTBEPAKEHHSI
64. | TEHTAMIUUHY | po3unH ans iH'ekuin, MAT YkpaiHa MAT "Tanuudbapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/7197/01/01
CYNb®AT 40 mr/mn no 2 mn B "Tannudap wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenmom
amnyni; no 10 amnyn Mm" KOPOTKili XapaKTepuCTULi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
Y KOHTYPHI# Ta IHCTPYKLiT AN MeQuyYHOro 3acTocyBaHHS Ha NiacTasi perynspHo
YapyHKOBIN OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
ynakosLi; no 1 pocrimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
KOHTYPHI nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT OUiHKK 3BITY 3
YapyHKOBIl ynakoBLi [ocnigpkeHb, NPOBEAEHNX BiAMNOBIAHO 4O NnaHy negiaTtpudHnx
B navui; no 2 mn B pocnimkerb (PIP) (iHWwi 3MiHK) - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
amnyni; no 10 amnyn Me[IMYHOro 3aCTOCyBaHHs nikapcbkoro 3acoby Ao po3ainy "MobivHi
Y KOHTYPHIl peakuii” BignosigHo 4o iHbopmaLii 3 6e3nekun 4ONOMiXKHOT
YapyHKOBIl peyoBUHYM (HaTpito MeTabicynbdiT), K HAacniAOK, OHOBMEHO
ynakoBLi, 3anasiHin iH(bopMaUito B TEKCTi MapKyBaHHSi BTOPUHHOI YNakoBKu
nanepom nikapcbkoro 3acoby. BBeaeHHst 3MiH MpOTArom 6-Tu mMicsAuUiB nicns
3aTBEPAKEHHS
65. | FTEPLUENTUH® nioginisat ans . XodppmaH | Lsenuapi BupobHuuTBO CLUA/ BHECEHHS 3MiH 10 peecTpauiiHnx MaTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/13007/01/01
KOHLeHTpaty Ans H-J13 Powu A Hepo3dacoBaHoi Himeuumnna/ oo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy (iHwi 3amiHn) - | peyenmom
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po3unHy Ans Iitg npoaykKuii, LLisenuapis OHOBIIEHHSI TEKCTY MapKyBaHHS yakoBOK NikapCbKoro 3acoby;
iHdpysin no 150 wr; nepBuHHe BHECEHHS iHdopMalLlii oA 3a3Ha4YeHHSA OAVHNLL BUMIPIOBaHHS Y
niodpinizat ans nakyBaHHS: cucteMmi S| Ha NepBUHHY YNakoBKy MikapcbKoro 3acoby.
KOHLeHTpaTy ans [bxeHeHTeK IHK., BBegeHHs 3MiH NpoTArom 6-Tu MicaLiB Nicnsi 3aTBEPOXKEHHSA
po3unHy Ans CLWA
iHOY3iN y donakoHi, BupobHuLTBO
no 1 dnakoHy B Hepo3dacoBaHoI
KapTOHHiI kopobuyi npoayKuit,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI,
BUNYCK cepii:
Pow [iarHocTukc
'm6X, HimeuunHa
BTopuHHe
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO AAKOCTI,
BUMNYCK Cepil:
®.XocbdpmaHH-Ia
Pow ITa,
LLIBeviLapis
66. | TEPLENTUH® niodinisat ans . XodpdbmaH | Lsenuapi BupobHuuTBO CLUA/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHu 3a UA/13007/01/02
KOHLeHTpaTy Ans H-I1a Poww A Hepo3adacoBaHol LLiseviapis wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
pO34uMHy Ang Jitg npoayKuit, OHOBMEHHS TEKCTY MapKyBaHHS! yNakoBOK MikapcbKoro 3acoby;
iHdpysin no 440 wr; nepBuHHE BHECEHHS iHdopMmalLlii oA 3a3Ha4YeHHSA OAVHULb BUMIPOBaHHS Y
niodpinizat ans nakyBaHHs, cucteMi S| Ha NepBUHHY YNakoBKy MikapCbKoro 3acoby.
KOHLeHTpaty Ans BMNpPOOyBaHHS BBeaeHHs 3miH npoTarom 6-Tu micauiB nicns 3aTBepAXeHHS
PO34MHY And KOHTPOIIO SIKOCTI
iHOY3iN y donakoHi, (Tinbkn
pasom 3 20 mn CTEepUIbHICTb Ta
PO3YMHHUKA MeXaHiYHi
(PO3YMHHMK: BKITHOYEHHS):
bakrepioctaTnyHa [bxeHeHTekK IHK.,
BoAa Ans iH'ekuin 20 CLUA
M1, WO MICTUTb BunpobyBaHHs
1,1% GeH3unnosoro KOHTPOIHO AKOCTI
crnupTy Ta Boay Ans (TinbKM
iH'exuin) y pnakoHi B CTepUnbHICTb Ta
KapTOHHIl kopoOLi MeXaHiYHi
BKITHOYEHHS):
xeHeHTek IHK.,
CLIA
BunpobyBaHHs

KOHTPOIO SKOCTi:
®.XocppmaHH-I5
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

Pouw Ita,
LLiBeviuapis
BTopuHHe
nakyBaHHs,
BUNPOBYBaHHs
KOHTPOTIO SIKOCTi,
BUNYCK cepii:
®.XobdpmaHH-Is
Pow Ita,
LLIBeviuapis
Po3unHHuUK:
Bupo6HuLTBO
Hepo3dacoBaHoi
npoayKuit,
nepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNpPOOYBaHHS
KOHTPOIIO AKOCTI,
BUNYCK cepii:
®.XobdpmaHH-Ia
Pouw JTg,
LLsenyapis
BunpobysaHHs
KOHTPOMIO SIKOCTi:
®.XohdpmaHH-I15
Pouw JTa,
LLIBeviLapis

67.

raPOKOPTU3
OH

Ma3sb 04Ha, 5 mr/r,
no 3 ry Ty6i; no 1
Ty6i B KQPTOHHIN
KopoobLi

TOB "bayw
Xenc"

YkpaiHa

dapmsaBof
€nbda A.T.

MNonbLa

BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis: 3MiHu | TURy - 3MiHK
oo 6esnekn/edheKTMBHOCTI Ta hapmMakoHarnsay - 3mMiHu
BHECEHO Y TEKCT MapKyBaHHS YNaKoBK/ NikapCbKoro 3acofy Lwoao
3a3HayYeHHs MiKHapOAHUX NO3HaYeHb OAVHMLL BUMIPIOBAHHS.
BHeceHHs 3MiH o posginy MKA: MapkyBaHHS
MonepeaHs pepakuis: TekcT MapkyBaHHSA NEPBUHHOI Ta BTOPUHHOI
ynakoBku [ponoHoBaHa pefakuis: Posgin «MapkyBaHHS».
BignoBsigHO 40 3aTBEPAKEHOro TEKCTY MapKyBaHHS. TepMiH
BBEZIEHHHA 3MiH NpoTarom 6 micauis nicns 3aTBepOXeHHS

3a
peuernmom

UA/4619/01/01

68.

rAPOKOPTU3
OH

Mas3b 04YHa, 5 mr/r,
no 3 ry Ty6i; mo 1
Tybi B KAPTOHHIN
KopoOGLi

TOB
«BAYL
XENC»

YkpaiHa

dapmsaBo
€nbda A.T.

MNonbLia

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHu | TUny - 3MiHK
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meToaax BUNpobyBaHHS roTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHM y MeToaax BUNpobyBaHb
(Bkrtoyatoum 3amiHy abo AOMOBHEHHS)) - 3MiHW Y METOAML
BU3HAYEHHS NokasHuKa «pH» noB’s3aHi 3i 3mMiHOO
npo6oniaroToBky 3pa3ka npenapaty. 3MiH1 y METOAMKaxX
BU3HAYEHHS NOKA3HMKIB «laeHTudiKaLia rigpoKopTU3oHY
auetary», «lgeHTudikauisa metunnapabeHy», «CynpoBigHi

3a
peuenmom

UA/4619/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
AOMILLKV» MOB’A3aHI 3 BUNPaBIEeHHAM HE3HAYHNX MOMUIIOK Y TEKCTI
BUKNageHux Mmetoauk. BBegeHHs 3miH npotarom 6-Tu micauis
nicnsa 3aTBepAXXeHHs
69. | MIOTA3OH® TabneTku no 15 wmr; TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX MmaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/11871/01/01
no 14 Tabnetok y "KYCYM OAPM" wono 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
6nicTepi; no 2 DAPM" OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU fikapcbKoro 3acoby 3
6nictepu y BHECEHHAM iHdopMaLlii LLOAO 3a3Ha4YeHHSA OAMNHMLb BUMIPIOBaHHSA
KapTOHHIIN ynakoBLi; y cuctemi Sl. BHeceHHs 3miH Ao po3giny “MapkyBaHHs” MKA N3:
no 10 Tabnetok y 3atBepaxeHo: MAPKYBAHHA MNepBUHHOI Ta BTOPUHHOT yNakoBKK
6nictepi; no 3 AopaeTbes. 3anpornoHOBaHO:
Gnictepn y MAPKYBAHHA 3rigHo i3 3aTBEpAXEHNM TEKCTOM MapKyBaHHS.
KapTOHHIN ynakoBUj BBeaeHHs 3MiH NpOTArom 6-Th MiCALIB NiCNs 3aTBEPOXKEHHSA
70. | TMIOTA3OH® Tabnetku no 30 wr; TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/11871/01/02
no 14 Tabnetok y "KYCYM OAPM" wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHn) - | peuenmom
6nicTepi; no 2 DAPM" OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW MikapcbKoro 3acoby 3
Gnictepn y BHECEHHAM iHdopMaLlii LLOAO 3a3Ha4YeHHSA OAVHMLb BUMIPIOBaHHSA
KapTOHHII ynakoBLi; y cuctemi Sl. BHeceHHs 3miH fo po3giny “MapkyBaHHs” MKA N3:
no 10 Tabnetok y 3atBepaxeHo: MAPKYBAHHA MNepBUHHOT Ta BTOPUHHOT yNakoBKu
Gnictepi; no 3 [0AaeTbes. 3anpornoHOBaHO:
Gnictepn y MAPKYBAHHA 3rigHo i3 3aTBEpAXXEHNM TEKCTOM MapKyBaHHSI.
KapTOHHIN ynakoBuj BBegeHHs 3MiH NpOTArom 6-T MicsLIB NicNs 3aTBEPOXKEHHS
71. | TMIOTA3OH® Tabnetku no 45 wr; TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHMX MmaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/11871/01/03
no 14 Tabnetok y "KYCYM OAPM" wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
GnicTepi; no 2 DAPM" OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapcbKoro 3acoby 3
Gnictepn y BHECEHHAM iHbopmMaLii LLoAo 3a3HaYEHHS OOUHML BUMIPIOBAHHS
KapTOHHIN ynakoBLij; y cuctemi Sl. BHeceHHs1 3miH fo po3giny “MapkyBaHHs” MKA N3:
no 10 Tabnetok y 3atBepaxeHo: MAPKYBAHHA MNepBUHHOT Ta BTOPUHHOT yNakoBKu
6nicTepi; no 3 [oAaeTbes. 3anpornoHOBaHO:
Gnictepn y MAPKYBAHHA 3rigHo i3 3aTBEpAXXEHNM TEKCTOM MapKyBaHHSI.
KapTOHHIN ynakoBUj BBeaeHHs 3MiH NpoTsArom 6-Tu MicaUiB Nicns 3aTBEPOXKEHHS
72. | OANAUWH U kancynu no 150 mr, MN®ANIEP CLA PapeBa Ambya3s PpaHuis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/1903/02/01
no 8 kancyny IHK. wopno 6e3nekn/edeKkTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
6nicTepi; no 2 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
Gnictepu B (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
KapTOHHiI kopobui 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHOI 3a 3aiCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ONs 3AiMCHEeHHs hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa BigMiHHa
Bil ynoBHOBaeHOi 0cobu, BignoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsay (BKoYarun KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemm papmakoHarnsaay) - amiHa
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
dapmakoHarnsgy: MNponoHoBaHa peaakuisi: bapbapa e
BepHapgi/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHUX
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBigansHOI 3a 3A4iNCHEHHS
apmakoHarnagy
73. | AAJNTAUMH U kancynu no 300 wmr; MNPANIEP CLLA dapeBa AMOya3 DdpaHLuis BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | TUny - 3MiHK 3a UA/1903/02/02
no 8 kancyny IHK. wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peyenmom
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6nictepi; no 2 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
6nictepu B (BBEAEHHS y3aranbHeEHVX AaHWX Npo cucTemy hbapmakoHarnsgy,
KapTOHHIl kopobui 3MiHa yNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a 3a4iCHEHHS
hapmMakoHarnsay; KOHTaKkTHOT ocobu 3 hapmakoHarnsiay 3asiBHUKa
Ons 34icHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHa
Bi] ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsay) - amiHa
yMNOBHOBaXeHOi 0cobyu 3asiBHMKa, BignoBiganbHoi 3a 34iNCHEHHS
apmakoHarnagy: NponoHoBaHa pepakuis: bapbapa e
BepHapgai/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHWUX
yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHoi 3a 30iNCHEeHHS
dapmakoHarnsgy
74. | BEKCAMETA3 Tabnetku no 0,5 mr Tosapwucteo Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/5274/01/01
OH no 10 Tabnetok y 3 BUPOGHMLTBA, 3 sikocTi. [oToBUIA Nnikapcbkuii 3aci6. Cuctema peuenmom
6nictepax; no 1 abo | obmexeHoto KOHTPOMb SKOCTI, KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa chopmu abo posmipy
5 GnictepiB y Bignosigans BMNYCK cepii: KOHTeMHepa 4n 3aKynoproBaribHOro 3acoby (NepBUHHOI yMakoBKM)
KopobLi 3 KapTOHY HiCTIO ToBapucTBo 3 (HecTepunbHi Nikapcbki 3acobu) - Y 3B’sA3Ky 3 MOAepHi3aLieto
"OocnigHnin obmexeHo obnagHaHHs, BBOAWUTBLCS AOAATKOBMIN TUNOPO3Mip bnictepy, LWo
3aBo[ BiAMOBIAANbHICTIO BKIa4aeTbCsi B KOPOOKY 4OAATKOBOrO TUMOPO3Mipy, 6e3 3MiH
"rHUnC" "[NocnigHnii 3aBog NepBMHHOIO NakyBanbHOro martepiany
" rHUnC",
YkpaiHa; BCi ctagii
BUPOGHMLTBA,
KOHTPOMb SKOCTI,
BUWMYCK Cepil:
TosapucTBo 3
obmexeHo
BiANOBIgANbHICTIO
"®apmMaueBTnYHa
KOMMaHis
"3nopos'sa”,
YkpaiHa
75. | OEKCINAHT® Kancynm 3 Takepa CLWA BUPOOHMLTBO 3a HimeyuunHa/ BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/13660/01/01
MoaMdikoBaHUM dapmacbioTi NOBHWUM LIMKITOM: Ipnangis/ 3MiHn 3 aKocTi. FoToBui nikapcbkuin 3aci6. CtabinbHicTb. 3miHa 'y | peuenmom
BUBINTIbHEHHAM kanc CLUA, Takepa Mm6X, ITanis TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
TBepai no 30 mr; no IHK micue nikapcbKoro 3acoby (3MeHLUeHHS TEPMiHY NpMOATHOCTi FOTOBOTO
14 kancyn y BMPOGHMLUTBA nikapcbkoro 3acoby) - [1ns TOproeoi ynakoBku - 3MEHLLIEHHS
GnicTepi; no 1 abo OpaHieHbypr, TepMiHy NpuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby [ekcinaHt®,
no 2 6nictepu B HimeyumHa; Kancynu 3 MoandikoBaH1M BMBINbHEHHsIM TBepAi no 30 Mr Ta no
KapTOHHIl kopoOLi BUPOBHMLTBO 60 Mr o BUpOBNSETLCS HA HOBIV BUPOOHUYIN AinbHWLi Takega
Hepo3dacoBaHoi MM6X, Micue BupobHuLTBa OpaHieHbypr, HimevyunHa
NpoAyKuii: (BMPOOHMLTBO 3a NOBHUM LMKIIOM) 3aTBEpPOKEHO: 3 POKM
Takepna IpnaHgis 3anponoHoBaHo: 2 pokn 3MiHM BHECEHI B iHCTPYKLil0 Ans
Ita, lpnanpis; MEAMYHOro 3aCTOCYBaHHsI NikapCbKkoro 3acoby y p. « TepMiH

nepBuHHE Ta
BTOPUHHE

NpuaaTHOCTI».
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nakyBaHHsi, 4O3BIn
Ha BUMNYCK cepil:
HDendapm Hosapa
C.p.n., ITanis
76. | OEKCIJTAHT® Kancynu 3 Takena CLLA BUPOOBHMLTBO 3a Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/13660/01/02
MoaucpikoBaHUM dapmachHoTi NOBHUM LMKIOM: Ipnangis/ 3MiHu 3 aKocTi. FoToBMIA nikapcbkui 3aci6. CtabinbHicTb. 3miHay | peuenmom
BUBIMbHEHHSAM kanc CLA, Takepa Mm6X, ITanis TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
TBepAi no 60 wmr; no IHK micue nikapcbKkoro 3acoby (3MeHLLeHHS TEpMiHY NpMAAaTHOCTi FOTOBOrO
14 kancyn y BMPOGHMUTBA nikapcbkoro 3acoby) - [1nst ToproBoi ynakoBku - 3MeHLLIEHHS
6nictepi; no 1 abo OpaHieHbypr, TepMiHy NpUAATHOCTI FOTOBOTO Nikapcbkoro 3acoby [ekcinaHt®,
no 2 6nictepu B Himeyumha; Kancynu 3 MoandikoBaHnM BMBINbHEHHsM TBepdi no 30 Mr Ta no
KapTOHHil kopobui BUPOBHMLUTBO 60 Mr Wwo BUpOBNSETLCS Ha HOBIM BUPOOHWUYIN ginbHUui Takega
Hepo3dacoBaHoi 'M6X, micue BupobHuuTBa OpaHieHbypr, HimevyunHa
NpoAyKLii: (BMPOBOHMLTBO 3a NOBHUM LMKIIOM) 3aTBEPAKEHO: 3 POKM
Takena IpnaHaia 3anponoHoBaHo: 2 pokn 3MiHW BHECEHI B iHCTPYKLI0 Ans
INta, lpnangis; MeANYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y p. « TepMiH
nepBuHHe Ta npuaaTHOCTI».
BTOPUHHE
nakyBaHHs1, JO3BIN
Ha BUMNYCK cepil:
Dendapm Hosapa
C.p.n., ITanis
77. | BEHILUE® NOPOLLIOK A5s BITA CAH Benukobp Csicc IHAis BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/15264/01/02
PO34MHY Ans iH eKuin nTa nTaHia MepeHTepanc wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
abo iHdpysimno 2, 1 INro. OHOBMEHHA TEKCTY MapKyBaHHS yMakoBKU MikapcbKoro 3acoby 3
riakoH 3 NOPOLLKOM BHECEHHAM iHpopmaLii LLoAo 3a3HaYeHHS OAUHULL BUMIPIOBAHHS
y KOopo6LUji 3 KapTOHy y cuctemi S| Ta 3a3HaveHHs1 TexHIYHOI iHdopMmaLlii. BBeaeHHs 3MiH
npoTArom 3-X MicsaUiB nicns 3aTBEpAXEHHs!
78. | OEHIUE® NopoLLOK Ans BITA CAH Benukobp Csicc IHAis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/15264/01/01
PO34MHY AN iH eKuin nTa nTaHia MepeHTepanc wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
no 1r, 1 dnakoH 3 Jito. OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro 3acoby 3
NOpPOLLKOM B KOPOOLi BHECEHHAM iHpopmaLii LLoAO 3a3HaYEHHS OOUHULb BUMIPIOBAHHS
3 KapTOHY y cuctemi Sl Ta 3a3HaveHHs TEXHIYHOT iH(bopMaLii. BHeceHHs 3miH
0o po3aginy «MapkyBaHHsi» MKA J13. 3atBepmkeHo:
MAPKYBAHHA
BignoBigHO 00 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS, Lo
popaetbes. 3anponoHoBaHo: MAPKYBAHHA
3rigHo 3aTBEPOKEHOrO TEKCTY MapKyBaHHSI.
BBegeHHs 3MiH NpoTArom 3-X MicsAUiB Nicns 3aTBepAKEHHS
79. | BAUMEKCUAQ pignHa ans AT YkpaiHa AT "INy6Hundpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu bes UA/9117/01/01
30BHILIHLOrO "Iy6HUdap 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuenma
3acTocyBaHHs o 50 Mm" KOHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa y NepBUHHIN ynakoBLi

mn abo no 100 mny
cnakoHi; no 1
dnakoHy B nayui 3
KapToHy; no 50 mn
abo no 100 mny
drakoHi

roTOBOrO fikapcbKoro 3acoby (Tun koHTeliHepa abo AofaaBaHHs
HOBOrO KOHTeWHepa) - TBepAi, M’siki Ta HecTepunbHi piaki nikapcbki
dopmMu - BBeAEHHS JOAATKOBOrO BUAY YNakoBku, a came no 50 mn
Ta no 100 mn y dnakoHax 6e3 nayku, 6e3 3mMiHM NepBUHHOIO
nakyBanbHOro MaTepiany, 3 BiANOBIAHUMW 3MiHaMK Y p.
«YnakoBka». 3MiHM BHeceHi B po3ain "YnakoBka" y 3B"s3ky 3
BBE[EHHSAM JOAATKOBOI YMAKOBKM B iHCTPYKLIitO AN MEAWUYHOro
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3aCTOCyBaHHS nikapcbkoro 3acoby, sik HacMiAoK - 3aTBEPIKEHHS
TEKCTY MapKyBaHHs1 04AaTKOBOI YNakoBKW Nikapcbkoro 3acoby
(BBegeHHs 3MiH NpoTArom 6-Tv MicALIB Micns 3aTBEPIKEHHS)
80. | AUMPOCAIJIK® | nocbioH; no 30 mny OpraHoH LLisenuapi CEHEKCI HSC - PpaHuis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/4114/01/01
cdnakoHi 3 npobkoto- | CeHtpan lct A EPYBINb CEHT AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
KpanenbHuueto; no 1 m6X KNEP 3asiBHUKa (BnacHWKa peecTpauinHoro nociaveHHst). 3miHa Ha3Bu
dnakoHy B Ta yTOMHEHHS agpecu 3asBHVKa. BBeaeHHs 3miH npoTarom 6-tu
KapTOHHI Kopobui MicaUiB Nicnsa 3aTBepAXEHHS.
81. | AUMPOCANIK® | ma3b no 30 ry Ty6i; OpraHoH LLseviLapi LepiHr-MNMnay Benbris BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/4114/02/01
no 1 1y6i B CeHtpan lct A Na6o H.B. AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peuenmom
KapTOHHIl kopobui mM6X 3asiBHUKA (BnacHUKa peecTpauiniHoro noceigvyeHHs). 3miHa Ha3Bu
Ta YyTOUHEHHS agpecu 3asiBHWKa. BBeaeHHs 3MiH npoTsrom 6-Tu
MiCSILiB MiCNsi 3aTBEPAXKEHHS.
82. | AUCMNOPT® NOPOLLIOK A51s INMCEH dpaHuis IMCEH BIO®APM Benuka BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu |l Tuny - 3a UA/13719/01/02
PO34MHY AnA iH'eKuin SAPMA NIMITEL BpuTtaHia 3miHu wopo 6e3nekun/edekTUBHOCTI Ta hapmakoHarnagy. 3MiHn y | peyenmom
no 300 Of; 1 TepaneBTUYHUX NOKA3aHHSIX (A04aBaHHsSi HOBOrO TepaneBTUYHOro
PNaKoH 3 NMOPOLLKOM nokasaHHs abo 3miHa y 3aTBEpAXXeHOMY NokasaHHi) - 3MiHu
Y KapTOHHIln kopobui BHECEHO A0 IHCTPyKUiT Ans MeanYHOro 3acTOCYBaHHS fikapCbKOro
3acoby no posainy "lMNokasaHHa" (qoaaHo nokasaHHs: Oucnopt®
NPU3HaYeHU 418 CUMNTOMAaTUYHOIO NiKyBaHHA hOKanbHOI
CMaCTUYHOCTI: - BEPXHIiX KiHLIBOK y AiTel 3 uepebpansHum
napaniyem BikOM Bif 2 pOKiB.), @ TakoX, SIK HAacNigoK, 4O po3Aainis
"®apmakonoriyHi BnactmsocTi", "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "MobiyHi peakuii” (ans gosysaHHa 500 Of).
BBeaeHHs 3MiH npoTarom 3-x MicAUIB NiCNs 3aTBEPAXEHHS.
3MiHn |l Tuny - 3miHn wopo 6e3neku/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y TepaneBTUYHUX NOoKa3aHHAX
(OoaaBaHHS HOBOrO TepaneBTUYHOro Noka3aHHsA abo 3miHa y
3aTBEpKEHOMY MokKasaHHi) - 3MiHM BHeCeHO A0 IHCTpykKUii Ans
Me[IM4HOro 3aCTOCyBaHHs nikapcbKoro 3acoby Ao po3ainy
"MokasaHHsA" (qogaHo nokasaHHs: [JucnopT® npusHayvennit ans
CUMNTOMAaTUYHOrO NiKyBaHHS (YOKarbHOI CNACTUYHOCTI: - BEPXHIX
KiHLiBOK y AiTel 3 uepebpanbHUM naparniyem BikoM Bia 2 pokiB.), a
TaKkoX, SIK HacniaokK, Ao po3ainis "d®apmakonoriyHi BnacTueocTi”,
"Cnocib 3acTocyBaHHs Ta go3u", "Oitn", "MobivHi peakuii" (ans
nosyBaHHsa 300 Of1).
BBegeHHs 3MiH npoTsirom 3-x MicAUiB nicnsi 3aTBepAXeHHs
83. | AUCNOPT® NopoLLOK Ans INCEH PpaHuis INCEH BIO®APM Benuka BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu Il Tuny - 3a UA/13719/01/01
PO34MHY AN iH'eKuin DAPMA JIMITEQ BpuTaHis 3miHu Wwoao 6e3neku/edekTUBHOCTI Ta hapmakoHarnagy. 3MiHn y | peyenmom
no 500 O[; 1 TepaneBTUYHMX MOKa3aHHSX (AoAaBaHHSA HOBOrO TepaneBTUYHOIO

NakoH 3 MOPOLLKOM
Y KapTOHHIl kopobLi

nokasaHHs1 abo 3miHa y 3aTBEpAXXEHOMY Noka3saHHi) - 3MiHu
BHeECeHO A0 IHCTpyKUiTl Ana MeanyYHOro 3acToCyBaHHS MikapCbKOro
3acoby go po3sginy "MokasaHHa" (qogaHo nokasaHHS: [Aucnopt®
NpU3HaYeHU Ans CUMNTOMAaTUYHOrO NiKyBaHHSA (hOKanbHOI
CMaCTUYHOCTI: - BEPXHIiX KIHLIBOK y AiTel 3 uepebpanbHum
napariyem BiKOM Bifi 2 pOKiB.), @ TaKOX, SK HAcMigoK, 40 po3ainis
"®apmakonoriyHi BnactmsocTi", "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "MobiyHi peakuii” (ans nosyeaHHa 500 Of).
BBegeHHs 3MiH npoTarom 3-x MicALiB Nicns 3aTBEPAXKEHHS.
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3acoby
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84.

OUCMNOPT®

NMOpOLLOK AN
PO34MHY Ans iH'eKuin
no 500 Of; 1

NaKkoH 3 MOPOLLKOM
Y KapTOHHil kopobui

INCEH
DAPMA

DdpaHuis

INCEH BIO®APM

NIMITEL

Benuka
Bputanis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | Tuny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLj NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKUIT ANA MeANYHOro 3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NPOBeAEHNX BigNoBIigHO A0 NnaHy negiatpudHnx
pocnimkeHb (PIP) (iHWwi 3MiHK) - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MeaMYHOro 3acToCyBaHHsI Nikapcbkoro 3acoby Ao poaainy
"OcobnunBoCTi 3acToCyBaHHA" BiANOBIOHO 4O OHOBMEHNX AaHUX
oo 6esnekn 3acTocyBaHHS NikapcbKoro 3acoby B negiatpil, Lo
MICTATBCA B peecTpauinHomMy gocke. BBeaeHHs amiH npotarom 3-x
MicauiB nicnsi 3aTBepoKeHHs. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHLWi 3MiHW)- 3MiHK
BHECEHO A0 |HCTPYKLiT ANS MeANYHOro 3acTocyBaHHS NikapCbKOro
3acoby ao posainis "®apmakonoriyni BnactusocTi”, "Cnocio
3acTocyBaHHA Ta 403M" - YTOYHEHO iHopMmaLito Woao TpMBarnocTi
4il Ta MakcMManbHUX J03 nikapcbkoro 3acoby. BBeaeHHs 3miH
npoTarom 3-x MicAuiB nicnsa 3atBepmxeHHs. 3miHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) -
BHeceHHs 3miHn go po3sginy “Cknag” MKA J13, a came BuganeHHs
nocunaHHsa Ha LD50 (kinbkicHe BU3Ha4eHHs GionoriyHoi
aKTUBHOCTI). 3MiHM BHeceHo Ao IHCTpykKuii Ans MmeamM4Horo
3acTOCyBaHHS Nikapcbkoro 3acoby Ao posginy "Cknag" (suganeHo
NOCWMNaHHS Ha KiNlbKiCHE BU3HAYeHHS BionoriYHOT akTUBHOCTI),
"MobiyHi peakuii" (pegaroBaHo YacToTy NOGIYHUX peakLii npu
nikyBaHHi CNacTUYHOCTi BEPXHiX KiHLiBOK y Aopocnux). BBegeHHs
3MiH npoTsromM 3-x MicauiB nicns 3ateepakeHHs. 3MiHu |l Tuny -
3miHun wopao 6e3nekun/edekTUBHOCTI Ta hapmakoHarnagy. 3MiHu y
KOPOTKili XapakTepucTuLi NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKLii ANS MeanYHOro 3acTOCyBaHHS Y 3B’3KY i3 HOBUMM
[aHMMW 3 SKOCTi, AOKMIHIMHUMM, KIiHIYHUMW AaHUMK Ta JaHUMK 3
dapmakoHarnsaay - 3mMiHM BHECEeHO A0 IHCTpyKUii Ang MeanyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao po3aainy "lMobiyHi peakuii”
(nopaBaHHs NobivHOT peakuii "cyxicTb oveir"). BBegeHHst 3aMiH
npoTarom 3-x MicauiB nicns 3aTBepaxeHHs. 3miHu Il Tuny - 3miHn
oo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3MiHu y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKLUII 4NS MeAWUYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU
OaHUMW 3 SKOCTi, AOKNIHIYHUMM, KNIHIYHUMW JaHUMU Ta JaHUMK 3
hapmakoHarnsigy - 3mMiHM BHECEHO A0 IHCTpyKUii Ans MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy "lMobiyHi peakuii”
(oHOBNEHHS iHdbopMaLii Npo NoBiyHI peakLii Npy NiKyBaHHi
rnabenspHnx 3aMopLLoK). BBeeHHs1 3MiH NpoTsarom 3-x Micsauis
nicnsa 3aTBepmiKEHHS.

3a
peuenmom

UA/13719/01/01

85.

OUCMNOPT®

NMOPOLLIOK Ais
PO34MHY AN iH'eKuin
no 300 O[; 1

INCEH
DAPMA

PpaHuis

INCEH BIO®APM

JIMITEQ

Benuka
BpuTaHis

BHECEHHS 3MiH O peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3miHa y
KOPOTKi/i XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS

3a
peuerimom

UA/13719/01/02
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NaKkoH 3 MOPOLLKOM
Y KapTOHHil kopobui

Ta iHCTPYKUIT ANA MeANYHOro 3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NPOBeAEeHNX BigNoBIigHO A0 NnaHy negiaTtpudHnx
pocnigpkeHb (PIP) (iHwi 3MiHK) - 3MiHM BHeceHo o IHCTpykuii ans
MeaMYHOro 3acToCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"OcobnunBoCTi 3acToCyBaHHS" BiANOBIAHO 1O OHOBMNEHMX AaHMX
oo 6esnekn 3acTocyBaHHS NikapcbKoro 3acoby B negiatpil, Lo
MICTATBCS B peecTpaLinHoMy gocke. BBeaeHHs amiH npotarom 3-x
MiCSILIiB MicNsi 3aTBEPAXKEHHS. 3MiHM | TMny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHW) - 3MiHK
BHECEHO A0 |HCTPYKLiT ANS MeANYHOro 3acToCyBaHHS NikapCbKoro
3acoby ao posainis "®apmakonoriyni BnactusocTi”, "Cnocio
3acTocyBaHHS Ta 403K" - YTOYHEHO iHhopmaLito Woao TpMBanocTi
4il Ta MakcMManbHUX J03 nikapcbkoro 3acoby. BeegeHHs 3amiH
npoTarom 3-x MicAUiB Nicns 3aTBEpPAXEHHSA. 3MiHu | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) -
BHECEeHHSs 3MiH 0o po3ainy “Cknag” MKA I13, a came BuganeHHs
nocunanHa Ha OguHuuto aii (Of) (kinbkicHe BU3Ha4YeHHS
GionoriyHoi akTMBHOCTI). 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MEeOUYHOro 3aCToCyBaHHs Nikapcbkoro 3acoby oo posginy "Cknag"
(BMOaneHo NocunaHHsa Ha KinbkicHe BU3Ha4YeHHs1 6ionoriyHoi
akTuBHocTi), "MobivHi peakuii" (pegaroBaHo YacToTy NoBiYHMX
peakuin npuv NikyBaHHi CNaCTUYHOCTI BEPXHIX KiHLIBOK Y JJOPOCINX).
BBefeHHs 3MiH npoTsirom 3-x MicsLiB nicnsi 3aTBepAXeHHS. 3MiHN
Il Tvny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIii ANA MEANYHOro 3aCTOCYBaHHS Y 3B'3KY
i3 HOBMMW JaHMMK 3 AKOCTI, AOKMIHIYHUMM, KNiIHIYHUMM AaHUMKU Ta
AaHvMK 3 hapmakoHarnagy - 3MiHM BHECEHO A0 IHCTpyKLii Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKkoro 3acoby oo po3sainy "MNobiyHi
peakuii" (zogaBaHHsa NobivHOI peakuii "cyxicTb oveir"). BBeaeHHs
3MiH MpoTAaroM 3-X MicsuiB nicns 3aTBepAXKeHHs. 3miHu Il Tuny -
3miHn wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHu y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Ta iIHCTPYKLUIT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMW JaHUMK Ta OaHUMN 3
bapmakoHarnsgy - 3MiHW BHECEHO A0 IHCTpyKUiT Ans MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3sainy "lMobiyHi peakuii”
(oHOBNEHHS iHdhopMaLii Npo NoBiyHI peakLii Npy NikyBaHHi
rnabenspHnx 3aMopLLoK). BBeaeHHs 3MiH npoTarom 3-x Micauis

nicnsa 3aTBepKEHHS.

86.

AOIAMI3na®

Tabnetku no 80 mr
no 10 Tabnetok y
6nictepi; no 3 abo
no 6 Gnictepis y
nadui 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: TeXHIYHa nomurka
(3rigHo Haka3y MOS Big 23.07.2015 Ne 460) TexHi4uHy noMurky
BUMpPaBIeHO, a came AonoBHeHo M. 9 "YMOBW 3BEPIFAHHA",

AKUIA Byno NOMUIIKOBO NPONYLLEHO Y NanepoBrX BapiaHTax TEKCTY

MapKyBaHHS BTOPUHHOI yrakoBKkW. 3a3HavyeHe BUMpaBneHHs
BigNoBigae matepianam peecTpauinHOro Jocbe

3a
peuerimom

UA/6986/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
87. | AIEMOHO® TabneTku, BKPUTI mibe MmBX HimeuumnH mibe MMBX HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: BUNpaBIieHHs 3a UA/18286/01/01
NniBKOBOO ApuHanmitt a ApuHanmittens TEXHIYHOI NOMUIIKN B Ha3Bi MOKasHWKa creumndikalii Ha MOMEHT | peyenmom
060M0HKOI0, 2 Mr, MO enb BWMYCKY Ta Ha TEPMiH NPUAATHOCTI NikapcbKoro 3acoby
28 TabneTok y
GnicTepi, no 1 abo
no 3, abo no 6
6nicTepis y nayui
88. | OIOKCUOUH NOPOLLIOK ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu - UA/11443/01/01
(cybcTaHuis) ans 3 obmexeHo 3 gkocTi. APl. KoHTponb A®Il. 3miHa y meTodax BunpobysaHHs ADI
BUPOGHMLTBA obmexeHo BiANoBiganbHicTIO abo BuxigHOro maTtepiany/npoMiXXHOrO NPOAYKTY/peareHTy, Lo
CTEPUIbHUX Ta Bignosigans "®APMXIM" BVKOPWCTOBYETLCS Y npoueci BUpobHuuTBa A®I (He3HauHi 3MiHU y
HECTepPUIbHUX HicTio 3aTBEpKEHNX MeToAax BUNpobyBaHHS) - BHeceHHs 3MiH fo
nikapcbknx hopm "®APMXIM" meTogiB KoHTponto AkocTi ADI n. «3anuLkoBa KinbKiCTb
y NonieTuneHoBmnx OpraHiYHMX PO3YMHHMKIBY, @ Came: YTOYHEHHSM
MiLLKax XpomaTorpadivyHmx yMoB (PO34MH NOPIBHSAHHS). 3aTBEpKEHO
Po34uH nopiBHSHHA - TemnepaTypa konoHku 120° C
3anponoHoBaHo Po34MH NOPIBHAHHS - TemnepaTypy KOIOHKM
nporpamMytoTb: nodyaTkoBy Temnepatypy 120° C BuTpumytoTb 3 XB.,
noTiM TemnepaTypy NiABWLLYIOTb 3i lwemakicTio 15° C/xs. go 200° C
Ta BUTPMMYIOTb 9 xB
89. | NOKCOPYBIUWN | koHueHTpaT ans EBEBE ABcTpis EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/1379/01/01
H "EBEBE" po34nHy Ans dapma ec.m.6.X. Hoor. Himeuunna woao 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun) - | peyenmom
iHdpysin, 2 mr/mn no lec.m.6.X. KI, ABcTpia BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3.
5 mn (10 mr), no 25 Hdpr.KI (NoBHMI LWKN 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXEHOr0 TEKCTY
M (50 mr), no 50 mn BMPOBHMLTBA); MapKyBaHHs. OHOBMNEHHS TEKCTY MapKyBaHHS yrMakoBKN
(100 wmr), abo no 100 3enbepcaoopd nikapcbkoro 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEHHSI
Mn (200 mr) y Jlabop Mm6X , OAMHULL BUMIpIOBaHHA y cucTeMi Sl. BBeeHHs 3MiH npoTsarom 6-
dnakoHi; no 1 ABCTpis TV MiCALIB Nicns 3aTBEPAKEHHS
dnakoHy B (TecTyBaHHs);
KapTOHHiI kopobui INa6op NNIC CE &
Ko. KI', HimeuunHa
(TecTyBaHHs);
Mnn
Mikpobionoriwec
Mptochnabop
'm6X, ABCTpis
(TecTyBaHHs)
90. | AOKCOPYBILUWU | koHueHTpaT Ans Akkopa Benuka BUPOGHMLTBO, Inpis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17439/01/01
H AKKOP[ PO34mMHY Ans Xenckea Bputanis KOHTPOMb SIKOCTI, Benuka nodaHHs HOBOTo cepTudikaTta BiAnoBiAHOCTI €BPONenchKin peuenmom
iHdpysin, 2 mr/mn; no Timiteq nepBuHHe Ta Bpurtanis/ dapmakonei Ne R1-CEP 2012-367-Rev 01 ons gitoyoi pe4yoBuHu
5mn (10 mr), 10 mn BTOPUHHE YropwuHa Doxorubicin Hydrochloride Big HoBoro Bupo6Huka INTAS

(20 wmr), 25 mn (50
mr), 50 mn (100 wmr),
100 mn (200 mr) y
cdnakoHi, no 1
cnakoHy y kopobui 3
KapTOHY

nakyBaHHsi: [HTac
dapmackioTikanc
NimiTen, IHais
BUPOGHMLTBO,
KOHTPOSb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi: [HTac

PHARMACEUTICALS LIMITED
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dapmacbioTikanc
Nimiten, IHAis
BignoBiganbHUn
3a BUNyCK cepil:
Akkopp Xernckea
JlimiTeq, Benuka
BputaHis
BTOPWHHE
nakyBaHHS:
Akkopp Xernckea
Nimiten, Benuka
BpuTtaHia
KOHTPOIb AKOCTI
cepini: Beccninr
XaHrepi K.,
YropwwmHa
91. | AONYTEIPABI TabneTkn, BKpUTI AypobiHao IHAis Aypobingo ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17760/01/01
P 50 MI', NniBKOBOO dapwma JI1g Nimitea - FOHIT VII wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS | peuernmom
JTAMIBYAUH o6onoHKoto, Nno TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
300 Mri 50/300/300 wmr; no iHopMaUii LLoa0 3a3HaYEHHST OAMHNLL BUMIPIOBAHHS Y CUCTEMI
TEHO®OBIP 30 TabneTok, SI
300 MI BKPUTWX MITiIBKOBOIO
06onoHKo, y
NnacTUKOBOMY
cdnakoHi, no 1
dnakoHy B
KapTOHHIN kopobui
92. | AOHOPMIN TabneTkn, BKpUTI YICA CAC PpaHuis YTCA CAC PpaHuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3amiHu | Tuny - 3amiHn |Ne 10 — 6e3 UA/7213/02/01
o6ornoHkot, no 15 3 gKkocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenma;
mr; no 10 abo no 30 nikapcbkoro 3acoby. 3miHa y meToAax BUNpobyBaHHSA roToBOro Ne 30 - 3a
Tabnetok y Tyb6i; no nikapcbkoro 3acoby (iHLWi 3MiHK) - 3MiHa LLLOAO BUNPaBIEHHs peuernmom
1 Ty6i B KAPTOHHIN OpyKapcbKoi NOMUIKX y MeToi BUNpobyBaHHsi NoKa3HWKa
KopoobLi «PosnagaHHs» y posgini 3.2.P.5.2 peecTpauinHoro 4ocke, a came
BuaaneHHs: «MpumiTka: pesynbrart, Lo BKa3yeTbCs y cepTudikarti,
€ CepeHiM 3 LIeCTN 3HAYEHbY.
93. | APUMNTAH® Tabnetku no 5 mr; ABGOTT HimeuumH Peuudapm PpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/6730/01/01
no 30 TabneTtok y ITabopaTopia a PoHTEH woao 6e3snekn/edeKkTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peuenmom
GnicTepi; no 1 6X 3MiHM 00 y3aranbHeHUX 4aHnX Npo cuctemy hapmakoHarnsgy

Gnictepy B
KapTOHHiI kopobLyi

(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chapmMakoHarnsay,
3MiHa YNoBHOBaXeHOi 0cobu, BianoBiaanbHOI 3a 3a4iMCHEHHS
hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
Ons 34icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bif] yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKoYar4m KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-hanna cuctemm papmakoHarnsay) - aMmiHa
YNOBHOBaXEHOT 0cobU 3asiBHKKA, BignoBigansHoi 3a
capmakoHarnsg.

MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD / Tomac
HiccnanH, DVM, PhD. 3MiHa KOHTAKTHUX JaHWX YNOBHOBa)EHOT
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
ocobu 3asiBHKKa, BiANOBiganbHoI 3a hapmakoHarnsg,
94. | OPOTABEPUH Tabnetkn, no 80 mr ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu bes UA/10344/01/02
®OPTE no 10 Tabnetok y 3 BUPOOHMLTBA, 3 gKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y BUpOOGHULUTBI. 3MiHa peuenma
6nictepi, no 1 obmexeHo KOHTPOMb SKOCTI, po3mipy cepii (BkroYao4mn giana3oH po3Mipy cepii) roToBoro
6nicTepy B kopobui 3 | Bignosiganb BUNYCK cepii: nikapcbkoro 3acoby (36inbweHHs o 10 pasiB NopiBHSAHO i3
KapToHy; no 10 HiCTIO ToBapucTBo 3 3aTBEPKEHUM PO3MiPOM) - BBEAEHHS [0AATKOBUX PO3MIpiB cepii
TabneTtok y Gnictepi, "OocnigHui 0BMeXeHo '3 ans Bupo6bHuka TOB "dapmaueBTryHa koMnaHis "3nopos's”,
no 2 6nictepu B 3aBof BiAnoBiganbHICTIO YkpaiHa.
KopobLi 3 KapTOHY; "rHUnIC" "[NocnigHnii 3aBoa [Litova pepakuia
no 20 Tabnetok y "rHUC, Po3awmip cepii:
Gnictepi, no 1 YkpaiHa; BCi cTagii 4,200 «r:
6nictepy B kopobui 3 BMPOGHMLTBA, (1,500 Tuc.yn.) — Ne10 (10x1) B 6nictepax
KapTOHY KOHTPOMb SKOCTI, (0,750 tTnc.yn.) — Ne20 (10x2) B 6nictepax
BMNYCK cepii: (0,750 Tuc.yn.) — Ne20 (20x1) B 6nictepax
ToBapucTBo 3 7,000 «r:
obmexeHo (2,500 Tuc.yn.) — Ne10 (10x1) B Gnictepax
BiANoOBIgaNbHICTIO (1,250 tTnc.yn.) — Ne20 (10x2) B bnictepax
"®apmaueBTuyHa (1,250 Tuc.yn.) — Ne20 (20x1) B 6nictepax
KOMNaHis 2,500 Kr:
"3poopos'sa”, (0,892 Tuc.yn.) — Ne10 (10x1) B Gnictepax
YkpaiHa (0,446 Tuc.yn.) — Ne20 (10x2) B 6nictepax

(0,446 Tuc.yn.) — Ne20 (20x1) B 6nictepax
6,000 «r:
(2,142 Tuc.yn.) — Ne10 (10x1) B 6nictepax
(1,071 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(1,071 Tuc.yn.) — Ne20 (20x1) B 6nictepax
[MponoHoBaHa pegakuis
Po3awmip cepii:
4,200 «r:
(1,500 Tuc.yn.) — Ne10 (10x1) B 6nictepax
(0,750 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(0,750 Tuc.yn.) — Ne20 (20x1) B 6nictepax
7,000 «r:
(2,500 Tuc.yn.) — Ne10 (10x1) B Gnictepax
(1,250 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(1,250 Tuc.yn.) — Ne20 (20x1) B 6nictepax
2,500 «r:
(0,892 tnc.yn.) — Ne10 (10x1) B bnictepax
(0,446 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(0,446 Tnc.yn.) — Ne20 (20x1) B bnictepax
6,000 «r:
(2,142 Tuc.yn.) — Ne10 (10x1) B 6nictepax
(1,071 Tnc.yn.) — Ne20 (10x2) B bnictepax
(1,071 Tnc.yn.) — Ne20 (20x1) B bnictepax
70,000 kr:
(25,000 Tnc.yn.) — Ne10 (10x1) B BnicTepax
(12,500 Tmnc.yn.) — Ne20 (10x2) B BnicTepax
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
(12,500 Tmrc.yn.) — Ne20 (20x1) B BnicTepax
17,500 kr:
(6,250 Tuc.yn.) — Ne10 (10x1) B 6nictepax
(3,125 Tnc.yn.) — Ne20 (10x2) B bnictepax
(3,125 Tnc.yn.) — Ne20 (20x1) B bnictepax
95. | APOTABEPUH Tabnetkn, no 80 mr ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu - UA/12184/01/01
®OPTE in bulk: no 9000 a6o 3 BMPOOHMLTBA, 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
15000 Tabnetok y oBMexeHo KOHTPOSb SIKOCTI, po3mipy cepii (Bkntoyaoum giana3oH po3Mipy cepii) roToBoro
KOHTeWHepax Bignosigans BUNYCK cepii: nikapcbkoro 3acoby (36inbweHHs o 10 pasiB NopiBHSAHO i3
nnacTMacoBux HiCTIO ToBapucTso 3 3aTBEPPKEHNM PO3MiIPOM) - BBEAEHHS [0AATKOBUX PO3MIpiB cepii
"OocnigHui obmexeHor M3 ansa BupobHuka TOB "®apmaueBTnyHa KoMmnaHis "3gopos'a”,
3aBoa BigNoBiganbHIiCTIO YkpaiHa.
"rHUIC" "[locnigHuin 3aBog Litova pegakuis
"rHUC, Po3awmip cepii:
YkpaiHa; Bci ctagii 4,200 kr:
BMPOBHMLTBA, (1,500 Tuc.yn.) — Ne10 (10x1) B Gnictepax
KOHTPOMb SKOCTI, (0,750 tTnc.yn.) — Ne20 (10x2) B 6nictepax
BUNYCK cepii: (0,750 Tuc.yn.) — Ne20 (20x1) B 6nictepax
ToBapucTBo 3 7,000 kr:
obmexeHo (2,500 Tuc.yn.) — Ne10 (10x1) B Gnictepax
BiAMNOBIAaNbHICTHO (1,250 Tuc.yn.) — Ne20 (10x2) B 6nictepax
"®apmaueBTniHa (1,250 Tuc.yn.) — Ne20 (20x1) B 6nictepax
KOMNaHis 2,500 Kr:
"3popos'sa", (0,892 Tuc.yn.) — Ne10 (10x1) B 6nictepax
Ykpaina (0,446 Tuc.yn.) — Ne20 (10x2) B Gnictepax

(0,446 Tuc.yn.) — Ne20 (20x1) B 6nictepax
6,000 «r:
(2,142 Tnc.yn.) — Ne10 (10x1) B Gnictepax
(1,071 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(1,071 Tuc.yn.) — Ne20 (20x1) B 6nictepax
MponoHoBaHa pepakuis
Po3awmip cepii:
4,200 «kr:
(1,500 Tuc.yn.) — Ne10 (10x1) B Gnictepax
(0,750 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(0,750 Tuc.yn.) — Ne20 (20x1) B 6nictepax
7,000 «r:
(2,500 Tnc.yn.) — Ne10 (10x1) B Gnictepax
(1,250 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(1,250 Tunc.yn.) — Ne20 (20x1) B bnictepax
2,500 «r:
(0,892 Tuc.yn.) — Ne10 (10x1) B 6nictepax
(0,446 Tnc.yn.) — Ne20 (10x2) B bnictepax
(0,446 Tuc.yn.) — Ne20 (20x1) B bnictepax
6,000 «r:
(2,142 tnc.yn.) — Ne10 (10x1) B bnictepax
(1,071 Tnc.yn.) — Ne20 (10x2) B bnictepax
(1,071 Tuc.yn.) — Ne20 (20x1) B 6nictepax
70,000 kr:




39

[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
(25,000 Trc.yn.) — Ne10 (10x1) B Gnictepax
(12,500 Turc.yn.) — Ne20 (10x2) B bnictepax
(12,500 Tunc.yn.) — Ne20 (20x1) B Gnictepax
17,500 kr:
(6,250 Tuc.yn.) — Ne10 (10x1) B Gnictepax
(3,125 Tuc.yn.) — Ne20 (10x2) B 6nictepax
(3,125 Tnc.yn.) — Ne20 (20x1) B bnictepax
96. | EBPA® nnacTump - TOB YkpaiHa BupobHuLTBO HimeuuunHa/ BHECEHHS 3MiH IO peecTpaLiiHix maTepianis: 3miHu |l Tuny - 3a UA/2051/01/01
TpaHcaepManbHa "[I>KOHCOH i Hepo3dacoBaHOro Benbria 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsagy. 3miHn 'y | peuenmom
TepaneBTU4YHa [HxOHCOH npoaykTy Ta KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
cuctema (TTC); no 1 YkpaiHa" nepBuHHa Ta iHCTPYKLii ANS MeANYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
nnacTupy B nakeTi i3 ynakoBka: 1ITC [aHMMWN 3 AKOCTI, AOKMIHIYHUMM, KIiHIYHUMW JaHUMK Ta JaHUMK 3
namMiHoBaHoro JlomaHH dapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLUiT ANA Mean4HOro
nanepy i TepaneBTWYHi 3acTocyBaHHS nikapcbkoro 3acoby Ao po3aginy "MobivHi peakuii”.
antoMiHieBoi Cuctemu Al, BBeaeHHs 3MiH NpOTArom 6-TW MiCALIB NiCNs 3aTBEPOXKEHHSA
donbry; no 3 naketu Himevuunna
B NpO30poOMYy BTopuHHa
nakeTuky 3 ynakoBka Ta
noniMepHoi NriBKu; BMNYCK cepii:
no 1 abo 3 AHcceH
Npo30puXx NaKeTUKN PapmaueBTVKa
(3 abo 9 nnactupis) HB, benbrisa
pa3om 3i
cneuianbHUMK
Haknemnkamm Ha
KaneHgap ans
Mo3Ha4yoK Npo
BVIKOPVICTaHHS
nnactupy (TTC) y
KapTOHHIN ynakoBUj
97. | EK3UCTA Kancynuv Teepgi, no AT "Apaven Monbwa AT «Apaven Monbwa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17002/01/01
75 wr; no 14 kancyn dapma” ®apwman, MonbLa, wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3MiHu y peuenmom
y 6nicTepi, no 2 abo Monbwa KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
4 6nictepy B (BMPOBHYMK Ta iHCTPYKLii ANS MeanYHOro 3acToCyBaHHS
Kopoo6ui NnepBUHHOrO Ta reHepuyHuX/ribpnaHnx/GionodibHnx nikapcekux 3acobis nmicns
BTOPWHHOIO BHECEHHS TiEi caMoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
nakyBaHH4, BUMNYCK notpebye HagaHHSA XOOHUX HOBUX JOAATKOBUX AAHUX)- 3MiHU
cepii); AT BHECEHI [0 iHCTPYKLi ANS MeQUYHOro 3acToCyBaHHS IikapCbKOro
«Apavepq 3acoby y po3ainu: "®apmakonorivHi BnactusocTi", "Baaemogis 3
dapwmay, MonbLa, iHLWIMMK nikapcbkumn 3acobamm Ta iHWi Buam B3aemogin”,
MonbLa "OcobnuBeocTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta fo3un”
(BUPOBHULTBO “in BiA4NOBIgHO A0 iHpopmaLii Woa0 MeaNYHOro 3acTOCyBaHHS
bulk”, nepBrnHHe pedepeHTHOro nikapcbkoro 3acoby (JIIPUKA, kancynu, 75 mr, 150
Ta BTOPUHHE Mr). BBegeHHst 3MiH MPOTAroM 6-Tu MicsALIB MIiCNsA 3aTBEPIKEHHS.
nakyBaHHs1)
98. | EK3UCTA Kancynuv Teepai, no AT "Apnamep Monbwa AT «Apawven Monbwa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | Tuny - 3MiHK 3a UA/17002/01/02
150 mr; no 14 dapma” ®apman, MonbLa, wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3MiHu y peuenmom
Kancyn y énictepi, Monbwa KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
no 2 abo 4 rnictepu (BMPOBHUMK Ta iHCTPYKLii ANs MegnYHOro 3acToCcyBaHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
B KOpoOLi nepBUHHOrO Ta reHepuyHUX/ribpuaHmx/6ionoaibHMX nikapcbkrx 3acobis nicnsi
BTOPUHHOIO BHECEHHS Ti€i camoi 3MiHW Ha pedpepeHTHUI npenaparT (3MiHa He
nakyBaHHs, BUNyCK notpebye HagaHHS )XOOHUX HOBUX 4OAATKOBUX AaHUX)- SMiHM
cepii); AT BHECEHI [0 iHCTPYKLii ANS MeQNYHOro 3acToCyBaHHS NikapCbKOro
«Apavepn 3acoby y po3ainu: "®apmakonorivni BnactusocTi", "Baaemogis 3
dapmay, MonbLa, iHLIMMM nikapcbknuMmy 3acobamum Ta iHWi BUaM B3aemogin”,
Monbwa "OcobnueocTi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un"
(BUPOBHULTBO “in Bi4NOBIgHO A0 iHpopmaLii WoA0 MeaANYHOro 3aCTOCyBaHHS
bulk”, nepBrHHe pedepeHTHOro nikapcbkoro 3acoby (JIIPUKA, kancynu, 75 mr, 150
Ta BTOPUHHE mr). BBegeHHs 3MiH MPOTAroM 6-Tv MicAUIB NICNSA 3aTBEPAKEHHS.
nakyBaHHS)
99. | EKCTEHLUE® NOPOLLIOK A51s M.BioTek Benuka ACTPAN IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/8998/01/01
PO34MHY ANS iH'EKLN Tlimiteq Bputanis CTEPITEK woao 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun) - | peuenmom
no 500 mr 1 donakoH MPAVBIT BHECEHHS 3MiH Jo po3ainy «MapkyBaHHa» MKA 113.
3 NOPOLLKOM Y nayuli NIMITEL 3anponoHosaHo: MAPKYBAHHA. 3rigHo 3aTBEpOXEHOrO TEKCTY
3 KapTOHY MapKyBaHHA. OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBK/
nikapcbKoro 3acoby 3 BHECEHHsIM iH(bopmaLii LoAo 3a3HaYeHHs
OAMHULL BUMipIOBaHHS y cucTeMi Sl.BBeaeHHs 3MiH npoTsirom 6-
TV MiCSILB MicNsi 3aTBEPOXKEHHS.
100., EKCTEHLUE® NOPOLLIOK A51s M.BioTek Benuka ACTPAN IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/8998/01/02
PO34MHY AnA iH'eKuin Nimiten BputaHia CTEPITEK wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
no 1000 mr 1 MPAVBIT BHECEHHS 3MiH Jo po3ainy «MapkyBaHHa» MKA 113.
bnakoH 3 NOPOLLKOM JIIMITELQ 3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBEpAXXEHOIO TEKCTY
y nayui 3 KapToHy MapKyBaHHs1. OHOBINEHHS TEKCTY MapKyBaHHS YMakoBKW
nikapcbKoro 3acoby 3 BHECEHHsIM iH(bopmaLlii LLoAo 3a3HAYEHHS
OAMHULL BUMIpIOBaHHA y cucTeMi Sl. BBeeHHs 3MiH npoTsarom 6-
TV MicsILiB Micns 3aTBEPOXKEHHS.
101, ENENICO NOpPOLLIOK MN®ANIEP CLA MpoTanikc ITa., I13pains/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14379/01/01
niodpinisoBaHnn ans ENY.CLMI I3painb (koHTponb Ipnangis/ wopno 6e3nekn/edeKkTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
PO34nHY Ans KOPIMOPEN SAKOCTI Npwn CLLIA 3MiHM 00 y3aranbHeHUX 4aHnxX Npo cuctemy hapmakoHarnsay
iHdpysin no 200 Of; LH BUNYCKy Ta (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,

1 donakoH 3
MOPOLLKOM Yy
KapTOHHIN kopobLyi

[OCNIAKEeHH:
cTabinbHocTi);
Mdpansep IpnaHais
dapmacboTukans,
Ipnangis
(KkOHTpOnb SKOCTI
npv BUMNycky Ta
[OCNIAKEHHS
cTabinbHocTi);
dapmadis i
AngxoH KomnaHi
JNinc, CWA
(BUpOBHMLTBO
(cbopmyna,
acenTuyHe
HanoBHEHHS,
niocpinizayist),
nepBUHHE Ta

3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3a4iNCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
ANs 3AiMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsgy (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemn papmakoHarnagy) - amiHa
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy: MNponoHoBaHa peaakuisi: bapbapa e
BepHapgi/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHUX
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
dapmakoHarnsgy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
BUMNYCK cepii)
102.| ENEYTEPOKOK | ekcTpakT opanbHuii TOB "[OKI YkpaiHa TOB "[OKI YkpaiHa BHECEHHS1 3MiH O peecTpauiiHuX MaTepianiB: TEXHIYHa NoMuIka bes UA/3544/01/01
Y EKCTPAKT no 50 mny "dapmaueBT "®apmaueBTUYHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BunpaBneHo TexHiYHY | peuenma
PIOKUIA dnakoHax n4Ha chabpuka" NMOMWIKY Y TEKCTi MapKyBaHHS NEPBUHHOI YNAKOBKUN MiKapCbKOro
habpuka" 3acoby: 3aTBepaKeHo:
1. HA3BA JIIKAPCBKOI'O 3ACOBY EneyTtepokoky ekcTpakT
oparnbHun 3anponoHOBaHO:
1. HA3BA JIIKAPCBbKOI'O 3ACOBY Eneytepokoky ekcTpakT
pigkuii 3a3HadeHe BUNpaBeHHs Bignosigae matepianam
peecTpaLiiHoOro Jocke
103.| ENIKBIC TabneTkn, BKPUTI MNdAN3EP CLWA BupobHumuTBO, CLIA/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/13699/01/01
NNiBKOBOK IHK. KOHTPOSIb SKOCTi ITanis/ wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
obornoHkot, no 2,5 Ta KOHTPOIb Himeuunna/ 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsagy
mr; no 10 TabneTtok SAKOCTi Npun Ipnangia (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chapmMakoHarnsay,
y 6nicTepi; no 2 BUMYCKY Cepii: 3MiHa ynoBHOBaXeHoi ocobu, BiAnoBiganbHoI 3a 34iNCHEHHS
Gnictepn y nayui 3 Bpicton-Mawepc apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asgBHUKa
KapToHy; no 10 CkBi66 Ons 3aiNcHeHHsA hapMakoHarnagy B YKpaiHi, AKLWO BOHA BigMiHHa
Tabnetok y 6nictepi; MeHtodek4ypuHr Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
no 2 énictepn y KomnanHi, CLUA; dapmakoHarnsaay (BKOYar4mn KOHTaKTHI AaHi) Ta/abo 3miHn y
nauui 3 KapToHy MakyBaHHs, po3milLieHHi macTep-aina cuctemm papmakoHarnsgy) - amiHa
KOHTPOIb SKOCTi yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHOi 3a 30iNCHEHHS
Ta BUMYCK cepii: dapmakoHarnsaay: NponoHoBaHa peaakuis: bapbapa e
Bpicton Mawepc BepHapgai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
Ckai66 C.p.n., yMNOBHOBaXeHOi 0coby 3asiBHMKa, BignoBiganbHOi 3a 30iNCHEHHS
ITanis; nakyBaHHS, dapmakoHarnsgy
KOHTPOIb SIKOCTI
npwv BUNYCKy cepii
Ta BUMYCK cepii:
Mdpaiizep
MeHtodek4ypuHr
Lonuneng Mm6X,
HimeuumnHa;
BUPOGHMLTBO,
KOHTPOrb AKOCTI
npv BUNyCKy cepii:
Mdpansep lpnaHgis
dapmackioTikans,
IprnaHais
104.| ENIKBIC TabneTku, BKPUTI N®ANIEP CLA Bupo6HMUTBO, CLUA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/13699/01/02
NNiBKOBOI IHK. KOHTPOIb AKOCTI ITanisa/ woao 6e3nekn/edeKTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peuenmom
o6onoHkoto, no 5 wmr; Ta KOHTPOIb Himeuumnna/ 3MiHM 0 y3aranbHeHUX AaHuX Npo cuctemy dapMakoHarnsay
no 10 Tabnetok y SKOCTI Npwn Ipnangis (BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy chapmMakoHarnsay,

Gnictepi; no 6
GnicTepiB y nayui 3
KapToHy; no 10
TabneTtok y onicrepi;

BUNYCKY cepii:
Bpicton-Manepc
CkBib6
MeHtoek1ypuHr

3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
Ons 34iicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bif YNOBHOBa)XEHOT 0COOW, BiANOBIgANbHOI 3a 34iCHEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
no 3 a6o no 6, abo Komnani, CLUA; hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
no 10 6nictepi y MakyBaHHS, pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsgy) - amiHa
nayui 3 KapToHy; no KOHTPOSIb SKOCTi yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHoi 3a 34iNCHEHHS
14 Tabnetok y Ta BUMYCK cepii: apmakoHarnagy: NponoHoBaHa pegakuis: bapbapa e
GnicTepi; no 2 Bpicton Mawiepc BepHapgai/ Barbara De Bernardi. 3miHa KOHTaKTHUX AaHWUX
6nictepn y nayuij 3 Cki66 C.p.n., yMNOBHOBaXeHOi 0coby 3asiBHMKa, BignoBiganbHoi 3a 34iNCHEHHS
KapTOHY ITanis; nakyBaHHS, dapmakoHarnsgy
KOHTPOIb AKOCTI
npu BUNYCKy cepii
Ta BUMYCK cepii:
Mdparzep
MeHtodek4ypuHr
Lonuneng Mm6X,
HimeuumnHa;
BUPOGHMLTBO,
KOHTPOIb AKOCTI
npu BUNYCKY cepii:
Mdbansep lpnaHgis
dapmachbioTikans,
Ipnangis
105.| ENNIOHBA PO34MH Ans iH eKLin OpraHoH LLseviuapi Bupo6HuLTBO HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiHMx maTepianis: 3miHu | Tuny - 3a UA/13125/01/02
no 150 mkr/0,5 mn CeHtpan lct A Hepo3dacoBaHoi Hinepnanau AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu peuernmom
no 0,5 mn po3uunHy B MmM6X npoaykuii Ta 3asBHUKA (BNacHMKa peecTpaLinHoro NocBiA4YeHHS) 3MiHa Ha3Bu
nonepegHbo nepBuHHA Ta agpecu 3asBHuUka M3. BBegeHHs 3MiH NpoTsirom 6-Tu micauis
HanoBHEHOMY ynakoBka, nicns 3aTBepAXXEHHS.
wnpwui; no 1 KOHTPOMb SIKOCTI,
nonepeaHL0 TECTYBaHHs
HanoBHEHOMY CTepunbHOCTI Ta
LLUNpUL pasom 3i BakTepianbHUX
CTepuUIbHO €HIOTOKCUHIB

iH’EKUIHOIO rONnKo
y BigKpUTOMY
NnacTUKOBOMY NOTKY
B KapTOHHI kopobui

roToBOro
nikapcbkoro
3acoby (KOHTponb
SIKOCTi), BidyanbHa
iHCNeKujs:
BeTtTep ®apma-
depTuryHr FrMoX i
Ko. KT,
Hime4umnHa;
KoHTponb sikocTi,
TECTyBaHHS
cTepunbHoCTi Ta
DakTepianbHNx
€HIOTOKCHHIB
roToBOro
niKapcbKoro
3aco0y (KoHTponb
SIKOCTI), BidyarnbHa
iHCNeKujs:
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BeTtTep ®apma-
®epturyHr M'moX i
Ko. KT,
HimeuumnHa;
BigyanbHa
iHCnekKuis:
BetTep dapma-
®epturyHr M'moX i
Ko. KT,
HimeuumnHa;
KoHTponb sikocTi
Ta TecTyBaHHs
cTabinbHOCTI,
BTOpPUHHA
ynakoBka, 403Bif
Ha BUMNYCK cepil:
H.B. OpraHoH,
Higepnangu

106.

ENOHBA

PO34MH Ans iH eKUin
no 100 mkr/0,5 mn
no 0,5 mn posunHy B
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy pasom 3i
CTEepUIbHO
iH’EKLIHOIO rONnKoto
y BiAKpuUTOMY
nnacTKoBOMY NOTKY
B KapTOHHIl kopobui

OpraHoH
CeHTpan lct
M6X

LLiseviuapi
a

BupobHuuTBO
Hepo3dacoBaHoi
npogykuii Ta
nepBUHHA
ynakoBka,
KOHTPOMb AKOCTI,
TECTYBaHHs
CTepunbHOCTI Ta
GakTepianbHUX
€HOTOKCUHIB
roToBOro
nikapcbKoro
3acoby (KOHTporb
SIKOCTi), BidyanbHa
iHCnekuis:
Bettep dapma-
depTuryHr FrMoX i
Ko. KT,
Himeyuunha;
KoHTponb sikocTi,
TecTyBaHHS
CTEpUNbHOCTI Ta
DakTepianbHNX
€HOO0TOKCUHIB
roToBOro
niKapcbKoro
3acoby (KOHTponb
AKOCTI), BidyarnbHa
iHCnekKujs:
BetTep dapma-
PepTuryHr FrmeX i

Himevuunna/
Hinepnanan

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHn. 3MiHa HalMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLiiHoro NocBig4eHHs) 3MiHa Ha3Bu
Ta agpecu 3asBHuka 3. BBegeHHs 3MiH NpoTsirom 6-Tu micauiB
nicnsa 3aTBEpAXEHHS.

3a
peuernmom

UA/13125/01/01
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Ko. KT,
Himeuuunha;
BisyanbHa
iHCnekujs:
BeTtTep ®apma-
®epTuryHr MmoX i
Ko. KT,
Himeuumnha;
KoHTponb sKoCTi
Ta TecTyBaHHS
cTabinbHOCTI,
BTOPVHHA
yrnakoBKa, A403BiN
Ha BUMNYCK cepil:
H.B. OpraHoH,
Higepnangm
107.| ENbNTAH TabneTkn, BKpUTI MpAT Ykpaina Padapm CA Ipeuis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/18414/01/03
NNiBKOBOK "dapmaueBT wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
obornoHkoto, no 80 n4yHa cipma 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
Mr o 3 Tabnetkn y "NapHuug” (BBEAEHHS y3aranbHeHVX AaHnX Npo cucTemy hbapmakoHarnsgy,
Gnictepi, no 1 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIganbHOI 3a 3a4iCHEHHS
Gnictepy B nayui dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asgBHUKa
ANs 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKM4Yar4um KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLieHHI MmacTep-hanna cuctemn papmakoHarnsaay) - amiHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
cbapmakoHarnsg,.
MponoHoBaKra pepakuis: Typok B'ayecnas B'suecnasosuy
108.[ EMNNA Kpem no 5 ry Ty6i; AcneH IpnaHgis Pecicdapm LLsewis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu |l Tuny - bes UA/4596/01/01
no 5 Ty6 pasom 3 12 dapma Kapnckora Ab 3MiHM Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnagy. 3miHny | peyenma
OKIO3INHUMU TpengiHr KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Haknenkamm y Nimiteq Ta iIHCTPYKLUIT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU
KapTOHHI KOpoOLyi; OAHUMW 3 SKOCTi, AOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta JaHUMK 3
no 30 ry Ty6i; no 1 dapmakoHarnsaay - 3MiHM BHeCeHO A0 [HCTpyKLUii Ans MeanyHoro
Ty6i y KAPTOHHIl 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis "3acTocyBaHHs Yy
KopobLi nepiog BariTHocTi abo rogyBaHHs rpyaar”, "3gaTtHicTb BnneaTtu
Ha LWBMAKICTb peakLii Mpy kepyBaHHi aBTOTpaHcnopToM abo
iHWK1MK MexaHismamun®, "Cnocib 3acTocyBaHHs Ta Jo3n"
109, EHANO3MO® Tabnetku; no 10 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/0702/01/02
®OPTE Tabnetok y 6nictepi; "®apmak” AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peuenmom

no 2 abo 3 6nictepu
B NauyLi 3 KApTOHY

3asiBHUKA (BMacHUKa peecTpaLiiHoro NocBig4YeHHs) 3MiHa Ha3Bu
Ta agpecu 3asBHUKa. BegeHHs 3MiH npoTarom 6-Tn MicsuiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLs NpoBaKeHHS! AiANbHOCTI
BMpOBHMKa/iMnopTepa roToBOro fikapcbkoro 3acoby, BK4YaK4u
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
AinbHUL BUNYycky cepii abo micue NnpoBeAeHHs! KOHTPOIIO SKOCTI.

(miAnbHIiCTb, 3a siKy BigNoBiAae BUPOOHMK/IMNOPTEP, BKIOYAKUM
BUMNYCK Cepill) 3MiHa Ha3Bu i agpecyn BUpobHuka M13. 3miHn
BHECEHI B iHCTPYKLIito AN MeanYHoro 3actocyBaHHs J13 y p.

"BupobHuk", "MiceLdHaxomkeHHs1 BUpobHUKa Ta oro agpeca

MicUa NpoBa@XXeHHS JianbHOCTI" 3 BigNOBIAHMMN 3MiHAMW B TEKCTI

MapKyBaHHs1 yNnakoBOK. BeaeHHsi 3mMiH npoTarom 6-tu micsauiB nicns

3aTBepaKeHHs1. 3miHu | Tuny - 3miHn Wwoao 6e3nekun/edeKkTUBHOCTI

Ta chapmakoHarnsagy (iHwi 3miHM) OHOBMNEHHS TEKCTY MapKyBaHHS

yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM iHdhopmalLii Woao

3a3Ha4YeHHs OAMHULIL BUMIpIOBaHHSA y cuctemi Sl. 3amiHa posginy

"MapkyBaHHs. Bignosigae HagaHoOMy TEKCTY MapKyBaHHS" Ha

po3gin «MapkyBaHHS. 3rigHO 3aTBEpPAXEHOro TEKCTY MapKyBaHHSA»

B 3aTBepakeHnx MKA N3. BBegeHHsA 3MiH NpoTsirom 6-Tu Micsiuis
nicns 3ateepakeHHs. 3MiHu | Tuny - 3miHu 3 skocTi. FoToBUIA

nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

mMeToAax BMMPOoByBaHHSA roTOBOrO flikapcbKoro 3acoby (ans

npuBegeHHs y BignosigHicTb 3 JPY abo €Bponencebkoto
bapmakoneeto Ta BUITy4YEHHsI MOCUITaHHA Ha 3acTapinuin

BHYTPILUHIN MeToA BUNPOGYBaHHS | MOro HOMep), BHECEHHS 3MiH Y

Cneuudikauito/MeToais BunpobysaHHs 113 3a napameTpom
"MikpobionoriyHa yncrora", 3okpema: BUIy4eHHs1 MOBHOMO ONuncy
npoBeAeHHA METOAVKM; AONOBHEHHS BiANOBIAHUM NMOCUIAHHAM Ha
aitody pegakuito APY. 3minm | Tuny - 3miHm 3 skocTi. ADI.

KoHTponb A®I. 3miHa y napameTpax crneumdikauin ta/abo

[0ONyCTUMMUX MEX, BU3HAYEeHNX y crieumdikauisx Ha A®l, abo
BVXiOHWI/NPOMIXXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoteci BupobHmuTea AP (iHLwi 3MiHN)

BBeAeHHS nepioguyHocTi anst A®|I EHananpuny maneary 3a
nokasHukom "MikpobionoriyHa ynuctoTa™ nepiuy (nepLuy nocTaBky
NMOTOYHOTO POKY) Ta KOXHY AECHATY HaCTYMHY cepii, ane He pigLue
ofHoro paay Ha pik. 3MiHu | Tuny - 3miHn 3 akocti. A®I. KoHTpornb

A®I. 3miHa y MeToax BunpobyBaHHsA ADI abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS

y npoueci BupobHuutea AP (iHwi 3MiHn y meToaax BunpobyBaHHSA

(Bkntoyatoum 3amiHy abo gonoBHeHHs) AP abo

BVXiAHOro/NMpoMiXXHOro NPoAyKTy) BHECEHHS 3MiH Ao MeToais

BunpobyBaHHs A®| EHananpuny maneaty, 3okpema: - 3a
NOKa3HUKOM "3arnuLLUKoBi KinNbKOCTi OpraHiYHMX PO34YMHHUKIB"
(meTop napodasHoi ras3oBoi xpomaTorpadii): 3miHu B
npoboniaroToBLji PO34uHIB, 3MiHa YMOB XpoMaTtorpadyBaHHS Ta
po3paxyHKoBiv chopmyri.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
BVXiAHOrO MaTepiany/npoMiXXHOro NPoAyKTy/peareHTy, Lo

BUKOPUCTOBYETbCS Y Npoueci BUpobHMuTBa AP (iHWi 3miHK y

MeTofax BUNpobyBaHHS (BKMOYaK4n 3amiHy abo JOMOBHEHHS)

A®I| abo BMXigHOrO/MPOMIXKHOIrO NPOAYKTY) BHECEHHSA 3MiH A0

MeTogis BunpobysaHHa APl EHananpuny maneaTy, 3okpema: 3a

nokasHukom "CynpoBifHi Aomilkn" (MeTod pignHHOT
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xpomaTtorpadii): 3MiH1 B Npo6oniaroToBLji po34uHiB, 3MiHEHO
nporpamMy rpagieHty, 404aTKOro BBEAEHO iAeHTUdiKaLilo JOMILLOK
A, C, H; BunyyeHo igeHTudikaUito Aomiwkn G (BU3HAYEHHS
npoBOAATb 32 OKPEMOIO npoLieaypoto). 3MiHu | Tuny - 3MiHn 3
akocTi. A®Il. Kontponb A®I (iHLi 3MiHWM) BHECEHHS 3MiH A0
Cneuudikauii / MeToais BunpobysaHHst A®| EHananpuny
mMarnearty, 30KkpeMa: BUNy4eHHs nokasHuka "Baxki metanu". 3minm |
Tmny - 3MiHn 3 axocTi. A®Il. Kontponb A®I (iHLWi 3MiHW) BHECEHHSA
3MiH o MeTogis BunpobysaHHsa A®| EHananpuny maneary,
30Kpema: 3a nokasHukoMm "KinbkicHe BU3Ha4YeHHN": 3MiHN B
npo6oniaroTosLi BUNpobyBanbHOro po3vnHy obyMoBneHo
npuBegeHHAM 4o BumMor EP. 3minn | Tuny - 3MiHu 3 sikocTi. ADI.
KoHTponb A®I (iHwWwi 3MiHW) BHeceHHs 3MiH Ao Cneumndikadii/
MerTopis BunpobysaHHa APl EHananpuny maneaTy, 3okpema: 3a
napameTpoM "MikpobionoriyHa unctorta", 30Kpema: BUNy4YeHHs
MOBHOIO OMWCY NPOBEAEHHS METOAMKMN; AOMOBHEHHS BiAMOBIAHNM
nocunaHHaM Ha gitody pegakuito APY. 3MiHn | Tuny - 3miHm 3
sikocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax crneumdikauin
Ta/abo onycTMMUX MeX, BU3Ha4YeHuX y cneuudikauisx Ha AdI,
abo BMXiAHUN/MPOMDKHUI NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea A®I (iHwwi 3miHu) -
BHeCeHHs 3MiH 0o Cneuudikauii APl EHananpuny manearty,
30Kpema: KpuTepii NPUAHATHOCTI 3a Noka3HukoM "CynpoBigHi
OOMiLLKWN" NpMBEAEHO Y BiAMOBIAHICTb 40 BUMOT MOoHorpadii EP.

110.

EHBPENI®

PO34MH OIS iH'EKLN,
50 mr/mn, 4
nonepeaHL0
HaMoBHEHI LWNpuun
no 0,5 mn (25 wmr)
abo no 1 mn (50 mr),
abo 4 nonepeaHLO
HanoBHEHi py4ku No
1 mn (50 wmr), 4
TaMMOHU 3i CNUPTOM
y NNacTnKoBOMy
KOHTEWHepi;
nnacT1KoBWN
KOHTEeWHep y
KapTOHHiIl kopobui

NOANIEP
EWY.CLII
KOPTIOPEN
LH

CLA

Baet
dapmaceyTukarnc,
Benwvka bputaHis

(MapkyBaHHs,
nakyBaHHs, BUMYCK
cepii rotToBOro
nikapcbkoro
3acoby); Betep
dapma-dPepTUryHr
'mbX & Ko. KT,
Himeuunna
(BUPOOHULTBO i
KOHTpPOrb AKOCTI
niKapcbKoro
3acoby B
nonepeaHL0
HanoBHEHMX
wnpuuax); Betep
Papma-dPepTuryHr
'm6X & Ko. KT,
HimeuunHa
(BisyanbHumn
KOHTpOrb
nonepeaHL0
HanoBHEHMX

Benuka
Bpurtanis/
HimevuunHa/
Benbrisi/
Ipnangis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay. BeeaeHHs abo
3MiHW [0 y3aranbHeHUX AaHnX Npo cucteMy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsgy,
3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIAANbHOI 3@ 3AiINCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ANs 3AiMCHeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHA
BiJ, YNOBHOBaXXEHOT 0COOM, BiANOBIAaNbHOI 3@ 34iCHEHHS
dapmakoHarnsgy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
YNOBHOBaXEHOT 0COOU 3asBHMKA, BigNoOBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy: NponoHoBaHa peaakuis: bapbapa e
BepHapgai/ Barbara De Bernardi. 3miHa KOHTaKTHUX fA@HUX
YMOBHOBaXeHOi 0cobu 3asiBHWKa, BigNoBifanbHOI 3a 30iNCHEHHS
apmakoHarnagy

3a
peuernmom

UA/16786/01/01
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wnpuuis); Betep
Papma-dPepTuryHr
'm6X & Ko. KT,
Himeuunna
(Bi3yanbHui
KOHTpOMb
nonepeaHLo
HanoBHEHUX
wnpuvuis;
KOHTPOIb AKOCTI
nikapcbkoro
3acoby B
nonepeaHLo
HanoBHEHUX
wnpuuax); Betep
Papma-dPepTuryHr
'vM6X & Ko. KT,
HimeyuunHa
(Bi3yanbHui
KOHTpOIb
nonepeaHL0
HanoBHEHUX
Lnpuuis;
KOHTPOb AKOCTI
nikapcbkoro
3acoby B
nonepeaHL0
HanoBHEHUX
wnpuuax); Betep
dapma-dPepTUryHr
mM6X & Ko. KT,
HimeyunHa
(Bi3yanbHuiA
KOHTpOMb
nonepeaHLo
HanoBHEHUX
wnpuuis;
CKNafaHHs i
TecTyBaHHS
nonepeaHL0
HarnoBHEHUX
py4ok); MNdpaizep
Ipneng
dPapmaceyTukarc,
Ipnangia
(KOHTpOnb AKOCTI
niKapcbKoro
3acoby B
nonepefHL0
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HanoBHEHMX
Lnpuuax);
MNdpanzep
MeHtodekvypuHr
Benbris HB,
Beneris
(BpPOGHULTBO
nikapcbkoro
3acoby B
nonepeaHLo
HanoBHEHMX
Lnpuuax,
KOHTPOIb AKOCTI
nikapcbkoro
3acoby B
nonepeaHLo
HanoBHEHMX
wnpuuax, Kpim
Tecty "bioanani3
anontosy";
cKnagaHHs i
TECTyBaHHS
nonepeaHLo
HanoBHEHUX
py4ok;
MapKyBaHHS,
nakyBaHHs, BUMyCK
cepii rotoBoro
nikapcbkoro
3acoby)

111.

EHBPEN® NIO

niodpinizat gna
PO34MHYy Ans iH'eKLin
no 25 wmr; 2 cpnakoHu
3 niogoinisatom, 2
nonepeaHLo
HanoBHEHI LWnpuuy 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) no 1
Mr1, 2 OKpeMi rofnku,
2 apanTtepu oo
cdnakoHa, 4
TaMMOHU 3i CNUPTOM
y NNacTUKoBOMy
KOHTeWHepi; 2
NNacTuKoBi
KOHTeWHepu B
KapTOHHiI kopobLyi

NOANIEP
EWY.CLII
KOPTIOPEN
LH

CLA

MapKyBaHHS1,
nakyBaHHs, BUMyCK
cepii rotoBoro
nikapcbkoro
3acoby: Baer
PapmaceyTukarnc,
Benuka bpuTaHis;
KOHTPOIb SKOCTI
niodpinizary:
Mdpansep lpneHg
dPapmaceyTukarc,
Ipnangis;
BUPOBHMLTBO
niocpinizary,
KOHTPOIb AKOCTI
nioginizaty, Kpim
Tecty "bioaHanis
anontosy";
BUPOBHMLUTBO

Benuka
Bpurtanis/
Ipnangis/

Benbrisi/
Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay. BeeaeHHs abo
3MiHM [0 y3aranbHeHUX AaHuX Npo cuctemy dapmMakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ONs 3AIMCHEeHHs hapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHa
Bif] yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKoYar4n KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
YMOBHOBaXeHOi 0coby 3asiBHWKa, BigNoBifanbHOI 3a 30iNCHEHHS
dapmakoHarnsgy: MNponoHoBaHa peaakuisi: bapbapa e
BepHapgi/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHWUX
YMOBHOBaXeHOi 0coby 3asiBHMKa, BigNoBifanbHOI 3a 30iNCHEHHS
dapmakoHarnsigy

3a
peuernmom

UA/16787/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1

PO34MHHUKA Y

wnpuuax;
BidyanbHuUn
KOHTPOIb
PO34YNHHUKE;

PepTuryHr NrmoX &

KOHTPOrb SKOCTI
PO34YMHHUKA MpK
BUNYCKy Ta
OOCHIAXKeHHi
cTabinbHOCTI,
MapKyBaHHS,
nakyBaHHs, BUNycK
cepii rotoBoro
nikapcbkoro
3acoby: MNdarizep
MeHtodek1ypuHr
Benbrist HB,
benbrig;
cKragaHHA
cuctemm
3aKynoproBaHHS
PO3YMHHWMKA;
BidyanbHWNn
KOHTPOIb,
KOHTpPOrb AKOCTI
npuv BMNYCKy Ta
[OCNIAKEeHHN
cTabinbHOCTI
PO3YMHHMKA:
BeTtep ®apma-
®epTuryHr FrM6X &
Ko. KT,
HimeuumHa;
BUPOBHMLTBO
PO3YMHHMKA Y
wnpuuax;
BidyanbHuUn
KOHTPOIb
PO34YMHHNKE;
KOHTpPOrb SKOCTI
PO34YMHHUKA MpK
BWMYCKy Ta npu
[OCHNIAXKEHHI
CTabinbHOCTI:
Betep ®apma-

Ko. KT,
HimeuuuHa;

BidyanbHun
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

KOHTpOMb Ta
[ocnigKeHHs
cTabinbHocTi
PO3YMHHMKA:

Betep dapma-
PepTuryHr Mo X &
Ko. KT,
HimeuumnHa;
BidyanbHuUn
KOHTpOIb
PO3YMHHMKA:
BeTtep dapma-
®epTuryHr Frm6X &
Ko. KT,
HimeuumnHa;
BidyanbHWNn
KOHTpOIb
PO3YMHHMKA:
Betep ®apma-
®epTuryHr FM6X &

Ko. KI', Hime4unHa

112.

EHBPEN® NIO

niodpinizat gna
PO34MHY Ans iH'eKLin
no 25 mr; 2 donakoHn
3 niogoinisatom, 2
nonepegHbo
HanoBHEHI LWnpuuy 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) no 1
Mr1, 2 OKpeMi rosku,
2 apanTtepu oo
dnakoHa, 4
TaMMOHU 3i CNUPTOM
y MIacTUKOBOMY
KOHTeWHepi; 2
NNacTuKoBi
KOHTeWHepu B
KapTOHHiI kopobLyi

MOANIEP
EAY.CL.I
KOPTIOPEN
LH

CLA

MapKyBaHHS,
nakyBaHHs, BUNYCK
cepii roToBoro
nikapcbkoro
3acoby: Baer
PapmaceyTukarnc,
Benuka bpuTaHis;
KOHTPOrb AKOCTI
niodpinizarty:
Mdpansep Ipnenpg
dapmaceyTukarnc,
Ipnangis;
BUPOBHMLTBO
nioginisaty,
KOHTPOIb AKOCTI
nioginizaty, Kpim
Tecty "bioaHanis
anontosy";
BUPOBHMLTBO
PO3YUHHWMKAE Y
Lnpuuax;
Bi3yanbHWi
KOHTpOrb
PO3YMHHWKa;
KOHTPOrb SKOCTI
PO34YMHHMKA NpU
BUMYyCKy Ta
OOCTiPKEHHI

Benuka
Bpurtanis/
Ipnangis/

Benbrisi/
Himeyuunna

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta hapMakoHarnsaay - 3MiHu
BHECEHO A0 IHCTPyKUiT Ans MeanYHOro 3acTOCYBaHHS fikapCbKOro
3acoby ao po3giny "MobiyHi peakuii” BiANOBIAHO A0 pekomeHaauii
PRAC EMA. BBefieHHs1 3MiH NpoTArom 6 micauiB nicns
3aTBEPAKEHHS

3a
peuernmom

UA/16787/01/01
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n 3acoby ynakoeka) noceiodYyeHHs1
cTabinbHOCTI,
MapKyBaHHS,
nakyBaHHs, BUMYCK
cepii rotoBoro
nikapcbkoro

3acoby: MNdarizep
MeHtodekvypuHr

PepTuryHr NrmoX &

Benebrist HB,
Benbrig;
cKnagaHHs

cuctemmn

PO3YMHHWKA;
BidyanbHWn
KOHTPOIb,
KOHTPOIb AKOCTI
npuv BMNYCKy Ta
[OCNIOKEeHH:
cTabinbHoCTi
PO3YMHHMKA:
BeTtep dapma-
®epTuryHr FrM6X &
Ko. KT,
HimeuumnHa;
BUPOBHMLTBO
PO3YMHHMKA Y
wnpuuax;
BidyanbHWN
KOHTPOIb
PO3YMHHNKE;
KOHTPOrb AKOCTI
PO34YMHHUKA MpK
BUMYCKy Ta npu
DOCTiKEHHI
crabinbHocCTi:
BeTtep dapma-
PepTuryHr NrmoX &
Ko. KT,
HimeuumnHa;
BidyanbHun
KOHTPOMb Ta
[OCNIAKEHHS
cTabinbHoCTi
PO34YMHHMKA:
Betep ®apma-

Ko. KT,

HimeuuuHa;
BidyanbHun

3aKynoproBaHHA
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KOHTpOIb
PO3YUHHYIKA:
BeTtep dapma-
®epTuryHr FrmeX &
Ko. KT,
Himeuumnna;
BidyanbHWNn
KOHTpOIb
PO3YMHHWKa:
Betep dapma-
®epTuryHr Frm6X &
Ko. KI', Hime4unHa
113.| EHYPAH rpaHymmno 10ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHun | Tuny - 3MiHK bes UA/3820/01/01
neHani "HauioHarnb "HauioHanbHa wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peyenma
nonimepHomy, no 1 Ha lomeonaTnyHa 3MiHW O y3aranbHeHUX AaHnX Npo cucteMy dapmakoHarnagy
neHany B nauui [omeonaTtny Cninka" (BBEAEHHS y3aranbHEHUX AaHUX MPO cucTemy dapmakoHarnsaay,
Ha Cninka" 3MiHa yNOBHOBaXXEHOI 0CO0W, BiANOBIiAaNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
ANs 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLWO BOHa BigMiHHA
BiJ, YNOBHOBaXXeHOI 0cO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
dapmakoHarnsay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-anna cuctemn papmakoHarnsagy) - amiHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BiAnoBiganeHoI 3a 34iMCHeHeHs hapmakoHarnsgy
114, ENKMO3A™ TabneTkn, BKpUTI lNneapn Benuka lnean Canexcus Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17003/01/01
nniBKOBOO CaneHcus Bputanis Avienenp tOC, CLUA/ wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. 3miHa y peuenmom
o6onoHkoto, no 400 IHTepHeLHn IpnaHgis (Bunyck Kanapa KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
mr/100 mr no 28 Iitg cepii, NnepBuMHHa Ta iHCTPYKUiT ANA MeaNYHOro 3acToCyBaHHS Ha MiACTaBi perynsapHo

TabneTok y prakoHi;
no 1 dnakoHy B
KapTOHHIN kopobLyi

ynakoBka,
BTOPVHHA
ynakoBka,
KOHTpOnb cepii);
lneap CalieHcus,
IHk., CLLUA
(koHTpoOnb cepii);
Mikpoxem
JlabopaTtopis
Anenenp JlTa.,
T/A €BpodpiHC
JlaHkacTep
JlabopaTopis,
Ipnangia
(koHTpoOnb cepii
(mikpobionoriyHe
TECTYBaHHs));
MinmayHT
Xenckea Jltg,

OHOBINIOBaHOIO 3BiTYy 3 6e3neku nikapcebkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
pocnigpkeHb, NpoBeAeHNX BigNoBigHO A0 NnaHy negiaTpudHnx
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YNOBHOBAXXEHVM OpraHoMm) - 3MiHVW BHECEHO B iHCTPYKLIito ANS
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3Ainis
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta iHLWi Buau
B3aemogin" Ta "OcobnmBoCTi 3acTocyBaHHA" 3rigHO 3
pekomeHgauismm PRAC.

BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUIB NiCAs 3aTBEPOXKEHHS; 3MiHN
| Tuny - amiHn wopao 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo OHOBMIOBAHOIO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocniaxeHb 3 6e3nekn 3acToCcyBaHHS NikapcbKoro
3acoby B nicnsipeecTpaLiiiHuin nepiod, abo sk pesynbTaT OLiHKK
3BiTY 3 JOCHIfKEHb, MPOBES - 3MiHW BHECEHO B IHCTPYKLiO Ans
MEeOMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby Ao po3ainy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Ipnangia "B3aemogis 3 iHWKMK fikapcbkumMn 3acobamu Ta iHLi BUam
(BTOpWHHA B3aemopain" 3rigHo 3 pekomeHaauisimm PRAC. BeegeHHs 3MiH
ynakoBka); npoTarom 6-Tu micsuis nicnst 3aTeBepgkKeHHs. 3MiHn | Tuny - 3miHu
MaTteoH IHk., wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
Kanaga KOPOTKili XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
(BMpPOBHMLTBO, Ta iHCTPYKUIii ANA MEeAMYHOro 3aCTOCyBaHHS Ha NigcTaBi perynspHo
nepBUHHA OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
ynakoBka, focnimxeHb 3 6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
BTOPMHHA nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
yrnakoBkKa, AOCnifpKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy negiatpudHmx
KOHTpOrb cepii); pocnimkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
nng YMNOBHOBaXEHNM OpraHoM) - 3MiHW BHECEHO B IHCTPYKLUilo ANnst
[lesenonmeHT, MELNYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3sainy "MNobivHi
nn, CWA

(koHTpOnb cepii)

peakuii 3rigHo 3 pekomeHgauismm PRAC. BeBegeHHs 3MiH
npoTarom 6-Tu micsuis nicnst 3aTeepgXeHHs. 3MiHn | Tuny - 3MiHu
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKi/ XapakTepucTuL NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUiT NS MeAMYHOro 3aCToCyBaHHS Ha NigcTasi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekun 3acTocyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
AOCrifpKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpuyHux
pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHoM) - 3MiHW BHECEHO B iHCTPYKLIito Ans
ME[MNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3ainy
"OcobnuBocTi 3acTocyBaHHA" 3rigHO 3 pekomeHaauismu PRAC.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NicNs 3aTBEPAXEHHS.
3minn 1l TMny - 3miHn Wwopno 6e3nekn/eeKTUBHOCTI Ta
dapmakoHarnsaay. 3MiHM y KOPOTKiVi XapakTepucTULL fikapcbkoro
3acoly, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii ANst MEAUYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAHUMMU 3 SIKOCTi, AOKNIHIYHUMN,
KNiHIYHUMW AaHUMK Ta AaHnMK 3 bapMakoHarnsagy - 3miHv
BHECEHO B iHCTPYKL0 AMsi MEOUYHOTO 3aCTOCYBaHHS fikapCbKoro
3acoby no posainy "B3aemogis 3 iHWUMK nikapcbkumMmn 3acobamum
Ta iHWi BUAn B3aemogain".

BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NiCNs 3aTBEPAXEHHS.
3minu Il TUny - 3miHn Wopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHM y KOPOTKili XapakTepucTuL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS! Ta IHCTPYKLUii ANst MEAUYHOrO
3aCTOCyBaHHS y 3B’A3KY i3 HOBUMMW JAaHUMMU 3 SIKOCTi, AOKNIHIYHUMN,
KNiHIYHUMW AaHUMK Ta AaHnMK 3 dpapMakoHarnsaay - 3miHv
BHECEHO B iHCTPYKL0 ANsi MEQUYHOro 3aCTOCYBaHHS ikapCbKOro
3acoby go posginy "Mob6iyHi peakuii”. BBeaeHHs 3MiH npoTsirom 6-
TV MicaLiB nicnsa 3aTtBepkKeHHs. 3MmiHu I Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3MiHM y KOPOTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS Y 3B’'A3KY i3 HOBUMM
[aHMMW 3 SKOCTI, AOKMIHIYHUMM, KIiHIYHUMW AaHUMK Ta JaHUMK 3
papmakoHarnsigy. 3mMiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3aCTOCYyBaHHSA nikapcbkoro 3acoby Ao posainis "MpoTunokasaHHs",
"B3aemogis 3 iHWKMK nikapcbkumMm 3acobamu Ta iHLi BUam
B3aemogin" Ta "OcobnuBocTi 3acTocyBaHHSA". BBegeHHs 3MiH
npoTarom 6-Tn micauis nicns 3aTeepaXkeHHs. * 3Minu |l Tuny -
3MiHn wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy. 3miHu y
KOPOTKili XapakTepucTuLj NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKLiT ANS MeANYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, OKMNIHIYHUMM, KNIHIMHUMW JaHMK Ta JaHUMK 3
dapmakoHarnagy -
3MiHU B iHCTPYKLIitO ANS MEANYHOIO 3aCTOCYBaHHS MNiKapCbKOro
3acoby ao posainis "®apmakonoriyni BnactusocTi”, "Cnocio
3acTocyBaHHsi Ta go3n", "OcobnusocTi 3acTocyBaHHS" Ta "Mo6iuHi
peakuii". BBeaeHHs 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEpAKEHHSA
115.| ECKY3AH ® Kancynm ecnapmMa HimeuumH LpareHodapm HimeuunHa/ | BHeCeHHs 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHK bes UA/15249/01/01
JIOHI NPOJIOHrOBaHOI Aji m6X a Anotekep Mownb Ipnangis 3 gkocTi. A®l. BupobHnuTBo. 3miHa BUpOOHMKa peuenma
no 50 mr; no 10 'm6X, HimevunHa BVXiAHOrO/MPOMIXKHOrO NPOAYKTy/peareHTy, LU0 BUKOPUCTOBYHOTLCS
Kancyn y énicrepi; (nepBuHHE Ta y BUpo6Hm4omy npoueci A®l, abo 3miHa BUpoGHUMKa (BKITO4aouu,
no 3, abo no 6, abo BTOPUHHE Oe HeobxiaHo, MicLle NpoBeaeHHs KOHTporo sikocTi) ADI (3a
no 9 6nictepiB y naKkyBaHHs); BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €BpONencokin
KapTOHHI KOpoOLyi; Ecnapma 'mM6X, dapmakonei y 3aTBepgKeHOMY A0CbE) - 3aMiHa OHOro
no 30 kancyn y Himeuunna nocravarnbHuKa NePBUHHOT CUPOBUHU (HACIHHS KIHCBKOTO
6nictepi; mo 1, abo (Bunyck cepii); kawTany). NMponoHoBaHa peaakuis Manufacture Manufacturer
no 2, abo no 3 Csicc Kenc M'm6X, Herbal substance: Suppliers of Horse chestnut seeds: Agrim Ltd
Gnictepn y HimeyunHa (Poland) V.V.M. spol. sr.o (Slovakia) Martin Bauer GmbH & Co.
KapTOHHIN kopobLyi (nepBuHHe Ta KG
BTOPVHHE
nakyBaHHs);
Temmnep Ipenang
Iimiten, lpnaHgis
(BMpPOOHMLTBO in
bulk, koHTponb
cepii)
116\ ECNNIOTUH TabneTkn, BKPUTI yoprPna TypeyuunH yoprPng TypeyunHa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3MiHK 6e3 UA/16357/01/01
NniBKOBOKO MEOVLUNH a MEONUNH 11AY wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsAay (iHWi 3MiHK) - peuenma
obonoHkoto, 5 Mr; no INTAY CAH. CAH. BE TIDXK. OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW fikapcbKoro 3acoby 3
10 Tabnetok y BE TIDK. A.LL. BHECEHHAM iHbopMaLii LLoAO 3a3HaYEHHS OOUHML BUMIPIOBAHHS
6nictepi; no 1, 2 abo A.LL. y cuctemi S| Ta gatn BUpoOHMLTBA.
3 Bnictepu B BBEAEHHS 3MiH NPOTArom 6-Tu MicAUiB Nicna 3aTBePaXKEHHS
KapTOHHI kopobui
117 ETCET® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: TeXHIYHa nomunka 3a UA/9658/01/04
o6onoHkoto no 80 "KYCYM SAPM" (3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460) - BunpaBneHo peuenmom
Mr, no 14 Tabnetok DPAPM" TEeXHiYHY NMOMUIKY B TEKCTi MapKyBaHHS YNaKkoBKY JTikapCbKOro

y 6nicTepi; no 2, abo
no 4, abo no 6
GnictepiB y
KapTOHHIN ynakoBuj

3acoby (posain 2. KINbKICTb AI0YOl PEYOBUHN)
3aTBepakeHo: "KoxHa TabneTka, Bkputa 060MOHKO, MICTUTB!
aTopBacTaTWHy KanbLiilo eKBiBaneHTHO aTopBacTaTuHy. ........... 40
mr"; 3anponoHoBaHo: "KoxHa TabneTtka, BKputa 060MoHKOH,
MICTUTb: aTopBacTaTUHY KarnbLiilo eKBiBaneHTHO
aTtopBacTaTuHy............ 80 mr". 3asHayeHe BUNpaBNEHHS
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BiAMOBigae MaTepianam peecTpauinHoro AoCbe.
118.| EY®IIIH- PO34MH AN iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/3894/01/01
OAPHUUA 20 mr/Mnno 5 mn B "dapmaueBT "®apmaueBTUYHa wopno 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy - OHOBIIEHHS | peuenmom
amnyni; no 5 amnyn n4yHa cipma dipma "JapHunua” TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
Y KOHTYPHI# "NapHuus" iHbopmaLii Woao 3a3HauYeHHS OAVHWLE BUMIPIOBAHHS Y CUCTEMI
YapyHKOBIl Sl. BHeceHHsi 3amMiH o po3giny “MapkyBaHHs” MKA J13.
ynakosLi; no 2 3anponoHosaHo: MAPKYBAHHA BignosigHo 4o 3aTBepaXeHoro
KOHTYPHI YapyHKOBI TEKCTy MapKyBaHHs. BBegeHHs 3amMiH npoTsarom 6-Tn MicauiB 3 gatu
yNaKoBKW B NauLli 3aTBEPOKEHHS
119.| 30BIPAKC Kpewm; no 2 rkpemy y | makcoCmit Benuka "makco Benuka BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/14784/01/01
ayo Ty6i; no 1 Ty6i y Knanu BpuTaHis OnepenwHc FOK BpuTaHis apMiHicTpaTuBHi 3MiHW. 3miHa kogy ATX - 3MiHM BHeceHo 0 peuenma
KapTOHHIl kopobui KoHcbtomep Nimiten IHCTpYKUIT ANS MeanyYHOro 3acTocyBaHHSA npenapaTy Ao po3ainy
Xenckep "®apmakoTepanesTuyHa rpyna. Kog ATX" BignosigHo Ao
(KOK) MixkHapogHoro knacudikatopa BOO3
TpengiHr (http://www.whocc.no/atc_ddd_index/): 3anponoHoBaHo —
Tlimiteq "MpenapaTti NS NikyBaHHA 3aXBOPIOBaHb LUKIpU. AHTUBIOTVKY i
ximioTepaneBTU4Hi 3acobu Ans nikyBaHHS 3aXBOPHOBaHb LLKIPW.
XiMioTepaneBTUYHiI 3acO6U AN MICLEEBOTO MiKyBaHHSI.
MpoTuBipycHi NpenapaTt. AUMKMOBIP y KOMBIHALIT 3 iHLWIMMK
npenapatamn. Kog ATX DO6B B53." BeegeHHst 3MiH NpoTsrom 6-
TN MICALIB NicNs 3aTBEpPOKEHHS
120.[ 300AK® TabneTkn, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHK 6e3 UA/4070/03/01
o6onoHkoto, no 10 "CaHodi- Pecnybnika 3 sikocTi. CepTudikat BignosigHocTi/lE-cepTudikat BignoeigHocTi | peuenma
mr Ne 30 (10x3): no ABeHTiC €sponeickkin dhapmakonei/moHorpadii. NoaaHHsA HoBoro abo
10 TabneTtok y Ykpaina" OHOBMEHOro cepTudikaTa BigNoBiAHOCTI abo BUMYYEeHHS
6nicTepi, no 3 cepTudikaTa BignosigHocTi €Bponevickkinn dapmakonei: ana Adl;
Gnictepun y AnsA BUXiAHOro maTepiany/peareHTy/NpoMiKHOIO NMPOAYKTY, Lo
KapTOHHiI kopobLyi BMKOPVCTOBYIOTBCS Y BUPOOHMUTBI APl; AN AONOMIXKHOI peqoBUHM
(cepTudpikaT BignoBiaHocTi €EBponenchkin hapmakonei) -
OHoBneHW cepTudikaT Bif yxe 3aTBepaKeHOro BUPobHUKa -
OHOBIeHWI cepTudikaT BiANOBIAHOCTI €BponeNchKin hapmakonei
Ne R1-CEP 2000-081-Rev 07 (3atBepaxeHo: R1-CEP 2000-081-
Rev 06) anst A®I Cetirizini dihydrochloridum Big Bxe
3aTBepakeHoro BupobHuka Cipla Limited, India
121.| 300AK® Kpanni opanbHi, 10 TOB YkpaiHa Ei. HattepmaHH Himeuumnna/ BHECEHHA 3MiH [0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - bes UA/4070/01/01
mr/mn, no 20 mn "CaHodi- eHp Caiti. Tm6X, Yecbka nogaHHsi oHoneHoro CEP R1-CEP 2006-309 Rev.01 (nonepegHst | peuenma
PO34MHY Yy chriakoHi 3 ABeHTiC HimeyunHa; TOB Pecnybnika Bepcig R1-CEP 2006-309 Rev.00) ans Aitoyoi pe4oBuHM
KpanenbHuueto; no 1 YkpaiHa" "3eHTiBa", Yecbka LeTUpU3UHY aurigpoxnopuay Bifg BXe 3aTBEpAKEHOrO BUPOOHMKa
dnakoHy B Pecny6nika Ipca Laboratories Limited
KapTOHHiI kopobLyi
122 30110T® TabneTkn, BKpUTI MN®ANIEP CLA BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/7475/01/01
NNiBKOBOIO IHK., CLLUA, nepBuHHe Ta HimevyunHa 3 gkocTi. A®l. BupobHuuTBO. 3MiHa BUpOGHUKa peuenmom
obonoHkoto, no 50 235 IcT 42- BTOPUHHE BVXiAHOro/NMPOMIXKHOIro NpoAyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS
mr, no 14 TabneTok ra Ctpit, nakyBaHHS, y BUpobHunyomy npoueci API, abo 3miHa BUpoOHWMKa (BKIoYarouu,
y 6nicTepi; no 2 Huto-Vopk, KOHTPOMb SIKOCTI, e HeobxiaHo, MicLie npoBeAeHHs KOHTponto sikocTi) ADI (3a
Gnictepn y HIN 10017- BUWMYCK Cepil: BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponenchki
KapTOHHIN yrnakoBLi 5755 XaynT ®apma dapmakonei y 3aTBepaXeHoMy Aocke)(iHLWi 3MiHW) - oAaBaHHS
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PFIZER Natina C.p.n., BMpobHuka Finorga SAS, France, BignoBsiganeHoro 3a
INC., USA, ITanisa BMPOOHMLTBO Ta TECTYBaHHSI MPOMiXHOrO NpoaykTy 4S-Tetralone,
235 East BUPOBHMLTBO, LLIO BUKOPUCTOBYETBCS Npu BUpobHULTBI ADI cepTpaniHy
42nd Street, nepBuHHe Ta rigpoxnopuay
New York, BTOPUHHE
NY 10017 - nakyBaHHs,
5755 KOHTPOMb SIKOCTI,
BUMNYCK cepil:
MNdpanzep
MeHtodekvypuHr
Lonuneng M'm6X,
HimeyunHa
123.| I30-MIK® 5 MI" Tabnetkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3MiHu | Tuny - 3MiHK 3a UA/3186/03/01
cybniHreanbHi; no 5 "MIKPOXIM" "MIKPOXIM" 3 gKocTi. FoToBUI Nikapcbkuii 3aci6. 3miHM y BUpobHMUTBI. 3miHa | peyenmom
Mr no 50 TabneTok y po3mipy cepii (Bkntoyao4m giana3oH po3Mipy cepii) roToBoro
6aHui, o 1 6aHui y nikapcbkoro 3acoby (36inbweHHs o 10 pasiB NoOpiBHAHO i3
nayui 3 KapToHy 3aTBEPPKEHNM PO3MiIPOM) - BBEAEHHS [OAaTKOBUX PO3MIpIB cepii
'N3. 3anponoHoBaHo: 10000 ynakosok (500 000 TabneTok); 40000
ynakoBok (2 000 000 tabnetok); 80000 ynakoBok (4 000 000
Tabnertok)
124, IMINEHEM/UWUN | nopowok ans MicTpan AHrnia ALIC IOBDAP ITanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/16166/01/01
ACTATWUH - NPUroTyBaHHS Kenitan C.N.A., ITanis; wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay (iHWwi 3miHun) - | peuenmom
BICTA PO34mMHY Ans MeHemxmeH ALIC IOBDAP BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA J13”:
iHy3in no 500 T NimiTeq C.M.A,, Itanis 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXXEHOro TEKCTY
mr/500 mr 1 a6o 10 (BMpPOOHMLTBO Ta MapKyBaHHs. OHOBMNEHHS TEKCTY MapKyBaHHS yrMakoBKN
CKISAHUX OrakoHiB 3 KOHTPOIb SKOCTIi nikapcbkoro 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEHHSI
NOPOLLIKOM Y CTepUnbHOI oaMHULb BUMIpIOBaHHS y cuctemi S| Ta HasiBHOCTi TEXHIYHOI
KapTOHHIN kopobLyi CyMiLui) iHbopmalLii, a TakoX He3HayHi TexHIYHI NpaBkn. BBeaeHHs 3MiH
NpoTArom 6-T1 MicsUIB NiCNs 3aTBEPXKEHHS.
125, IHNITA TabneTkn, BKpUTI NeAN3EP CLA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14080/01/01
NniBKOBOKO ENY.CL.IMI. MeHtodek4ypuHr wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeenenHs abo | peyenmom
o6onoHkoto, no 1 mr; | KOPMOPEW Oonuneng Mm6X 3MiHM 00 y3aranbHeHUX 4aHnX Npo cuctemy hapmakoHarnsay
no 14 Tabnetok y LH (BBEOEHHS y3aranbHeHVX AaHWUX Npo cucTeMy chapmMakoHarnsay,
6nicTepi; no 2 abo 3MiHa YNOBHOBaXeHOi 0cobu, BiANoBiAanbHOI 3a 3A4iMCHEHHS
no 4 6nictepu B hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
KapTOHHiI kopobui Ons 3aicHeHHsA hapMakoHarnagy B YKpaiHi, AKLWO BOHA BigMiHHA
BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
dapmakoHarnsay (BKoYarun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-haina cuctemm papmMmakoHarnsay) - aMmiHa
YMOBHOBaXeHOi 0coby 3asiBHMKa, BigNoBifanbHOI 3a 30iNCHEHHS
dapmakoHarnsgy. NponoHoBaHa peaakuisi: bapbapa e
BepHapgai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHKX
YMOBHOBaXeHOi 0cobu 3asiBHWKa, BigNoBifanbHOI 3a 30iNCHEHHS
apmakoHarnagy
126.| IHNITA TabneTku, BKPUTI NeANIEP CLA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx MaTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14080/01/02
NniBKOBOKO ENY.CL.MI. MeHtodek4ypuHr wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHst abo | peyenmom
o6onoHkoto, no 5 mr; | KOPMOPEW Honuneng Mm6X 3MiHM 0 y3aranbHeHUX JaHnX Npo cucTemy hapmakoHarnsgy
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no 14 Tabnetok y LH (BBEAEHHS y3aranbHEHWX AaHWX Npo cucTemy hbapmakoHarnsay,
GnicTepi; no 2 abo 3MiHa YNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3AiIMCHEHHS
no 4 6nictepu B hapmakoHarnsay; KOHTaKkTHOI 0cobu 3 hapmakoHarnsay 3asBHUKa
KapTOHHiI kopobui ANs 34iMCHeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-hanna cuctemm papmakoHarnsay) - amiHa
YMNOBHOBaXeHOI 0cobM 3asiBHMKa, BignoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy. NponoHoBaHa peaakuis: bapbapa e
BepHapgai/ Barbara De Bernardi. 3miHa KOHTaKTHUX AaHWUX
YNOBHOBaXEHOI 0COOU 3asBHMKaA, BiANoOBIiganbHOi 3a 34iMCHEHHS
dapmakoHarnagy
127 IHCTI rpaHynm no 5,6 r 8 XepbioH MakuctaH | XepbioH MNakncTaH MakuctaH BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: yTOYHEeHHA bes UA/9038/01/01
calue-nakerTi; no 5 MakncraH MpanseT limiTeq HanucaHHA 3asiBHUKa B Haka3i MO3 Ykpaihu Ne 399 Big peuenma
abo no 10 cawe- MpanseTt 05.03.2021 B npoueci BHECEHHSA 3MiH (3MiHuM | Tvny - 3MiHK WoAo
NakeTiB Y KAPTOHHIN JlimiTen 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsiay - OHOBMEHHS TEKCTY
Kopoo6ui MapKyBaHHS! yMakoBKM MIKAPCbKOro 3acoby 3 BHECEHHAM
iHdopMaUii Woao 3a3HauYeHHst OAMHNLL BUMIPIOBaHHSA Y CUCTEMI
Sl). Pepakuis B Hakasi: XepbioH MNakuctaH (MpaviseT) Jlimiten.
BipHa peaakuisn: Xep6ioH MakucrtaH Mpanser JlimiTen,
MakucraH.
128, IHCTI 3I rpaHynm, no 5,6 ry XepbioH MakuctaH | XepbioH MNakucTaH MakuctaH BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: yTOYHEeHHA bes UA/9042/01/01
CMAKOM calue-nakerTi; no 5 MakuctaH MpanBeT Nimiteq HanucaHHA 3asiBHMKa B Haka3i MO3 Ykpaitu Ne 399 Big peuenma
JIMMOHA abo 10 cawwe- MpanseT 05.03.2021 B npoueci BHECEHHA 3MiH (3MiHV | TUNY - 3MiHW Woa0
NakeTiB Y KAPTOHHIN JlimiTen ©e3nekn/epeKTMBHOCTI Ta hapmakoHarnsiy - OHOBMEHHS TEKCTY
KopobLi MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHSIM
iHdopMaUii Woao 3a3HauYeHHs1 OAMHNLL BUMIPIOBaHHSA Y CUCTEMI
Sl). Pepakuis B Hakasi: XepbioH MNakuctaH (Mpaviset) JlimiTea.
BipHa pepakuin: Xep6ioH MakuctaH Mpanser Jlimiten,
MakucTaH.
129, IHGPAHPUKC™ cycneHsia (DTPa- makcoCwmit Benuka "makcoCmiTKnanH Benebrisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15832/01/01
INB XIB / IPV) ans iv’exuint no Knanu Bputanis Bionoaxikana C.A. eknacudikauis TecTiB 3 “IPC” Ha “Quality Release” abo “Process | peuenmom
INFANRIX™ 0,5 mn (1 po3a) Ta Ekcnopt measurement” Ta “Quality Release” Ha “IPC — Process monitoring
IPV HIB niodinizat (Hib); Timiteq (PM)” nig yac BMpoBHMLTBa Ta KOHTPOSIKO AKOCTi MPaBLIEBOrO
KOMBIHOBAH cycneHsis (DTPa- KOMMOHEHTY, SK1IA BUKOPUCTOBYETLCS B IKOCTI Binka-Hocis Aitoyoi
A BAKLUUHA IPV) ans iH'ekuin no peyoBuHM Haemophilus influenzae tuny b; amim | Tvny - 3miHa
anda 0,5 mn (1 po3sa) y nocunaxb 3 Ph. Eur. Ha In-house ansi cupoBuHm Calcium chloride
NMPO®INAKTUK | nonepenHbo dihydrate npu BUpoBHMLTBI NpaBLEBOro aHaTOKCUHY, KN
U QNG TEPI, HanoBHEHOMY BUKOPWUCTOBYETLCS B IKOCTI Binka-Hocis Ajto4oi pevoBuHM
NMPABLUA, OfiHOpa3oBoMy Haemophilus influenzae tuny b; aminm | Tvny - 3amiHa nocunate 3
KALLITIOKY wnpuui Ne1 'y Ph. Eur. Ha In-house ans cuposuHm Disodium hydrogen phosphate
(ALUENONAPH KOMMMeKTi 3 ABOMa 12hydrate npy BUpOGHMLITBI NPaBLEBOr0 aHaTOKCUHY, SKWIA
17| rornkamu ta BMKOPVCTOBYETbLCS B SIKOCTi Binka-HoCis Aito4oi peyoBUHM
KOMMOHEHT), | nioginizat (Hib) y Haemophilus influenzae Tuny b; amiHu | TUNY - 3MiHa nocunaxb 3
NONIOMIENITY | cnakoni Ne1, wo Ph. Eur. Ha In-house ans cuposuHmu L-Cystine, sika
TA 3MiLLyTbCS Nepen BMKOPUCTOBYETLCS ANS NMPUrOTYBaHHS NOXUBHUX CEPEAOBULL,
3AXBOPKOBAH | BrKOpWUCTaHHSIM: MO (Preculture medium, Latham medium) ans BupobHuuTBa
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b, 1 nonepeaHLO npaBLEBOro aHaTOKCUHY, SIKUI BUKOPUCTOBYETBLCS B SIKOCTI Ginka-
36YOAHNKOM HanoBHEHOMY Hocis Aitoyoi pevosnHn Haemophilus influenzae tuny b
AKUX € OfHOpa3oBOMY
HAEMOPHILUS | wnpwuuy y KoMnnekTi
INFLUENZAE 3 JBOMa ronkamm ta
TNy B 1 conakoHom 3
niodinizatom (Hib) y
BaKyyMHil
CTepWnbHin
ynakosLi; no 1
BaKyyMHil
CTEepUnbHIN ynakosLi
Y KapTOHHI kopobui
130, IH®PAHPUKC™ cycneHsia ans makcoCwmit Benuka "makcoCmiTKnanH Benebriga BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/15120/01/01
KOMBIHOBAH iH'ekuin no 1 nosi Knanu BpuTaHis Bionoaxikans C.A. 3 sikocTi. F0TOBMIA Nikapcbkuin 3aci6. KoHTponb rotoBoro peuenmom
A BAKUMHA (0,5mn)y Ekcnopt nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS1 rOTOBOTrO
ansa nonepegHLo JlimiTen nikapcbKkoro 3acoby (iHwi 3mMiHM y meTogax BunpobyBaHb
MPO®INAKTUK | 3anoBHeHOMY (Bkntoyaroum 3amiHy abo JONOBHEHHS)) - 3aMiHa cepii eTanoHHoro
1 OUDTEPII, wnpuui Ne 1y ctaHaapty Reference Vaccine DTPa, sikuii BUKOPUCTOBYETHLCS NpW
NMPABLUA, KOMMIEKTi 3 OAHIE npoBeAeHHi BUNpobyBaHHSA Ha iIMyHOreHHICTb aHTUIeHIB Kalumoka
KALLJTHIOKY abo gBoma ronkamu: (all Pa antigens: PT, PRN, FHA) Ha muwax. 3anponoHoBaHo:
ALENIONAPHA | no 1 nonepeaHbo batch AC14B277A
OYMLLEHA HarMoBHEHOMY
IHAKTUBOBAH | wnpwuuy y komnnekTi
A PIOKA 3 opHieto abo gsoma
ronkamu y
nnacTUKOBOMY
KOHTeWHepi; no 1
NnacTUKOBOMY
KOHTeNHepy B
KapTOHHIN kopobui
131.| IHOJNIAMA®EP PO34MH ANs iH'eKLiN TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/0611/01/01
TUH® no 2 mn B amnyni; wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3miHn) - | peyenmom
no 10 amnyn B 3MiHWN BHECEHI B TEKCT MapKyBaHHS YNaKoBKMW NikapCbKoro 3acoby
KOpoO6Lji 3 KapTOHyY 3 LLI0AO 3a3Ha4YeHHSA OAVHML BUMIPIOBaHHA Y cuctemi Sl.
nonimepHoro
YapyHKOBOIO
BKIaAKoH
132 KAOACINA® NopoLLOK Ans . XodppmaH | Lsenuapi MateoH CLUA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/13770/01/01
KOHLieHTpaTy Ans H-J15 Pow A MaHydekTypuHr Himeuunna/ wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - OHOBIIEHHS | peuernmom
pPO34nHy Ans Iitg Cepgicus, JJICi, Lseviuapis TEKCTY MapKyBaHHS YNaKkoBOK NikapCbkoro 3acoby; BHECEHHS
iHy3in no 100 mr; 1 CLA iHdopMaUii LLoao 3a3HauYeHHsi OAMHNLL BUMIPIOBaHHS Y CUCTEMI
NaKkoH 3 MOPOLLKOM (BUpOBHMLTBO S| Ha nepBWHHY yNakoBKy NikapCbKoro 3acooy.
B KapTOHHIl kopobLi Hepo3adacoBaHol BBeaeHHs 3MiH NpoTArom 6-Tu MicauiB Nicnsi 3aTBEPOXKEHHS
npoayKuir,
nepBuHHE
nakyBaHHs); PoLu
LiarHocTukc

'M6X, HimeyuunHa
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

(BnNpobyBaHHs
KOHTPOIIO SIKOCTI);
Pow ®apma AT,
Himeuunna
(BnNpobyBaHHs
KOHTPOMIO AKOCTi);
®.XobdpmaHH-Is
Pouw Ita,
LLsenyapis
(BnNpobyBaHHs
KOHTPOIIO SIKOCTi);
& . XopdpmaHH-J1s
Pouw JTg,
LLiBeviuapis
(Bunyck cepii);
®.XocbdpmaHH-Ia
Pouw JTg,
LLsenyapis
(B1poBHMLTBO
Hepo3dacoBaHoi
npoayKuir,
nepBuHHE
naKkyBaHHs);

& . XoppmaHH-J1s
Pouw JTa,
LLiBeviLapis
(BTOPUHHE
nakyBaHHs)

133.

KAOCITA®

NMopOLLOK A1
KOHLeHTpaTy Ans
pO34KHy Ans
iHdpysin no 160 wr; 1
PNakoH 3 MOPOLLKOM
B KapTOHHIl kopobui

. XodppmaH
H-J1s Powwu
Nto

LLiseviuapi
A

MateoH
MaHnydekTypuHr
Cepsicus, J1J1Ci,

CLA
(BUpOBHMLTBO
Hepo3dacoBaHoi
npoaykuit,
nepBuHHE
nakyBaHHs); PoLu
LiarHocTuke
M6X, Himeyunna
(BnpobyBaHHs
KOHTPOMIO SKOCTi);
Pow ®apma AT,
HimeuunHa
(BnpobyBaHHs
KOHTPOIO SKOCTi);
®.XocbdpmaHH-Ia
Pouw JTa,
LLisenuapis
(BnpobyBaHHs

CLUA/
HimevuunHa/
LLIseviLapisa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK
woao 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnaay - OHOBIIEHHS!
TEKCTY MapKyBaHHS YNaKkoBOK NikapCbKOro 3acoby; BHECEHHS
iHpopmaUii WoAo 3a3HauYeHHA OAVHVMLE BUMIPIOBAHHSA Y CUCTEMI
S| Ha nepBMHHY ynakoBKy nikapcbkoro 3acoby.
BBeaeHHs 3MmiH npoTarom 6-Tu micauiB nicns 3aTBepAXeHHS

3a
peuerimom

UA/13770/01/02
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KOHTPOIIO SIKOCTi);

®.XobdpmaHH-Is
Pow ITa,
LLiBeviuapis
(Bunyck cepii);
®.XoppmaHH-J1s
Pouw Ita,
LLiBeviuapis
(BUpOBHMLTBO
Hepo3dacoBaHoI
npoayKuit,
nepBUHHE
naKkyBaHHS);
®.XobdpmaHH-Is
Pow ITa,
LLiBeviuapis
(BTOPYHHE
nakyBaHHs1)

134.

KAnNbUIn -A3
HIKOMEL 3
AMNENbCUHOB
MM CMAKOM

TabneTku xyBanbHi
no 20 a6o no 50,
abo no 100
TabneTok y dprakoHi;
no 1 cnakoHy B
KapTOHHIl kopobui

AciHo
dapma Al

LLiseviuapi
a

Takepa AC

Hopgerisa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
nopaHHs Hosoro CepTudikaty RO-CEP 2015-199-Rev 01
BiANOBIQHOCTI €BpONencbkol hapmakonei KoHUeHTpaTy
Xonekanbuudepony (nopolikoBa opma) Bif 3aTBEPAXKEHOrO
Bnpo6Huka DSM Nutritional Products Ltd; 3miHu | Tuny -
Buny4YeHHs CepTudikaTy BianoBigHOCTI €Bponenchkin
dapmakonei Ans Ailo4oi pevoBuHN Xonekanbumdepon (Ynucta
peyosuHa) CEP R1-CEP 2009-050-Rev 01 y 3B’a3Ky i3 nogaHHam
HoBoro CepTudikaTy BignoBigHOCTI eBponeincbKkoi dhapmakonei
KOHLeHTpaTy Xonekanbundepony (nopoLukosa ¢opma) Bia
Bupo6Huka DSM Nutritional Products France SAS; aminm | Tuny -
Buny4YeHHs ME-cepTudikaTy BignoBigHoOCTI €EBponenchkiin
dapmakonei Ans Ailo4oi pevoBuHN Xonekanbumdepon (Ynucta
peyosuHa) CEP R1-CEP 2009-050-Rev 01 y 3B’a3Ky i3 nogaHHam
HoBoro CepTudikaTy BignoBigHOCTI eBponeincbKkoi dhapmakonei
KOHLeHTpaTy Xonekanbundepony (nopoLukosa ¢opma) Bia
Bupo6Huka DSM Nutritional Products France SAS; aminu | Tuny -
BHOCSITbCS1 3MiHU 0 po3ainy 3.2.S.4.1 Cneundikauis
peecTpaLiiHoro 4ocke, a came ockinbkn Hosui CEP RO-CEP
2015-199-Rev 01 (nopowukonogibHa dopma) Bknoyae aga
[04aTKOBUX METOAM Ha BU3Ha4YeHHs BMIcTY all-rac- a -tocopherol
(8-12mg/g) Ta sodium ascorbate (30-44 mg/g)(onucannx B CEP),
0o posginy 3.2.5.4.1 Cneuudikauis gogatoTbcs ABa OOATKOBUX
TecTu. Ak Hacnigok OHOBMIOKOTLCA BiMNOBIHI PO34inu
PeecTpauinHoro gocke; 3miHm | Tvny - 3MiHn go po3ainie 3.2.S.4.
KoHTponb A®I, He3HayHi 3MiHM [0 3aTBEPMKEHOI NpoLieaypy
BUNpPoOYBaHHS Ailo40i peYOBUHU: - 3aCTOCYBaTV CTaHAAPTHUI
3pa3ok (EBp. PapmM.) (a came cTaHAAPTHUIA 3pa3ok
xonekanbuudepony (CRS), kpuctaniyHuit), Sk anbTepHaTUBHUIA
3aTBepakeHomy ctaHgapTy DSM (BTOpUHHWMI) Npy NpoBeAeHHi
BunpobyBaHb meTogom BEPX ans tectiB “OgHopigHicTe BMICTY”

6e3
peuenma

UA/3541/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Ta “BusHaveHHs ynctotu Mpoayktn posnagy”. Ak HacmigoK 3MiHmn
[0 BiANOBIAHMX PO3AiNiB peecTpaLinHOro AOCbE; 3MiHu | Tuny -
3MiHu go po3ainie 3.2.P.5 koHTponb Nikapcbkoro 3acoby, He3HauHi
3MiHW [0 3aTBEPXXEHOI npoLeaypy BUNPobyBaHHS roTOBOro
nikapcbkoro 3acoby: 3acTocyBaTy CTaHOapTHUIA 3pa3ok (EBp.
dapm) ( TobTO cTaHOapTHUI 3pa3ok xonekanbumdepony (CRS),
KpucTanivyHuin), Ha 3amiHy 3ateBepaxeHoMy ctaHgapty DSM
(BTOPUHHMIA) Npy NpoBeaeHHi BUNpobyBaHb MeTogom BEPX ans
TecTiB “OgHopigHicTb BMICTY” Ta “BusHaveHHs ynctoTu Mpoayktu
posnagy”
135 KANbUIX -A3 TabneTku xxyBasbHi; AciHo LLisenuapi Takepa AC Hopgeris BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/10610/01/01
HIKOMEL 3 no 30 a6o no 100 dapma Al A nopaHHst HoBoro CepTudikaty RO-CEP 2015-199-Rev 01 peuenma
M'ATHAM TabneTok y drakoHi; BiAMOBIAHOCTI €BPONENCHKOi hapmakonei KOHLeHTpaTy
CMAKOM no 1 cnakoHy B

KapTOHHil kopobui

Xonekanbuudepony (nopolukosa opma) Bif 3aTBEPAXKEHOrO
BUpo6Hmka DSM Nutritional Products Ltd; 3miHu | Tuny -
BunyYeHHs CepTtudikaTty BiANOBIAHOCTI €BpONENnchKin
dapmakonei Ans Ailo4oi pevoBuHM Xonekanbumdepon (Ynucta
peyoBuHa) CEP R1-CEP 2009-050-Rev 01 y 3B’a3Ky i3 nogaHHam
Hosoro CepTudikaTy BiANOBIAHOCTI eBponemnceyKol hapmakonei
KOHLeHTpaTy Xonekanbundeporny (nopoLikosa gopma) Bia
Bupo6Huka DSM Nutritional Products France SAS; amiuu | Tuny -
Buny4YeHHs E-cepTudikaTy BignoBigHOCTI €EBponenchKii
dapmakonei Ans Ailo4oi pevoBMHN Xonekanbumdepon (Ymucta
peyoBuHa) CEP R1-CEP 2009-050-Rev 01 y 3B’a3Ky i3 nogaHHam
Hosoro CepTudikaTy BiANOBIAHOCTI eBponenceyKoi hapmakonei
KOHLeHTpaTy Xonekanbundepony (nopoLukosa ¢opma) Bia
Bupo6Huka DSM Nutritional Products France SAS; aminu | Tuny -
BHOCSITbCS 3MiHM J0 po3ainy 3.2.S.4.1 Cneundikauis
peecTpaLiiHoro 4ocke, a came ockinbkn HoBui CEP RO-CEP
2015-199-Rev 01 (nopoLukonogibHa hopma) Bkntoyae aga
[0OaTKOBUX METOAM Ha BU3HA4YeHHs BMicTy all-rac- a -tocopherol
(8-12mg/g) Ta sodium ascorbate (30-44 mg/g)(onncaxux B CEP),
oo po3giny 3.2.S.4.1 Cneuudikauis goaaroTbes ABa 4OAATKOBUX
TecTu. Ak Hacnigok OHOBMIOKTLCA BiANOBIAHI po3ainu
PeecTpauinHoro gocke; 3minm | Tvny - 3miHn go posainie 3.2.S.4.
KoHTponb A®I, He3HauHi 3MiHM [0 3aTBepHKEHOI npoLeaypu
BUNPOOYBaHHSA Ail0YOI PEYOBMHU: - 3aCTOCYBATU CTaHAAPTHUIN
3pa3ok (EBp. PapmM.) (a came cTaHAAPTHWIA 3pa3ok
xonekanbuudepony (CRS), kpuctaniyHuit), sk anbTepHaTUBHUIA
3aTBepmkeHomy ctaHgapTy DSM (BTOpuHHMI) Npy NpoBeaeHHi
BuNpobyBaHb MmeTogom BEPX ans tectiB “OgHopigHicTe BMICTY”
Ta “Bu3HadeHHst umctotu Mpoayktn po3nagy”. Sk Hacnigok 3MiHu
[0 BiANOBIAHMX PO3AiMiB peecTpaLiniHoOro AoChe; 3MiHu | Tuny -
3MiHn fo po3ainie 3.2.P.5 koHTponb nikapcbkoro 3acoby, He3HayHi
3MiHW [0 3aTBEpKEeHOI npoLueaypy BUNpobyBaHHSA roToBOro
nikapcbKkoro 3acoby: 3acTocyBaTu CTaHAAPTHUI 3pasok (EBp.
dapm) ( To6TO cTaHAapTHWUIA 3pasok xonekansumdepony (CRS),
KpucTanivyHui), Ha 3amiHy 3aTBepaxeHoMy cTaHaapty DSM
(BTOPVIHHMIA) NpY NpoBeAEeHHI BUNpobysaHb MeTogoM BEPX ans




62 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
TecTiB “OgHopigHicTb BMICTY” Ta “BusHaveHHs ynctotu MNpoayktn
posnagy”

136, KAnbLUin -A3 TabneTku xyBanbHi AciHo LLseviapi Takepga AC Hopseris BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn bes UA/3541/01/02

HIKOMEL no 30, a6o 60, abo dapma Al a 3 akocTi. CepTudikaT BignosigHocTi/lE-cepTudikaT BignosigHOCTI | peuenma

®OPTE 120 Tabnetok y €Bponelicbkint hapmakonei/moHorpadii. MogaHHa HoBoro abo

cdnakoHi; no 1
dnakoHy B
KapTOHHIl kopobui

OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudpikaTa BignosigHoCTi €Bponewichbkin dapmakonei: ana Adl;
AnSA BUXiAHOrO MaTepiany/peareHTy/NpoMKHOIrO NPOAYKTY, Lo
BUKOPWCTOBYIOTBCS Y BUPOOHMUTBI APl; Ans 4ONOMIXKHOI peqoBUHM
(cepTudpikat BignosigHoOCTI €Bponercokin hapmakonei) - Hosuia
cepTudikaT Bif BXe 3aTBEpAXXEHOro BUPOGHMKa -
nopaHHst HoBoro CepTudikaty RO-CEP 2015-199-Rev 01
BiZNOBIQHOCTI €Bponencbkoi hapmakonei KoHLeHTpaTy
Xonekanbuudepony (nopolukoBa copma) Bif 3aTBEPAKEHOrO
Bupo6Huka DSM Nutritional Products Ltd. 3miHu | Tuny: 3miHum 3
skocTi. CepTtudikat BignosigHocTi/l'E-cepTudikat BignosigHocCTi
€sponelicbkin hbapmakonei/moHorpadii. NMogaHHa Hosoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMYYEHHS
cepTtudpikaTa BignoBigHOCTI €Bponewichbkin dapmakonei: ans Adl;
Ans BUXiAHOro MaTepiany/peareHTy/MpoMiXXHOro NpoaykKTy, LU0
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ons 4ONOMiIXXHOI peqyoBUHU
(cepTudpikaT BignosigHocTI €Bponencukin hapmakoner) -
BunyueHHs cepTudikaris (3a HaABHOCTI MybTUNAETHOTO
cepTtudikaTta Ha maTepian) - BunyyeHHs Ceptudikarty
BiZNOBIgHOCTI €Bponenchkin hapmakonei ons Aikoyoi pe4oBUHM
xonekanbuudepon (uncta pevosnHa) CEP R1-CEP 2009-050-Rev
01 y 3B’A3Ky i3 nogaHHsMm HoBoro CepTudikaTy BignoBigHoOCTI
€BpOnencbKoi hapmakonei KoHLeHTpaTy Xonekansuudepony
(nopowukoBa dopma) Big BupobHvka DSM Nutritional Products
France SAS. 3minu | Tuny: 3miHu 3 sikocTi. CepTudikat
BignosigHocTi/IE-cepTudikaTt BignoBigHoOCTi €Bponenchkin
dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
cepTudcpikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTta
BignoBigHOCTI €Bponeiickkin hapmakonei: ans A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTBCS Y BUPOOHMUTBI APl; onsi 4ONOMiIXXHOI peqoBUHU
(TE-cepTndikaT BignosigHoCTi €Bponewichbkin dapmakonei Ans
A®l/BuxigHoro matepiany/peareHTy/NpPOMiXXHOrO NpoaykTy abo
[OMNOMiXXHOT peqoBUuHU) - BunyueHHst cepTudikaTis (y BUnagky
HasiBHOCTI MynbTUMIETHOro cepTudikata Ha maTepian)-
BunyyeHHs E-cepTudikaTy BignoBigHOCTI €EBponenchKil
hapmakonei aAns Aito4oi pevoBuHK Xonekanbuudgepon (YmMcTa
peyoBuHa) CEP R1-CEP 2009-050-Rev 01 y 3B’a3Ky i3 nogaHHam
HoBoro CepTudikaTy BiANoBiAHOCTI eBponencbKol dhapmakonei
KOHLIeHTpaTy Xonekanbuudepony (nopoLukosa ¢opma) Bia
Bupo6Hmka DSM Nutritional Products France SAS. 3miHu | Tuny:
3MmiHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha APl, abo BUXIgGHUA/NPOMIXKHUIA
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NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLueci BUpobHMUTBa
A®I| (qonoBHeHHs cneumdikalii HOBUM MOKA3HNKOM AKOCTi Ta
BiANOBIAHWM METOAOM BUNPOBYBAHHS) - BHOCATLCSA 3MiHWN A0

po3giny 3.2.S.4.1 CneumdpikaLis peecTpauiinHOro Aocke, a came
ockinbkn HoBuii CEP RO-CEP 2015-199-Rev 01 (nopoLukonoai6Ha
cdopma) Bkovae ABa AOAATKOBUX METOAM HA BU3HAYEHHS BMICTY
all-rac- a -tocopherol (8-12mg/g) Ta sodium ascorbate (30-44
mg/g)(onucannx 8 CEP), ao po3aginy 3.2.S.4.1 Cneuudikauis
[00al0TbCs ABa A0AATKOBMX TECTU. FAK HACNiJoK OHOBMIOTLCA

BignoBigHi po3ainu PeectpadinHoro gocbe. 3miHu | Trny: 3miHn 3

akocTi. A®l. Kontponb A®I. 3miHa y meTogax BunpobysaHHs API

abo BMUXigHOro MaTepiany/nNpomiDKHOrO NPOAYKTY/peareHTy, Lo

BVKOPWCTOBYETLCS Y npoueci BUpobHuuTBa A®I (He3HauHi 3MiHU y
3aTBEpKEHNX MeToAax BUNpobyBaHHS) - 3MiHW 4O po3ginis

3.2.S.4. KoHTponb A®I, He3HayHi 3MiHM [0 3aTBEepaXKEeHOT
npoueaypv BUNpobyBaHHS Ait040i Pe4OBUHM: 3aCTOCYBaTH

CcTaHaapTHUIA 3pasok (EBp. Papm.) (a came cTaHgapTHUIN 3pa3ok

xonekanbuudepony (CRS), kpuctaniyHuit), Sk anbTepHaTUBHUIA

3aTBepakeHomy ctaHgapTy DSM (BTOpuHHMI) Npy NpoBeaeHHi

BunNpobyBaHb MeTogom BEPX ona tectiB “OgHopigHicTb BMICTY”

Ta “BusHaveHHs yuctoTu Mpogyktn posnagy”. Ak HacnigoK 3MiHu
[0 BiANOBIAHMX PO3AiNiB peecTpauinHoro Aocbe. 3MiHn | Tuny:
3MiHn 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meToAax BUnNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax

BMUNpobyBaHHs)- 3MiHn Ao po3ainis 3.2.P.5 KOHTponb nikapcbKkoro

3acoby, He3HaYHi 3MiHM [0 3aTBEpAXKEHOI Npoueaypu
BUNPOOYBaHHA roTOBOTO MikapcbKoro 3acoby: 3acTocyBatu
CTaHAapTHUIA 3pa3sok (EBp. ®apm) ( TO6TO cTaHAAPTHMIA 3pa3ok
xonekansumdepony (CRS), kpuctaniyHui), Ha 3amiHy
3aTBepakeHomy ctaHgapTy DSM (BTOpuHHMI) Npy NpoBeaeHHi
BunpobyBaHb meTogom BEPX ans tectis “OgHopigHicTe BMICTY”
Ta “BmaHaveHHs yuctotu Npoayktu posnagy”

137.

KAPOITAB IC

Tabnetku
cybniHreanbHi; No
10 TabneTtok y
Gnictepi; no 1
6nicTepy B nayui; no
6 TabneTtok y
6nicTepi

ToBapucTBO
3
[04aTKOBOK
BianoBsiganb
HiCTIO
«IHTEPXIM
»

Ykpaina

ToBapucTBo 3
[04aTKOBOK
BignoBiganbHIiCcTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMX maTepianis: 3miHu | Tuny -
3MiHn 3 gKocTi. FoToBuI nikapcbkuin 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLUeHHSA TepMiHY NpMAaTHOCTi FOTOBOTO
nikapcbkoro 3acoby) - [1nst Toprosoi ynakoBKy (NigTBepOXyeTbCs
AaHUMK peanbHOro Yyacy) 36inbLUeHHs TepMiHy NpuaaTHOCTI
roToBOro nikapcbkoro 3acoby. 3aTBepaXeHo: 2 poku
3anponoHoBaHo: 3 poku 3MiHN BHECEHO B iHCTPYKLiO Ans
Me[IMYHOro 3aCTOCYBaHHs nikapcbkoro 3acoby B p. "TepMiH
npuaaTHocTi".

6e3
peuyenma

UA/14659/02/01

138.

KAPOONAKC

PO34MH ANis iH'EKLN,
1 Mr/mnno 5 mn B
amnyni; no 10 amnyn
Y KOHTYPHIl
YapyHKOBIN
ynakosLi; no 1

YOPNA
MEOMLIMH
INIAY CAH.
BE TIDXK.

ALl

TypeyumH
a

Medap Inay CaH.
AL

TypeuunHa

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) -
OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKU MikapcbKoro 3acoby
BignoBigHo 4o BUMor Hakady MO3 Ykpainu Big 23.07.2015 p.
Ne460 3 BHeCEHHSIM iHdhopMaLii WoAo 3a3HaYeHHS OAMHULb
BMMIipIOBaHHS y cuctemi Sl. BBeAEHHS 3MiH MPOTHAroM 6-Tu MicsLiB

3a
peuerimom

UA/16067/01/01




64 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KOHTYPHIl nicns 3aTBepAKEHHS
YapyHKOBIN ynakoBLi
B KAPTOHHI Kopobui
139, KBAHIN TabneTku, BKPUTI KYCYM IHais KYCYM IHAis BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/16063/01/01
o6onoHkoto, no 500 XENTXKEP XENTXKEP MNBT 3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
Mr, in bulk: Ne10x50: MNBT NTA nTa 3MiHu BUNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
no 10 Tabnetok y cneumdikauisix, nia Yac BUPOBHMULTBA rOTOBOTO NikapCbKOro
6nicTepi; no 50 3acoby (iHwWi 3MiHK) 3MiHa ONYCTUMMUX MeX cneuudikauii 3a
GnicTtepiB y TecTtom «Hardness» B npoueci BUpOOHULITBA rOTOBOIO iKapCbKoro
KapTOHHiI kopobui 3acoby 3 «NLT 10-17 Kp Ha NLT 10-20 Kp»
140. KBAHIN TabneTtkn, BKPUTI KYCYM IHais KYCYM Inpis/ BHECEHHS 3MiH 0 peecTpaLiiHMx maTepianis: 3miHu | Tuny - 3a UA/12995/01/01
o6onoHkoto, no 500 XENTXKEP XENTXKEP MNBT YkpaiHa 3MmiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3acid. 3miHW y BUpoBHWULTBI. | peyenmom
mr, no 10 TabneTtok MNBT NTA NTA, IHais; 3amiHa abo BBeAeHHS OAATKOBOI AiNbHWLI BUpOBHMUTBA Anst
y 6nicTepi; no 1 AnbTepHaTUBHUNI YacTuHM abo BCbOro BUPOGHMYOrO MPOLECY FOTOBOrO MiKapCbKOro
6nictepy B BUPOBHMK, WO 3acoly (AinbHULSA, Ha Sk NpoBOAATLCS ByAb-ski BUPOOHMYI
KapTOHHIl ynakoBui, 3AiMCHIoE cTagji, 3a BUHATKOM BUMYCKY CEpii, KOHTPOIO SIKOCTi, MEPBUHHOIO
no 10 Tabnetok y BTOPUHHE Ta BTOPWHHOIO NaKyBaHHS, A5 HECTEPUNbHUX MiKapCbKuX
6nicTepi; no 1 nakyBaHHs, 3acobis) CynyTHs 3MiHa - 3MiHM 3 sikoCTi. [OTOBWI NikapcbKuia

6nictepy B
KapTOHHIN ynakosLi;
no 3 aéo 10
yNaKoBOK y
KapTOHHIl kopobui

KOHTPOIb AKOCTI
Ta BUNYycCK cepii:
TOB "KYCYM
PAPM", YkpaiHa

3aci6. 3miHn y BUpoOHULTBI. 3amiHa abo BBeAeHHSA oOaTKOBOI
AiNbHULi BUPOGHMLTBA ANS YacTMHM abo BCbOro BUPOBHNYOro
npoLecy roToBoro nikapcbkoro 3acoby (AiNbHULS ANS BTOPUHHOIO
nakyBaHHs1) - 3MiHM 3 sKoCTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3amiHa abo BBe4eHHS 404aTKOBOI AiNbHULI
BMPOOHMLTBA 4N YaCTUHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO fikapCbKoro 3acoby (AinbHUUS ANs NEPBUHHOMO
nakyBaHHs1) BBEeHHs1 4OAATKOBOI AinbHuUi BupobHuutea KYCYM
XENTXKEP MNBT NTA, Mnot Ne M-3, IHaop Cnewen IkoHoMik
3oyH, ®ens-ll, Mitamnyp, Oict. Axap, Magxesa MNpageww, MiH
454774, Inpis. 3MiHn | Tuny - 3MiHK 3 sikocTi. [OTOBWI Nikapcbkuii
3aci6. 3MiHKM y BUpoBHUMUTBI. 3MiHa iMnopTepa/aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo foAaBaHHS BUPOGHKKa, Lo
BignoBigae 3a BBe3eHHsi Ta/abo BuNyck cepii) - Bkntoyaroum
KOHTPOMb/BUMNpoOYyBaHHS cepii - BBEAEHHS A04ATKOBOI AiNbHUL
BupobHuuTea KYCYM XENTXKEP MBT N1TA, Mnot Ne M-3, IHgop
Cnewen IkoHomik 3oyH, ®ens-Il, Mitamnyp, dict. Oxap, Magxes
Mpagew, MiH 454774, IHois. 3MiHN BHECEHI B iHCTPYKLjt0 Ans
Mefun4YHoro 3actocyBaHHs J13 y p. "Micue3sHaxomkeHHs: BUpobHUKa
Ta noro agpeca Micus NpoBaaXeHHs AisnbHOCTI" K HacnigoK
nosiea AoAaTKOro NakyBaHHSA NS iHWOT BUPOBHUYOI AinbHML.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKkMovakoum gianas3oH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (3meHwweHHst Ao 10 pasis)
3MiHa po3mipy cepii rotoBoro nikapcbkoro 3acoby - 100 000
TabneTok Ans oAaTKOBOI AinbHMUI BUpobHuuTBa Kycym Xentxkep
MeT Jitg, Mnot Ne M-3, IHgop Cnewen IkoHoMik 3oyH, Pewns-Il,
Mitamnyp, Aict. Oxap, Maaxbs Mpagew, MiH 454774, 1Hais. 3miHu
| Tuny - 3MiHM 3 sikocTi. FoTOBMI NMikapcbkuil 3acit. 3MiHK Y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo JONyCTUMKUX MEX,
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BCTaHOBMEHWX Y cneumndikauisx, nig yac BUpoGHMLITBA rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHK) 3MiHa JONYCTUMUX MeX
crneungikauii 3a Tectom «Hardness» B npoueci BUpobHuLTBa
rotoBoro nikapcbkoro 3acoby 3 «NLT 10-17 Kp Ha NLT 10-20 Kp»
141 KETOLOIH kpem, 20 mr/r no 15 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHix maTepianis: 3miHu |l Tuny - Ges UA/5825/02/01
ry Ty6i; no 1 Ty6i B YKpaiHCbKO- yKpaiHCbKO- 3MiHn 3 sikocTi. A®l. BupobHuuTBo - HagaHHs oHoBneHoro DMF Ha | peyenma
nadui 3 KapToHy icnaHcbke icnaHcbke AdI| keTokoHason BupobHuLTBa Aarti Drugs Limited, IHais
nignpuemcTs nianpveMcTBo (sanponoHoBaHo: DMF-KET EP Ver. 12, April 2019)
o "ClMEPKO "CMNEPKO
YKPAIHA" YKPAIHA"
142.| KETOQOIH cynosuTtopii CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu |l Tuny - 6es UA/5825/01/01
BariHanbHi no 400 YKpalHCbKO- YKPaiHCbKO- 3MiHu 3 sikocTi. A®l. BupobHMLTBO - HagaHHs oHoBneHoro DMF Ha | peuenma
Mr, Mo 5 icnaHcbke icnaHcbke A®I keTokoHa3on BupobHuuTBa Aarti Drugs Limited, IHais
Cyno3unTopiiB y nignpuemMcTs nignpueMcTBO (3anponoHoBaHo: DMF-KET EP Ver. 12, April 2019)
cTpuni; No 2 ctpunu o "CMEPKO "CMNEPKO
B Nayi 3 KapTOHy YKPAIHA" YKPAIHA"
143.| KUCNOTA po3uunH Ang iHdysin, | TOB "lOpis- YkpaiHa TOB "HOpis-Papm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/2170/01/01
AMIHOKANPO 50 mr/mn, no 100 mn dapm” 3 AKocTi. [oToBMIA Nikapcbkuit 3aci6. Cuctema peuenmom
HOBA y Mnswkax KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa po3Mipy ynakoBku
roTOBOrO fiKapCbKOro 3acoby (BMNyYeHHS ynakoBKW NEBHOIO
PO3Mipy) - BUIyYEHHS YNaKoBOK: y KOHTeNHepax noniMepHux
06’eMOM 2 MnT; y KOHTENHepax nonimepHux o6’emMom 4 mn; y
KOHTelHepax noniMepHux o6’emom 100 mn, y 3B’3Ky 3i 3MiHOMO
MapKeTUHIOBOI MOMITUKM LLOAO AAHOr0 NpoayKTy. BHECEHHs 3MiH
0o posginy MKA: YnakoBka. 3MiHM BHECEHI B IHCTPYKLUIlO A4S
MeaMYHOro 3acTOoCyBaHHS NikapCbkoro 3acoby y po3ain
"YnakoBka"Ta B KOPOTKY XapakTepuUCTUKy MikapCbKoro 3acoby y
po3gin 6.5. "Tun Ta BMICT NepBUHHOI yNakoBkn" y 3B"s3Ky 3
BUITyYEHHSIM NEBHOTO PO3MipY YNakoBOK, SIK HACMIAOK - BUNYYEHHS
TEKCTY MapKyBaHHS Bi4NOBIAHNX yNakoBOK. BBeaeHHs 3MiH
NpoTArom 6-T1 MicALIB NicNs 3aTBEPOXKEHHS.
144, KNIBAC 10 TabneTku, BKpUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHK 3a UA/12971/01/01
NniBKOBOKO "ACIHO Crapt" BHECEHI [0 iHCTPYKLIi ANs MeAMYHOro 3acTOCyBaHHS MiKapCbkoro | peuenmom
o6oroHkoto, no 10 YKPAIHA" 3acoby y poaginu: "dapmakonoriyHi BNacTusocTi”,
mr; no 10 TabneTok "MpoTunokasaHHs", "B3aemopis 3 iHWMMK nikapcbkumm 3acobamm
y 6nictepi; no 1 abo Ta iHWi Buam B3aemogii", "OcobnmneocTi 3acTocyBaHHs",
3 abo 9 bnicTepis B "3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHs rpyaaro”,
KapTOHHIN nayui "Cnoci6 3acTocyBaHHs Ta go3u", "Oitn" (yTouHeHHst iHdopmaLii), "
"Mo6iuHi peakuii" BignoBigHo Ao iHopMmalii LWwoao MeanyHoro
3acTocyBaHHS pedepeHTHOro nikapcbkoro 3acoby (Kpectop,
TabneTku, BKpUTI NniBkoBO 060moHkot, 10 mr, 20 mr). BBegeHHs
3MiH NpoTsirom 3-X MicsUiB Nicns 3aTBepAXeHHS
145, KNIBAC 20 TabneTkn, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/12971/01/02
NNiBKOBOIO "ACIHO Crapt" BHECeHi [0 iHCTPYKLUIii Ans MeAMYHOro 3acTOCyBaHHS MikapCbKoro | peuernmom
o6ornoHkot, no 20 YKPAIHA" 3aco0y y posainu: "®apmakonoriyHi BnactmBocTi”,

mr; no 10 TabneTok
y 6nictepi; no 1 abo
3 abo 9 bnicTepis B
KapTOHHIN mayui

"MpoTtunokasaHHs", "B3aemopis 3 iHWMMK nikapcbkumm 3acobamm
Ta iHWi Buam B3aemogii", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS rpyaar”,
"Cnocib 3actocyBaHHsA Ta gosun", "fditn" (yTouHeHHs iHdopmaLii), "
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"Mo6iuHi peakuii" BignoBigHoO Ao iHcbopMmalii LWwoao MeanyHoro
3acTocyBaHHs pedhepeHTHOro nikapcbkoro 3acoby (Kpectop,
TabneTku, BKpUTI NniBkoBOK 060roHKow, 10 mr, 20 Mr). BBegeHHst
3MiH NpoTSArom 3-X MicsLiB Nicns 3aTBEpAXEHHS
146./ KNOTPUMA30 Masb 1% no20ry OpraHocuH IHAis EHK 106 ETikana IHAis BHECEHHS 3MiH O peecTpauiiHux maTepianis: 3minu Il Tuny - bes UA/8794/01/01
n Ty6i; no 1 Ty6i B TNand Mpans.it JimiTeq 3MiHu 3 aKkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb rotoBoro peuenma
nadui 3 KapToHy CaeHcuns nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
MeT. N1A. O0NyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby (3mMiHa
3HaxXo0AMTbCSA N03a 3aTBEPAXKEHNMMN JOMYCTUMUMU MeXamu
cneuudikauin) - 3MiHa Mex cneuudikauii 3a NOKasHUKOM
"CynpoBigHi AoMiLLKW" (3aTBEPOXKEHO: 2-XITOPOTPUTAHON — He
6inbLwe 1.0 %; 3anponoHoBaHoO: 2-X1I0pOTPUTaHoN — He GinbLue 1
%) - NpuBEeAEHHS Y BIANOBIAHICTb A0 MoHorpadii BP(aitoue
BuaaHHs) "Clotrimazole Creame".
147.| KNO®AH cynosuTtopii KYCYM IHais KYCYM IHAis BHECEHHS 3MiH 0 peecTpaLiiHMx maTepianis: 3miHu | Tuny - 6e3 UA/14084/02/02
BariHanbHi no 500 XENTXKEP XENTXKEP MBT 3MmiHuM 3 akocTi. [oToBMI nikapcbkui 3acib. CtabinbHicTb. 3mMiHay | peuyenma
mr; no 1 NBT NTO nTta TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
Cyno3unTopito y nikapcbkoro 3acoby (36inbLUeHHs TepMiHY NpuMAaTHOCTi FOTOBOrO
cTpuni; no 1 cTpuny nikapcbKkoro 3acoby) - [inst Toproeoi ynakoBku (MiATBEPIKYETLCS
Y KapTOHHI AaHvMK pearnbHoro Yacy) 36inbLIeHHs TepMiHy NpuMaaTHOCTI
ynakoBLi roTOBOrO NMikapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
[OBrOCTPOKOBMX JOCHIAXEHb CTabiNbHOCTI Yy peanbHOMY Yaci:
3aTtBepakeHo: TepMiH NpuaaTHOCTI 2 poku. 3anponoHOBaHO:
TepmiH npuaaTtHocTi 3 poku. 3MiHN BHECEHI B iIHCTPYKL0 Ans
Meaun4Horo 3actocyBaHHs J13 y p. "TepmiH npuaaTHocTi".
BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB Micns 3aTBEPOXKEHHS.
148.| KNO®AH cynosuTtopii KYCYM IHAgis KYCYM IHAgis BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/14084/02/01
BariHanbHi no 100 XENTXKEP XENTXKEP MNBT 3miHun 3 akocTi. [oToBMI nikapcbkui 3acib. CtabinbHicTb. 3mMiHay | peyenma
Mmr; no 6 MBT NTO nTa TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
Cyno3nTopiiB y nikapcbkoro 3acoby (36inbLUeHHs TEpMiHY NpMAATHOCTI FOTOBOrO
cTpuni; no 1 cTpuny nikapcbKkoro 3acoby) - [inst Toproeoi ynakoBku (MiATBEPIKYETLCS
Y KapTOHHI AaHvMK pearnbHoro Yacy) 36inbLUeHHs TepMiHy NpuMaaTHOCTI
ynakoBLi roTOBOrO NMikapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
[OBrOCTPOKOBWX AOCHiMKEHb CTabiNbHOCTI y peanbHOMy Yaci:
3atBepaxeHo: TepMiH npuaaTHOCTi 2 poku. 3anponoHoBaHoO:
TepmiH npuaaTtHocTi 3 poku. 3MiHW BHECEHI B iHCTPYKLIiO Ans
Meaun4Horo 3actocyBaHHs J13 y p. "TepmiH npuaaTHocTi".
BBegeHHs 3MiH NpoTSArom 6-Tu MicAUIB Nicns 3aTBEPAXKEHHS.
149.| KOOETEPN Tabnetku, no 10 ToBapucteo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/3563/01/01
Tabnetok y 6nictepi; 3 obmexeHo 3 akocTi. CepTudikat BignosigHocTi/l E-cepTudikar BignosigHocTi | peyenmom
no 1 6nictepy y obmexeHo BiAnoBiganbHicTio €Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
KOpOOGLi 3 KapTOHY Bignosigane "XapkiBCbke OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMYYEHHS
HiCTIO dapmaleBTUYHE cepTtudikaTa BignoBigHOCTI €Bponewickkin dapmakonei: ans Ad®l;
"XapkiBCbke nignpueMcTBO Ans BUXigHoro matepiany/peareHTy/NpoMiXXHOro NpoaykTy, Lo
dapmaueBT "3nopos.'s BUKOPUCTOBYOTLCS Y BUPOOHMUTBI APl; Ansi 4ONOMiIXHOI peqoBUHU
U4He Hapoay" (cepTudpikat BignosigHoCTI €Bponerichkin dapmakonei) - Hosui
nignpuemMcTs cepTtudikaT Big HOBOro BUpobHuMKa (3aMiHa abo JOMNOBHEHHS) -
0 "3nopoB's BBEEHHs HoBoro BMpobHuka APl KogeiHy cocdaTy remirigpaty

Hapogy"

ALCALIBER S.A.U., Spain i3 HagaHHsam CepTudpikara
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BignoBigHocTi €Bponencekini hapmakonei R1-CEP 2001-090-Rev
06 noaaTkoBO A0 3aTBEpAKEHOro BUpobHMka Saneca
Pharmaceuticals, a.s., Slovac Republic, Macfarlan Smith Limited
(Edinburgh), Benuka BputaHis, sk Hacnigok 3miHv y cneumdikauii
Ta MeTogax KoHTponto APl 3a NokasHNKOM «3anuLLKOBI KinbKOCTi
OpPraHiYHMX PO3YMHHUKIB» . 3MiHW | TUNY - 3MiHU 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikaTt BignosigHoCTi
€sponeickkin apmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudpikaTa BignosigHOCTi €Bponewichbkin apmakonei: ana Adl;
Ans BUXiAHOro MaTepiany/peareHTy/MpoMiXXHOro NpoayKTy, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI peqyoBUHU
(cepTudpikat BignosigHoOCTI €Bponericekin apmakonei) - Hosui
cepTugikar Big HOBOro BUpobHMKa (3amiHa abo AONOBHEHHS) -
nogaHHs Hosoro CEP Ne RO-CEP 2016-295-Rev 02 ansa Adl
KoAeiHy docdaty remirigpaTty Bif HoBoro BupobHuka Macfarlan
Smith Limited, Cnonyyere KoponiscTtso (AinbHWUSA Annan) Jo Bxe
3aTtBepgkeHoro Macfarlan Smith Limited, CnonyyeHe KoponisctBo
(minbHUus Edinburg), Saneca Pharmaceuticals, a.s., Slovac
Republic, sk Hacnigok 3miHn y cneundikauii Ta MeTogax KOHTPOIo
A®| 3a nokasHMKOM «3anuLKOBI KifbKOCTi opraHi4HmX
PO3YMHHWKIBY.

150.

KOMBIFAH®

Kpanni o4Hi, no 5 mn
y dnakoHi-
KpanenbHu1ui; no 1
abo 3 dnakoHu-
KpanenbHuLi B
KapTOHHIl ynakoBuj

AnnepraH
dapmachHoTi
Kan3
Ipnangis

Ipnangis

AnnepraH
dapmachkioTikans
Ipnangis

Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHun | Tuny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX aHNX Npo cucTeMy bapmakoHarnsay
(BBEAEHHS y3aranbHEHUX AaHUX NPO cuctemy capmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ANs 3AiMCHeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKMYar4uM KOHTaKTHi AaHi) Ta/abo 3amiHn y
pO3MilLieHHI MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
cbapmakoHarnsg,.

MponoHoBaHa pepakuis: CiHa Wapep / Sina Schader. 3miHa
KOHTaKTHUX AaHWX YNoBHOBaXeHOi ocobu, BignoBsigansHoi 3a
bapmakoHarnsg. 3miHa KOHTAKTHOI 0COOM YNOBHOBaXXEHOT 0CObM
3as1BHMKA, BignoBiganbHoi 3a hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: Yymak Aptem Bonogvmuposudy. 3miHa
KOHTaKTHWX AaHWX KOHTaKTHOI 0cobu ynoBHOBaXeHOoi ocobun
3as1BHMKa, BignoBiganbHoi 3a papmMakoHarnsag B YkpaiHi. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemy hapmakoHarnsgy

3a
peuerimom

UA/11289/01/01

151.

KOH®YHAOYC®
TPIO

TabneTkn, BKpUTI
o6onoHkoto, no 100
Mr/25 mr/200 mr in
bulk: no 100
TabneTok y onakoHi,

OpioH
Kopnopeiw
H

diHnaHaia

OpioH
KopnopeniiH,
QiHnaHaisn,
AnbTepHaTUBHUI
BUPOBHMK, 1O

OinnaHaia/
Yecbka
Pecnybnika

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
oo 6esnekn/edheKTMBHOCTI Ta dhapMakoHarnsay - BHECEHHS
3MiH Jo po3ainy “MapkyBaHHs” MKA J13:
3anponoHoBaHo: «MAPKYBAHHA». 3rigHO 3aTBEPAKEHOro TEKCTY
MapKyBaHHs, o gofaaetbcsi. OHOBNEHHS TEKCTY MapKyBaHHs

UA/17291/01/01
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no 60 cpnakoHis B
KapTOHHIN
TpaHCNOPTHIN
ynakoBLi

30iNCHI0E
nepBuHHe Ta
BTOPVHHE
nakyBaHHs: OpioH
KopnopeniuH,
®iHngaHaisa, KeiHta
- AHaniTika
c.p.o.,Yecbka
Pecnybnika
AnbTepHaTUBHUN
BMPOBHWK, LLIO
30iACHI0E
KOHTPOIb SKOCTI

yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM iHdhopmaluii Woao
3a3Ha4YeHHs OANHULL BUMIpOBaHHA Y cuctemi Sl. BBeaeHHst 3aMiH
NpOTArom 6-T MicsLiB Nicns 3aTBepAKEHHS

152.

KOH®YHOYC®
TPIO

TabneTkn, BKpUTI
obonoHkoto, no 100
Mr/25 mr/200 mr no
30 abo no 100
TabneTok y prakoHi;
no 1 cnakoHy B
KapTOHHIN kopobLi

OpioH
Kopnopenw
H

diHnaHaia

OpioH
KopnopenwuH,
diHnaHpin:
AnbTepHaTUBHWN
BUPOBHMK, WO
30iNCHI0E
nepBuHHe Ta
BTOPVHHE
nakyBaHHs: OpioH
KopnopeniiH,
diHnaHais;
AnbTepHaTUBHUN
BUPOBHMK, 1O
30icHI0E
KOHTPOMb SKOCTI:
KsiHTa - AHaniTika
c.p.o., Yecbka
Pecny6bnika;
AnbTepHaTUBHWN
BUPOBHMK, LLO
30iNCHI0E
BTOPWHHE
nakyBaHHs,
KOHTPOMb SKOCTI i
BUWMYCK Cepil:
TosapucTBo 3
obmexeHo
BiANoOBiganbHICTIO
"KYCYM ®APM",
YKpaina

QinnaHais/
Yecbka
Pecny6bnika/
YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
wono 6esnekn/edeKTUBHOCTI Ta papmakoHarnsay - BHECEHHS
3MiH go po3giny “MapkysaHHa” MKA J13: 3anponoHoBaHo:
«MAPKYBAHHSA» 3rigHo 3aTBEpMKEHOr0 TEKCTY MapKyBaHHS.
OHOBIEHHS TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iHpopmMaLii LLoAo 3a3HaYEHHS OOUHML BUMIPIOBaHHS
y cuctemi Sl. BBeaeHHsi 3MiH NpoTsrom 6-Tn micsuiB nicns
3aTBEPOKEHHS

3a
peuerimom

UA/1919/01/02

153.

KOH®YHAOYC®
TPIO

TabneTkn, BKpUTI
obonoHkoto, no 50
mMr/12,5 mr/200 wr;
no 30 abo no 100
TabneTok y prakoHi;
no 1 donakoHy B

OpioH
Kopnopeww
H

diHnaHaia

OpioH
Kopnope#LuH,
diHngHais:
AnbTepHaTUBHWN
BUPOGHMK, LLO
30iNCHI0E

OinnaHaia/
Yecbka
Pecny6nika/
YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
wono 6esnekun/edeKTUBHOCTI Ta hapmakoHarnsay - BHECEHHS
3MiH go posainy “MapkyBaHHsa” MKA J13:
3anponoHoBaHo: «MAPKYBAHHA» 3rigHoO 3aTBEpKEeHOro TeKCTy
MapkyBaHHs. OHOBMNEHHS1 TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iH(bopMaLlii LLoAo 3a3HAYEHHS

3a
peuerimom

UA/1919/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

KapTOHHi kopobui

nepBuHHE Ta
BTOPUHHE
nakyBaHHs: OpioH
KopnopeniuH,
QiHnaHAisn;
AnbTepHaTUBHUNI
BUPOGHMK, LLO
30iNCHI0E
KOHTPOMb SIKOCTI:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecnybnika;
AnbTepHaTUBHWN
BMPOGHWK, LLIO
30iACHI0E
BTOPUHHE
nakyBaHHs,
KOHTPOSb AKOCTi i
BUWMYCK Cepilt:
ToBapucTBo 3
obmexeHo
BiANOBIgANbHICTIO
"KYCYM ®APM",
YkpaiHa

OAVHWLb BUMIptOBaHHSA y cucTemi Sl. BBegeHHs 3MiH NpoTarom 6-
TV MiCSILiB Micns 3aTBEPAKEHHSI

154.

KOH®YHOYC®
TPIO

TabneTkn, BKpUTI
0601n0HKot, no 50
mr/12,5 mr/200 wr; in
bulk: no 100
TabneTok y dpriakoHi,
no 60 cpnakoHis B
KapTOHHIN
TPaHCMOPTHIl
ynakoBLi

OpioH
Kopnopew
H

diHnaHpia

OpioH
KopnopeniuH,
QiHnaHain:
AnbTepHaTUBHWN
BUPOBHMK, 1O
30icHI0E
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: OpioH
KopnopeniuH,
diHnaHpis;
AnbTepHaTUBHUI
BUPOBHMK, IO
30iNCHI0E
KOHTPOMb SIKOCTI:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecny6bnika

OinnaHais/
Yecbka
Pecnybnika

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK
oo 6esnekn/edeKTMBHOCTI Ta hapMakoHarnsaay - BHECEHHS
3MiH go po3ainy “MapkyBaHHs” MKA J13:
3anponoHoBaHo: «MAPKYBAHHA» 3rigHO 3aTBEPIKEHOrO TEKCTY
MapKyBaHHs, Lo AofaaeTbesl. OHOBMNEHHS TEKCTY MapKyBaHHS
ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSIM iHdopMaLii LWoao
3a3HayYeHHs1 OAMHULb BUMIPIOBaHHS y cucteMi Sl. BBeaeHHs 3MiH
NpoTArom 6-T MicALIB NiCNsA 3aTBEPKEHHS

UA/17292/01/01

155.

KOH®YHAOYC®
TPIO

TabneTkn, BKpUTI
o6onoHkoto, no 200
Mr/50 mr/200 wmr; in
bulk: no 100
TabneTok y onakoHi,

OpioH
Kopnopei
H

diHnaHaia

OpioH
KopnopeniiH,
QiHnaHaisn,
diHnaHaia
AnbTepHaTUBHWI

OinnaHaia/
Yecbka
Pecnybnika

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BHeceHHs 3miH
o po3giny “MapkysaHHs” MKA J13: 3anponoHoBaHo:
«MAPKYBAHHA» 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS, Lo
popaetbesi. OHOBMNEHHSA TEKCTY MapKyBaHHS YMaKOBKM MiKapCbKoro

UA/17290/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

no 60 cpnakoHis B
KapTOHHIN
TpaHCNOPTHIN
ynakoBLi

BUPOGHMK, LLO
30iNCHI0E
nepBuHHE Ta
BTOPUHHE
nakyBaHHsi:
OpioH
KopnopeniuH,
QiHnaHain,
diHnaHaia
AnbTepHaTUBHUN
BMPOGHWK, LLIO
30iACHI0E
KOHTPOMb SKOCTI:
KBiHTa - AHaniTika
C.p.0., Yecbka
Pecny6bnika,
Yecbka
Pecnybnika

3acoby 3 BHECEHHAM iHhopMalLlii LLoao 3a3HaYeHHS! OAUHULb
BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotarom 6-tu micauis
nicnsa 3aTBepaXeHHs

156.

KOH®YHOYC®
TPIO

TabneTkn, BKpUTI
o6onoHkot, no 200
mr/50 mr/200 wmr; no
30 abo no 100
TabneTok y drakoHi;
no 1 dnakoHy B
KapTOHHIN kopobLyi

OpioH
Kopnopew
H

diHnaHaia

OpioH
KopnopeniuH,
diHnsaHais,
diHnaHAaia
AnbTepHaTUBHWN
BUPOBHMK, WO
30iNCHI0E
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
OpioH
Kopnope#LuH,
diHnaHpin,
diHnaHpia
AnbTepHaTUBHUI
BUPOBHMK, 1O
30iNCHI0E
KOHTPOMb SIKOCTI:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecnyb6nika,
AnbTepHaTUBHWI
BUPOBHMK, IO
30iicHI0E
BTOPUHHE
nakyBaHHs1,
KOHTPOSb SIKOCTI i
BUWMYCK Cepil:
ToBapucTBO 3
oBMexeHo
BiANOBIAANbHICTHO

QinnaHais/
Yecbka
Pecny6bnika/
Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BHeceHHs 3miH
o po3sginy “MapkyBaHHs” MKA N3:
3anponoHoBaHo: «MAPKYBAHHA» 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHs1. OHOBINEHHS TEKCTY MapKyBaHHS! YMaKoBKM
nikapcbkoro 3acoby 3 BHECEHHSM iHbopMaLii LLoAO 3a3HaYEHHS!
OAVHWLb BUMIptOBaHHSA y cucTemi Sl. BBegeHHs 3MiH NpoTarom 6-
TV MiCSILiB Micns 3aTBEPKEHHSI

3a
peuernmom

UA/1919/01/04
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

"KYCYM ®APM",
YKpaina

157.

KOH®YHOYC®
TPIO

TabneTtkn, BKPUTI
o6onoHkoto, no 150
mr/37,5 mr/200 Mr no
30 abo no 100
TabneTok y dnakoHi;
no 1 dnakoHy B
KapTOHHIl kopobui

OpioH
Kopnope
H

diHnaHaia

OpioH
KopnopeniuH,
diHnsaHais:
AnbTepHaTUBHUNI
BUPOGHMK, LLO
30iNCHI0E
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: OpioH
KopnopenwuH,
diHnaHAis;
AnbTepHaTUBHWN
BUPOBHMK, WO
30iNCHI0E
KOHTPOMb SKOCTI:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecny6bnika;
AnbTepHaTUBHUNI
BMPOGHWK, LLIO
30iNCHI0E
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI i
BUNYCK Cepin:
ToBapucTBo 3
obmexeHo
BignoBiganbHIiCcTIO
"KYCYM ®APM",
Ykpaina

OinnaHaia/
Yecbka
Pecny6bnika/
YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3MiHK | TURy - 3MiHK
wono 6esnekun/eceKTUBHOCTI Ta hapmakoHarnsay - BHECEHHS
3MiH go posainy “MapkyBaHHsa” MKA J13:
3anponoHoBaHo: «MAPKYBAHHA» 3rigHo 3aTBEpaXeHOro TekcTy
MapKyBaHHs, WO AoAaeTbcsd. OHOBNEHHS TEKCTY MapKyBaHHs
ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEeHHSAM iHdopMaLii Wwoao
3a3HayYeHHs OQNHULL BUMIpOBaHHA y cuctemi Sl. BBeaeHHst 3aMiH
NpOTArom 6-T1 MicAUIB NiCNsA 3aTBEPAKEHHS

3a
peuenmom

UA/1919/01/03

158.

KOH®YHOYC®
TPIO

TabneTkn, BKpUTI
o6onoHkot, no 150
mr/37,5 mr/200 mr in
bulk: no 100
TabneTok y dpriakoHi,
no 60 cpnakoHis B
KapTOHHIN
TPaHCMOPTHIl
ynakoBLi

OpioH
Kopnope
H

QiHnaHain

OpioH
KopnopeniuH,
diHnaHpin:
AnbTepHaTUBHUI
BUPOBHMK, 1O
30iNCHI0E
nepBUHHE Ta
BTOPUHHE
nakyBaHHs: OpioH
Kopnope#LuH,
diHngHAais;
AnbTepHaTUBHWI
BUPOGHMK, LLO
3[0iNCHI0E
KOHTPOSb SIKOCTI:
KBiHTa - AHaniTika
C.p.0., Yecbka

dinnaHpia/
Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHK | TURy - 3MiHK
oo 6esnekn/edeKTMBHOCTI Ta hapMakoHarnsaay - BHECEHHS
3MiH Ao posainy “MapkyBaHHsa” MKA J13:
3anponoHosaHo: «MAPKYBAHHA» 3rigHo 3aTBEpaXeHOro TekcTy
MapKyBaHHs, Lo AofaaeTbesl. OHOBMNEHHS TEKCTY MapKyBaHHS
yMakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopMallii Lwoao
3a3Ha4YeHHs OAUHULL BUMIiptoBaHHS y cuctemi Sl. BBeaeHHst 3aMiH
NpOTArom 6-T MicsALIB NiCNsA 3aTBEPAKEHHS

UA/17293/01/01




12 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
Pecny6nika
159.| KOPOAPOH® PO34MH AN iH'EKLN, TOB YkpaiHa CaHodpi BiHtpon dpaHuis BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: BUNpaBeHo 3a UA/3683/01/01
50 mr/mn; Ne 6: no 3 "CaHoi- IHgacTpia TeXHiYHY MOMWIKY B TEKCTi MapKyBaHHSA BTOPUHHOI ynakosku J13. | peuenmom
M1 B amnyni; no 6 ABeHTiC 3AMNPOMOHOBAHO: 3. MEPENIK AOMOMPKHNX PEHOBWH.
amnyn B noniMepHux YkpaiHa" [onomixHi pedoBmHU: cnnpT 6eH3nnoBuiA, nonicopbat 80, Boga
YapyHkax y Ans iH’ekuin. Ans getanbHoi iHpopMauii AvB. iHCTPYKUito Ans
KapTOHHiI kopobui MeAMYHOro 3acToCyBaHHs. 3a3HaveHe BUNpaBrieHHs Bignosigae
apxiBHMM MaTtepianam peecTpauiiHoro ocbe
160., KOPOAPOH® Tabnetkn no 200 wmr; TOB YkpaiHa CaHodpi BiHtpon ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: BUNpaBieHo 3a UA/3683/02/01
Ne 30 (10x3): no 10 "CaHodi- IHpacTpia, YropuuHa TeXHiYHY MOMWIKY B TEKCTi MapKyBaHHSA BTOPUHHOI ynakosku J13. | peuenmom
Tabnetok y 6nictepi; ABeHTiC ®paHuis; XIHOH 3AMNPOMOHOBAHO: 5. HAMMEHYBAHHA BUPOEBHWIKA 1, 3A
no 3 Gnictepu B YkpaiHa" 3aBop HEOBXIOHOCTI — 3AABHMKA XIHOIH 3aBog ®apmaveBTuHHMX
KapTOHHIN KOpoOLyi; dapmaLeBTUYHNX Ta XimiuHux MpogykTis Mpawsit Ko. NlTa., MignpuemcTao 2
Ne 30 (15x2): no 15 Ta XiMivHMx (nianpnemcTBo Bepelueapxas) abo: CAHO®I BIHTPOIN
Tabnetok y 6nictepi; MpopykTis IHOACTPIA, ®paHuis 3a3HayeHe BUNpaBreHHs Bignosigae
no 2 6nictepu B Mpawsit Ko. T4. apxiBHMM MaTepianam peecTpauiiHoro Jocbe
KapTOHHIl kopobui Mignpnemctso 2
(nignpuemcteo
Bepeleapxas),
YropwmHa
161.| KOPOIAMIH®- PO34nH s iH EKUN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/3469/01/01
OAPHUUA 250 mr/mn, no 2 mn "®apmaueBT "®apmaueBTNYHa wono 6esnekn/edeKTMBHOCTI Ta hapMakoHarnsaay - OHOBMEHHS | peuernmom
B amnyni; no 5 nyHa dipma cipma "dapHuua” TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
aMnyn B KOHTYPHi "OapHuus” iHdopMaUii Woao 3a3HauYeHHsi OAMHNLL BUMIPIOBaHHSA Y CUCTEMI
YapyHKOBIl Sl. BHeceHHsi 3amiH o po3giny “MapkysaHHs” MKA J13.
ynakosLi; no 2 3anponoHosaHo: MAPKYBAHHA BignosigHo o 3aTBepaXeHoro
KOHTYPHI YapyHKOBI TEKCTY MapKyBaHHS. BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis 3 gatu
YNaKoBKM B Naui 3aTBEpKEHHSA
162.| KCAJTIKOPI kancynu no 200 wmr; NeAN3EP CLA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14081/01/01
no 10 kancyn y EMY.CLMI MeHtodekvypuHr woao 6e3snekn/edeKkTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peuenmom
6nicTepi; no 1 abo KOPIMOPEN Honuneng Mm6X 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnagy
no 6 GnictepiB y LH (BBEOEHHS y3aranbHeHVX AaHWUX Npo cucTeMy chapMakoHarnsay,
KapTOHHIl kopoOLi 3 3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIAANbHOI 3@ 3AiINCHEHHS
MapKyBaHHAM dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsay 3asiBHUKa
YKPaiHCbKO MOBOIO; Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
no 10 kancyny Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
6nictepi; no 1 abo apmakoHarnagy (BKMOYayM KOHTaKTHi faHi) Ta/abo 3MiHn y
no 6 Gnictepis y po3MilLieHHi MacTep-haina cuctemm papmMmakoHarnsay) - aMmiHa
KapTOHHiIl kopobui YMNOBHOBaXeHOI 0coby 3asiBHMKA, BignoBigansHOI 3a 3aiNCHEHHS
dapmakoHarnsaay: NponoHoBaHa penakuis: bapbapa [e
BepHapgai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHKX
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
dapmakoHarnsgy
163.| KCAJIKOPI kancynu no 250 wmr; NeANIEP CLA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14081/01/02
no 10 kancyn y EMY.CLMI MeHtobek1ypuHr wono 6e3nekn/edeKTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peuenmom
6nicTepi; no 1 abo KOPIMOPEN Honuneng Mm6X 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmMakoHarnsagy
no 6 Gnictepis y LH (BBEOEHHS y3aranbHeHVX AaHWUX Npo cucTeMy chapMakoHarnsay,
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KapTOHHIN kopobLi 3 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiIMCHEHHS
MapKyBaHHAM hapmakoHarnsiay; KOHTakTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa
YKpaiHCbKOK MOBOI; Ons 34iMCHeHHs hapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
no 10 kancyny Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
6nictepi; no 1 abo hapmMakoHarnagy (BKMYayM KOHTaKTHi AaHi) Ta/abo 3MiHn y
no 6 GnictepiB y po3MilLieHHi macTep-hanna cuctemm papmakoHarnsay) - aMiHa
KapTOHHiI kopobuyi YMNOBHOBaXeHOi 0cobM 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
apmakoHarnagy: MNponoHoBaHa pegakuis: bapbapa e
BepHapgi/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHUX
YMNOBHOBaXeHOi 0cobM 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
dapmakoHarnsgy
164.| NAMOTPUH Tabnetku no 100 wmr; TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/2112/01/02
100 no 10 tabnetoky "ACIHO Crapt" BHECEHi [0 iHCTPYKLIi ANs MeAMYHOro 3aCTOCYBaHHS MiKapCbKOro | peuenmom
Gnictepi; no 1, 3a6o | YKPAIHA" 3acoby y poaainy "OcobnmsocTi 3actocyBaHHa", "Mo6iuHi peakwii”
6 GnicTepis B BiZNOBIQHO O OHOBMNEHNX AaHMX LWoA0 6e3nekun fito4oi pevyoBMHN.
KapTOHHIN navui BBeneHHs 3MiH NpoTArom 3-Xx MicaUiB Nicns 3aTBEPAXKEHHST; 3MiHu |
TUMY - 3MiHN BHECEHi A0 iHCTPYKLii AN MEOUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnunBocTi 3acTocyBaHHS",
"Mob6iuHi peakuii” BigNoBigHO Ao iHpopmauii pechepeHTHoro
nikapcekoro 3acoby JIAMIKTAJT™ (TabneTku).
BBeaeHHst 3MiH NPOTArom 3-x MicAUiB NiCNsi 3aTBEPOXKEHHS
165, NAMOTPWUH 25 | tabnetku no 25 wmr; TOB Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHun | Tuny - 3MiHK 3a UA/2112/01/03
no 10 Tabnetok y "ACIHO Crapt" BHECeHi [0 iHCTPYKLUii Ans MeAMYHOro 3aCTOCYBaHHS MiKapCbKoro | peuernmom
6nicTepi; no 1, 3 abo YKPAIHA" 3acoby y po3ainu "OcobnusocTi 3actocyBaHHs", "MobivHi peakuii”
6 GnicTepis B BiZNOBIQHO 10 OHOBMNEHNX AAaHWX LWOoA0 6e3neku Aitoyoi pevyoBUHN.
KapTOHHIN navui BBegeHHs 3MiH NpoTArom 3-X MicAUiB Nicns 3aTBepAXKEHHSI; 3MiHu |
TUMY - 3MiHW BHECEeHi A0 iHCTPYKLii ANS MeAUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnmBocCTi 3acTocyBaHHSA",
"Mo6iuHi peakuii" BignoBigHo o iHpopMauii pecepeHTHOro
nikapcbkoro 3acoby JTAMIKTAN™ (Tabnetku).
BBegeHHs 3MiH npoTsirom 3-xX MicAUiB nicnsi 3aTBepAXeHHs
166./ NTAMOTPUWH 50 | tabnetku no 50 wr; TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHK 3a UA/2112/01/01
no 10 Tabnetok y "ACIHO Crapt" BHECeHi [0 iHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS MiKapCbKoro | peuernmom
Gnictepi; no 1, 3a6o | YKPAIHA" 3acoby y poaainy "OcobnmeocTi 3acTocyBaHHs", "Mo6iuHi peakwii”
6 GnicTepis B BiAMNOBIAHO 4O OHOBMEHUX AaHMX WoAo 6e3nekn Aito4oi peYoBUHM.
KapTOHHIN navui BBegeHHs 3MiH NpoTArom 3-X MicAUiB Nicns 3aTBePAXKEHHSI; 3MiHu |
TUMY - 3MiHW BHECEHi A0 IHCTPYKUii AN MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnmnBocTi 3acTocyBaHHs",
"Mo6iuHi peakuii" BignoBigHo o iHpopMauii pecepeHTHOro
nikapcbkoro 3acoby JTAMIKTAN™ (Tabnetku).
BBegeHHs 3MiH NpoTArom 3-X MicAUiB Micns 3aTBepAKEHHS
167.| NEBOKCUMEL, | tabnetku, BKpUTI yorng Benuka Biocpapma Inay TypeyumHa | BHECEHHS 3MiH 4O peecTpaliiHuX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/12659/01/01
NniBKOBOKO MEOVLUNH BpuTaHis CaH. Be Tigx. wopno 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenmom
obonoHkoto, no 500 NIMITE A.W., TypeyunHa; KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHs

Mr; no 7 TabneTok y
Gnictepi; no 1

YOPN[
MELMLIVH INAY

Ta IHCTPYKUii NS MeQMYHOro 3aCToCyBaHHs Ha NigcTasi perynsipHo
OHOBJIHOBAHOIO 3BiTY 3 6€3neKu Nnikapcbkoro 3acoby, abo
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KapTOHHiI kopobui

AL, TypeydnHa

pocnigpkeHb, NPoBeAeHNX BiANOBIAHO A0 NraHy negiaTpudHnx
pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBAXEHVM OpraHom) - 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeANYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainu
"Ocob6nueocTi 3acTocyBaHHs", "MobiuHi peakuii" BignosigHo Ao
OHoBIEHOI iHhopmaLii Lwoao 6e3neku Aito4oi pevoBUHM.
BBeneHHs 3miH npoTsaArom 3-Xx MicauiB nicns 3aTBepaKeHHSsI; 3MiHu |
Tuny - 3MiHn WwWoao 6e3nekv/edekTMBHOCTI Ta dhapmakoHarnaay.
3MiHa y KOpPOTKili XapakTepucTuLi nikapcbKkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii ANS MeAUYHOro 3aCTOCYBaHHS Ha
nigcTaBsi perynspHO OHOBMIOBAHOIO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHA MiKapCbKOro
3acoby B nicnapeecTpaLiliHvin nepioa, abo sk pesynbTaT OLiHKM
3BiTY 3 JOCHiMXEHb, MPOBEAEHUX BiANOBIAHO A0 NNaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOBaXXEHNM OpraHoMm) - 3MiHN BHECEHi A0
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHSI NiKapcbKoro 3acoby y
po3ainu "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiNoOBIgHO 4O OHOBMEHOI iHpopMmaLii Wwoao 6esneku aitoyoi
peyoBMHN. BBegeHHs 3MiH npoTsarom 3-x micauiB nicns
3aTBEPKEHHS; 3MiHM | TUNy - 3MiHK Wwopo 6esneku/edekTMBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTKili xapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEeAMNYHOro 3aCTOCYBaHHS Ha MiACTaBi perynsapHO OHOBIIOBaHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS NikapCcbKoro 3acoby B micnsapeecTpauiiHii nepioa,
abo Ak pe3ynbTaT OUiHK/ 3BIiTY 3 AOCNIAKEHb, NPOBEAEHNX
BiQMOBIAHO 0 NnaHy negiaTpuyHmx gocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHUM OPraHom) - 3MiHu
BHECEHI [0 iHCTPYKLIi ANs MeAMYHOro 3aCTOCYBaHHS IiKapCbKOro
3acoby y po3ain "OcobnmeocTi 3acTocyBaHHs" BigNoBiAHO A0
OHOBJEHOI iHhopMmaLii Wwoao 6e3neku aitoyHoi pevyoBUHN.
BBeneHHs 3MiH NpoTArom 3-Xx MicaUiB Nicns 3aTBEPAXKEHHST; 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MmiHa y KOpOTKili XxapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
niacTaBi perynsipHo OHOBMOBAHOIO 3BiTY 3 6e3neku nikapcbKoro
3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nmicnspeecTpauiiHin nepiod, abo Sk pesynbTaT OLiHKK
3BiTY 3 AOCNiAXeHb, MpoBeAeHUX BiANOBIAHO 40 NnaHy
nepiaTpuyHux gocnigpkeHs (PIP) (3MiHy y3romxkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM) - 3MiHN BHECEHI [0
iHCTpYKLUIii ANs MEAMYHOro 3aCTOCYBaHHS fikapcbkoro 3acoby y
po3ginu "MokasaHHs", "OcobnmeocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHS Ta Jo3n" (K HacnigoK OHOBMEHHS NoKasaHb),
"Mob6iuHi peakuii" BignoBiaHO o OHOBREHOI iHdopMalLii Wwoao

74
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6nictepy B CAH. BE TIPXK. focnimxeHb 3 6e3nekun 3acTocyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT OUiHKK 3BITY 3

6e3neku gitoyoi pevoBuHU. BBeaeHHs 3MiH npoTsiroM 3-x micsiuis
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nicnsa 3aTBepaKEHHs
168.| IEBOMIH 30 TabneTkn, BKpUTI TOB "MIBE YkpaiHa Mmibe MmbX HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/16583/01/01
NniBKOBOK YKPATHA" ApuHanmiTTenb wopno 6e3nekn/edeKTnBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenmom
obonoHkoto, 0,03 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
mr/0,15mr no 21 (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy cbapmMakoHarnsgy,
Tabnetui y 6nictepi; 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a 3a4iCHEHHS
no 1 abo no 3, abo hapmakoHarnsiay; KOHTakTHoOi 0ocobu 3 hapmakoHarnsgy 3asiBHUKa
no 6 GnictepiB y Ons 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SIKLOo BOHa BigMiHHa
KapTOHHIl kopobui Bi] ynoBHOBaeHOi ocobwu, BignoBiganbHOI 3a 34iCHEHHS!
hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MilLieHHI MacTep-anna cuctemn bapmakoHarnagy)-3miHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
bapmakoHarnsg.
[MponoHoBaHa pepakuis: Heuan Mapis MNaenieHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXeHOI 0CObU 3asiBHUKA,
BignoBiganbHoi 3a chapMakoHarnsg. 3miHa Micus 34iINCHEeHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3HaxomKeHH MacTep-danna Ta noro Homepa. 3miHa
3asBHUKA (BNacHuKa peecTpauinHoro noceigyveHHs ). NponoHosaHa
penakuis: TOB «MIBE YKPAIHA», Ykpaina
169.| NEMNPOPENIH | imnnanTat no 5 wmr, Canpos CnoBeHis BUPOGHMLTBO "in HimeuumHa/ | BHeceHHsi 3MiH 40 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3miHn 3a UA/13229/01/02
CAHOO3® no 1 wnpuuy 3 dapmacbHoTi bulk", nakyBaHHs1, ABCTpis wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay (iHWwi 3miHun) - | peuenmom
iMmnnaHTaTom y Kans g.o. BUWMNYCK cepil: OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW fikapCbKoro 3acoby 3
naketi; no 1, abo 3, EBep ®apma MNena BHECEHHAM iHpopmaLii LLoAO 3a3HaYEHHsT OOUHULb BUMIPIOBAHHS
abo 6 nakeTis B 'M6X, HimewunHa y cuctemi Sl. 3amiHa po3giny «[padiyHe opopMIEHHs ynakoBKn»
KapTOHHiI kopobui BTopuHHe Ha «MapkyBaHHs» B 3aTBepaxeHux MKA N13. 3ateepaxeHo:
nNakyBaHHS: padmyeckoe opopmneHve ynakoBkum
EBEP ®apma "padmyeckoe opopmneHne ynakoBku, COOTBETCTBYET
Mena Mm6X, npunaraemomMy rpacdu4eckoMy n3obpakeHuo YnakoBKu.
HimeuumHa 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXXEHOro TEKCTY
Bunyck cepii: MapKyBaHHs. BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicns
EBEBE ®apma 3aTBEPOKEHHS.
lec.m.6.X. Hoor.
KI, ABcTpisi
CaHpgo3 'mbX —
BupobHuya
ainbHUUSA
AHTUIHDEKLiNHI
M3 Ta XimiyHi
onepauii KyHane
(AIXO N3
KyHane)
170 NEHAnIgon Kancynw TBepgi no 5 M.BioTek Benuka PENAVHC NAV® IHgis BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17726/01/01
Mr, N0 7 Kancyn y Nimiteq BpuTaHis CAVHCEC wopno 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsay - OHOBIEHHST | peuernmom
GnicTepi, no 3 MPAMBIT TEKCTY MapKyBaHHS YNaKkoBKM NikapCbkoro 3acoby 3 BHECEHHAM
Gnictepw B nayui 3 NIMITELQ (MNAHT iHopMaUii LLoa0 3a3HaYeHHST OAMHULb BUMIPIOBAHHS Y CUCTEMI
KapTOHY 6) Sl. BBegeHHs 3MiH NPOTSAroM 6-Tu MicsILiB nicnsi 3aTBEPAXKEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
171| NEHAnIQon Kancynu Teepgi no M.BioTek Benuka PENAVNHC NAVN® IHAis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17726/01/02
7,5 Mr no 7 kancyny Jlimiteq BpuTaHis CAVHCEC wono 6e3nekn/edpeKTUBHOCTI Ta chapMakoHarnsay - OHOBIEHHST | peuernmom
6nicTepi, no 3 MPAMBIT TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
6nictepu B nayui 3 TIMITELR (MNAHT iHpopmaLlii LoAo 3a3HaYEHHSA OAVHMLE BUMIPIOBAHHSA Y CUCTEMI
KapTOHY 6) Sl. BBeAeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns 3aTBepAKEHHS
172.| NEHANIQON Kancynu TBepgi no M.BioTek Benuka PENAVHC NAV® IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/17726/01/03
10 mr, no 7 kancyn y Jlimiteq BpuTaHis CAVHCEC wopno 6e3nekn/edreKTUBHOCTI Ta chapMakoHarnsay - OHOBIEHHST | peuernmom
6nicTepi, no 3 MPAMBIT TEKCTY MapKyBaHHS YNakoBKM NikapCbKoro 3acoby 3 BHECEHHAM
Gnictepu B nayui 3 NIMITEL (MNAHT iHbopmaUii Woao 3a3HauYeHHs OAVHWLE BUMIPIOBAHHS Y CUCTEMI
KapTOHY 6) Sl. BBeAeHHs 3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEpAXKEHHS
173.| NEHANIQON Kancynuv Teepgi no M.BioTek Benuka PENAVHC NAV® IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/17726/01/04
15 wmr, no 7 kancyn y Nimiten BputaHia CAMHCEC wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
Gnictepi, no 3 MPAVBIT TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
Gnictepy B nayui 3 NIMITEL (MNAHT iHdopMaUii Woao 3a3HauYeHHst OAMHMLL BUMIPIOBaHHSA Y CUCTEMI
KapTOHY 6) Sl. BBegeHHs1 3MiH NpoTsirom 6-Tu MicauiB nicnsa 3aTBepAXEeHHs!
174 NEHAnIQon Kancynwv Teepgi no M.BioTtek Benuka PENANHC NAN® IHAaisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17726/01/05
20 mr, no 7 kancyny Nimiten BputaHia CAMHCEC wono 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
6nicTepi, no 3 MPAMBIT TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM
Gnictepn B nayui 3 TIMITELR (MNAHT iHpopmaLii LoAo 3a3HaYeHHSA OAVHVMLE BUMIPIOBAHHSA Y CUCTEMI
KapTOHY 6) Sl. BBegeHHs1 3MiH NpoTsrom 6-Tu MicauiB nicnsa 3aTBepAXeHHs!
175, NEHAnIgon Kancynuv Teepgi no M.BioTek Benuka PENAVHC NAV® IHAais BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17726/01/06
25 wmr, no 7 kancyny Jlimiten BpuTaHis CAMHCEC wono 6esnekun/edekTMBHOCTI Ta hapMakoHarnsaay - OHOBMEHHS | peuenmom
6nicTepi, no 3 MPAMBIT TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKOro 3acoby 3 BHECEHHAM
Gnictepu B nayui 3 TIMITELR (MNAHT iHpopmaUlii WoAo 3a3HaYeHHSA OAVHVMLE BUMIPIOBAHHSA Y CUCTEMI
KapTOHY 6) Sl. BBeAeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns 3aTBEpAXKEHHS
176.| NIPUKA kancynu no 150 mr NeANIEP CLA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu |l Tuny - 3a UA/3753/01/02
no 14 kancyny IHK. MeHtodekvypuHr 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy. 3miHny | peuenmom

6nictepi, no 1 abo 4
Gnictepu B
KapTOHHI KopooLyi,
no 21 kancyni 'y
GnicTepi, no 1 abo 4
6nictepu B
KapTOHHiI kopobLyi

Hownuneng M6X

KOPOTKili XapakTepucTuL nikapcbkoro 3acoby, TEeKCTi MapKyBaHHS
Ta IHCTPYKLUIT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU
OAHUMW 3 SKOCTi, AOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta JaHUMK 3
dapmakoHarnsaay - 3MiHM BHeceHo A0 [HCTpyKLUii Ans MeauyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainis "dapMakonorivHi
BnactmeocTi", "lNobiyHi peakuii" BianoBigHO 4O pe3ynbTaTiB
nnaueb0-KOHTPONbOBAHOTO AOCHIIKEHHS 3aCTOCYBaHHSA
nikapcbkoro 3acoby aitam (BikoM Big 1 Micaus Ao monogwe 4
poKiB) 3 MapujiansHUMN CYAOMHUMM Hanagamu.
BBefeHHs 3MiH NpoTArom 3-Xx MicauiB nicnst 3aTBepAKEHHSA. 3MiHK
Il Tuny - 3miHK Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKiVi XapakTepucTuLi NnikapcbKkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iHCTPYKUii ANS MEANYHOro 3aCTOCYBaHHS y 3B’A3Ky
i3 HOBMMW JaHMMW 3 AKOCTI, AOKMIHIYHUMM, KNiIHIYHUMM OaHUMK Ta
AaHvMK 3 papmakoHarnsgy - 3MiHM BHeCEHO A0 IHCTpyKLii Ans
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MeAMYHOTO 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMK fikapcbkumMm 3acobamu Ta iHLWi Buau
B3aemogin", "OcobnmBocTi 3acTocyBaHHS" LWOAO 0QHOYACHOTO
3acTocyBaHHs 3 onioigamu. BBeaeHHsi 3mMiH npoTaroM 3-x Micsiuis
nicnsa 3aTBepaKEHHs
177, NIPUKA Kancynu no 75 mr no MNdAN3EP CLWA Mdparizep HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiHix maTepianis: 3miHu |l Tuny - 3a UA/3753/01/04
14 kancyn y IHK. MeHtocekvypuHr 3MiHuW Wwopo 6e3nekn/eekTBHOCTI Ta chapmakoHarnsgy. 3MiHM Yy | peuenmom
Gnictepi, no 1 abo 4 Donuneng M'mbX KOPOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS
6nictepu B Ta iHCTPYKLii ANS MeanYHOro 3acToCyBaHHS Y 3B’513KY i3 HOBUMM
KapTOHHiIl kopobuyj, OaHUMW 3 SIKOCTi, JOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta JaHUMK 3
no 21 kancyniy apmakoHarnsaay - 3MiHM BHeCeHO A0 [HCTpyKLUii Ans MeanyHoro
6nictepi, no 1 abo 4 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainis "dapMakonoriyHi
Gnictepn B BnactmeocTi", "INobiyHi peakuii" BianoBigHO 00 pe3ynbTaTis
KapTOHHIN kopobLi nnaueb0o-KOHTPONbOBAHOTO AOCHIMKEHHS 3aCTOCYBaHHA
nikapcbkoro 3acoby aitam (Bikom Big 1 Micaus Ao monogwe 4
poKiB) 3 mapujianbHUMN CYAOMHUMM Hanagamu.
BBeaeHHs 3MiH npoTarom 3-x MicauiB nicns 3aTBepaKeHHS. 3MiHn
Il Tuny - 3miHn Wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANA MEANYHOro 3aCTOCYBaHHS y 3B’A3KY
i3 HOBMMW JaHMMW 3 AKOCTI, AOKMIHIYHUMM, KNiHIYHUMM JaHUMK Ta
AaHvMK 3 hapmakoHarnagy - 3MiHM BHECEHO A0 IHCTpyKLii Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemopin", "OcobnmneocTi 3acTocyBaHHA" LOA0 OQHOYACHOro
3acToCcyBaHHS 3 onioigamu. BBeaeHHst 3MiH NpoTaroM 3-x Micsiuis
nicns 3aTBEpPAXKEHHS!
178.| NIPUKA kancynuv no 50 Mr no MNdAN3EP CLWA Mdparizep HimeyunHa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu Il Tuny - 3a UA/3753/01/05
21 kancyniy IHK. MeHtodek4ypuHr 3MiHU Wwopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3miHuy | peuenmom
6nicTepi, no 1 abo 4 Oonuneng Mm6X KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Gnictepu B Ta iHCTPYKLii ANS MeanYHOro 3acTOCyBaHHS Y 3B’S3KY i3 HOBUMM

KapTOHHiI kopobui

[aHMMW 3 SKOCTi, AOKMIHIYHUMM, KIiHIYHUMW AaHUMK Ta JaHUMK 3
hbapmakoHarnsgy - 3MiHW BHECEHO A0 IHCTPYKUIT Ans MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis "dapMakonorivHi
BnactumeocTi", "INobiyHi peakuii" BiaNnoBiAHO 4O pe3ynbTaTiB
nnaue60-KOHTPONbOBAHOTO AOCHIIXKEHHSI 3aCTOCYBaHHS
nikapcbkoro 3acoby fitam (Bikom Big 1 micaust oo monogwe 4
poKiB) 3 MapujiansHUMN CYAOMHUMM Hanagamu.
BBegeHHs 3MiH NpoTArom 3-X MicAuiB Nicnsa 3aTBepaAKeHHs. 3MiHn
Il Tuny - 3miHn wWopo 6e3nekn/edeKkTBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIii ANs MeAWYHOro 3aCTOCYBaHHSA Y 3B’3KYy
i3 HOBUMW aHUMU 3 SIKOCTi, AOKMIHIYHUMMU, KNiIHIYHUMW AaHUMK Ta
AaHvMK 3 hapmakoHarnagy - 3MiHM BHECEHO A0 IHCTpykKLii Ans
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buam
B3aemogin", "OcobnmneocTi 3acTocyBaHHA" LOA0 OQHOYACHOro
3acTocyBaHHs 3 onioigamu. BBeaeHHs 3MiH NpoTaromM 3-x Micsiuis
nicns 3aTBepaKEHHs!
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Ne
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Hasea
JliKapcbK020
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®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
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Kpaina
3asieHUKa
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Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
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179.

JNIIPUKA

kancynu no 300 mr
no 21 kancyniy
Gnictepi, no 1 abo 4
6nictepu B
KapTOHHiI kopobui

MOAN3EP
IHK.

CLA

Mdpanzep
MeHtocekvypuHr
Hownuneng M6X

Himevuunna

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu |l Tuny -
3MiHW wopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsay. 3MiHu y
KOPOTKili XapakTepucTuLj NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS

Ta iHCTPYKLiT ANS MeANYHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, OKMIHIYHUMM, KNIHIMHUMW JaHUMK Ta JaHUMK 3
dapmakoHarnsgy - 3MiHM BHeceHo A0 [HCTpyKLUii Ans MmeauyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis "®apmakonorivHi
BnacTmeocTi", "MNobivHi peakuii" BinnoeigHo Ao pe3ynbTaTisB
nnaue60-KOHTPONbOBaAHOTO AOCHIAKEHHSI 3aCTOCYBaHHSA
nikapcbkoro 3acoby aitsam (Bikom Big 1 micsiust oo monogdLe 4
poKiB) 3 mapujianbHUMM CYAOMHUMM Hanagamu.
BBegeHHs 3MiH npoTsarom 3-X MicauiB nicns 3aTBepaKeHHs. 3MiHK
Il Tuny - 3miHn wopao 6e3nekn/edeKkTNBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro 3aCTOCYBaHHS y 3B’sI3Ky
i3 HOBUMW JaHUMU 3 SIKOCTi, AOKMIHIYHUMMU, KNIHIYHUMW AaHUMK Ta
AaHyMK 3 hapmakoHarnagy - 3MiHM BHECEHO A0 IHCTpyKLii Ans

MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis

"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan

B3aemopin", "OcobnmneocTi 3acTocyBaHHA" LOA0 OQHOYACHOro
3acTocyBaHHs 3 onioigamu. BeeaeHHs 3MiH NpoTaromM 3-x Micsiuis

nicns 3aTBepaKEHHs1

3a
peuenmom

UA/3753/01/06

180.

JIOMEKCUH®

Kpem BariHanbHun 2
%, no 78 r kpemy y
Ty6i; mo 1 1y6i y
KOMMMEKTi 3
annikatopom y
KOHTeWHepi; no 1
KOHTEeWHepy B
KapTOHHiI kopobui

Pekoppaari
Aineng Ita

Ipnangis

Pekoppari
IHaacTpia Ximika e
dapmaceBTika
C.n.A., ltanis;
BAM®APMA
C.P.N., Itania

ITanis

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3amiHa abo BBeAEeHHS [OAATKOBOI AiNbHWLI BUPpOOHMUTBA Anst
YacTnHU abo BCbOro BUPOBGHNYOro NpoLLeCy roTOBOro NiKapCbKoro
3acoby (AinbHUUA AN BTOPUHHOTO NakyBaHHs) BEOEHHS
anbTepHaTUBHOrO BUPOOHMKa roTOBOrO flikapcbKoro 3acoby
BAM®APMA C.P.J1., Itanis, VAMFARMA S.R.L. Italy,
BiQMNOBIAanbLHOro 3a BCi cTagii BUpoOHMYOro npouecy, BKIYaym
BTOPWHHE NaKyBaHHA [10 BXE 3aTBEPPKEHOro BUPOGHUKa
Pekopgari IngacTtpia Ximika e ®apmacesTika C.n.A., ITanisi. 3miHu
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHMUTBI. 3amiHa abo BBeAEeHHS AO4ATKOBOI AiNbHULL
BUPOBHMUTBA ANst YacTUHM abo BCbOro BUPOOHUYOro npouecy
roTOBOrO fikapcbKkoro 3acoby (AinbHUUSA Ans NEPBUHHOMO
nakyBaHHs) BegeHHsa anbTepHaTtuBHoro Bupo6bHuka M3
BAM®APMA C.P.J1., Itanis, VAMFARMA S.R.L. Italy
BiAMNOBiAanbLHOro 3a BCi cTagii BUpOOHMYOro npoLecy, BKYayu
NepBUHHE NakyBaHHS A0 BXe 3aTBEpAXKEHOro BUPOOHMKa
Pekopgaari IngacTtpia Ximika e ®apmacesTika C.n.A., ITanis. 3miHu
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuil 3acit. 3MiHK Y
BUPOGHMUTBI. 3amiHa abo BBeAeHHS AO4ATKOBOI AiNbHULL
BMPOGHMLTBA AN YacTMHM abo BCbOro BUPOBGHWUYOro npolecy
roTOBOro MikapcbKoro 3acoby (AinNbHUUS, Ha siKili NPOBOAATLCS
OyApb-gKi BUpOOHWYI cTagil, 38 BUHATKOM BUIMYCKY Cepiii, KOHTPOIO
AKOCTi, NEPBUHHOIO Ta BTOPUHHOMO NakyBaHHSI, ANsi HECTEPUNbHUX
nikapcbkux 3acobis) BeaeHHs anbTepHaTMBHOrO BUpo6HMKa 13
BAM®APMA C.P.J1., Itanis, VAMFARMA S.R.L. Italy

6e3
peuenma

UA/6094/03/01
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BiANoOBiganbLHOro 3a BCi cTagii BUpobHNYOro npoLecy rotoeol
nikapcbKkoi hopMmn 3a BUHATKOM BUMNYCKY Cepii, KOHTPOSO AKOCTI,
NepBMHHOIO Ta BTOPMHHOTO NaKyBaHHS, AN HECTEPUNBbHUX
nikapcbkux 3acobiB [0 Bxe 3aTBepaxeHoro BupobHuka Pekoppaari
IHpacTpia Ximika e PapmacesTika C.n.A., ITania. 3minn | Tuny -
3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHa iMnopTepa/3amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIH SIKOCTi FOTOBOIO fikapcbkoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHWKa, LLO BiAMoBifae 3a BBe3eHHs Ta/abo
BUMYyCK cepii) - Bkntoyatoumn KOHTponb/BUNpobyBaHHsi cepii -
BBEJEHHS anbTepHaTMBHOIO BUPOBHMKA rOTOBOTO NiKapCbKOro
3acoby BAM®APMA C.P.J1., Itanis, BignoBigansHoro 3a BCi cTagii
BMPOBHMYOrO MpoLecy, Y TOMY YMCHi 3@ BUMYCK Cepii, BKITIOYa4n
KOHTpOIb Cepii A0 BXe 3aTBepAXeHoro BupobHuka Pekopaari
IHpacTpia Ximika e ®apmacesTika C.n.A., ITanis. 3mMiHN BHeceHo B
IHCTPYKUIil0 ANSt MEAUYHOrO 3aCTOCYBaHHS LLOAO HAaMEHYBaHHA Ta
MiCLile3HaxoMKeHHs BUpObHMKa (AoAaBaHHs BUpobHMKa) 3
Bi4MNOBIAHVMMW 3MiHAMM Y TEKCTi MapKyBaHHS YNaKkoBKM NiKkapCbKoro
3acoby. 3miHn | Tuny - 3miHK 3 sKocTi. [0TOBMI Nikapcbkuii 3acit.
3MiHn y BUpOGHMLTBI. 3MiHM y NpoLieci BUPOGHMLITBA FOTOBOrO
nikapcbKkoro 3acoby, BKMIOYaUM MPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETBLCS MPU BUPOOHMLITBI FOTOBOIO NikapCbKOro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpoOHMLTBA) HE3HaYHa 3MiHa A0
po3giny 3.2.P.3.3 «Onuc BupobHMYoro npouecy Ta KOHTPOIo
npoLecy» 3 MeTOK TEXHIYHOI aganTauii Ha eTani NPUroTyBaHHs
ninodpinebHoi dasm «B» BUpobHMYoro npouecy, Lo byae
3acTocoByBaTucs nuwe Ha AinbHuui BAM®APMA C.P.J1., ITanis.
BupobHununin npouec Ansa 3aTeBepaxeHoro BupobHvka Pekopaari
IHpacTpia Ximika e PapmacesTika C.n.A., ITania sanuwaeTtsca
He3MmiHHUM. (3aTBepaxeHo: Lipophilic phase B, Load by vacuum
the melted fats of phase A into the thermostatic vessel B adding
almond oil. 3anponoHoBaHo: The lipophilic phase B can be
prepared by adding the almond oil directly to the melted fats of
phase A (VAMFARMA S.R.L.). 3MiHu | Tuny - 3MiHu 3 gKoCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa po3Mipy
cepii (BkntoYar4m gianasoH po3Mipy cepii) roTOBOro nikapCbkoro
3acoby (36inbweHHs o 10 pasiB NOPIBHSHO i3 3aTBEPAXKEHUM
po3mipoM) AnA onTUMi3aLii BUPOBGHMYOro npouecy, BHOCATLCS
3MiHM go po3giny 3.2.P.3.2 Cknag Ha cepito, a came 36inblUeHHsI
po3mipy cepii go 1500 kr . Po3mip cepii ans 3aTBepaKeHoro
BMpo6HuKa Pekoppaarti IHgacTpia Xivika e ®apmacesTika C.n.A.,
ITanisa sanuwaeTtbea He3MiHHMM 500 kr. 3MiHm | Tuny - 3miHu 3
sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHK
BMNpobyBaHb abo AOMYCTUMMX MEX, BCTAHOBITEHUX Y
cneuudikauisix, nig Yyac BUPOBHULITBA FOTOBOrO NiKapCbKoro
3acoby (BMIYyYeHHst HECYTTEBOrO BUNPODYBaHHS B MPOLIEC
BMPOGHMLTBA) HE3Ha4Ha 3MiHa Ao po3ainy 3.2.P.3.4 "KoHTtpornb
KPUTUYHKX eTaniB Ta NPOMDKHWUX NPOAYKTIB", a caMe BUaaneHHs
eTany KoHTpon 06’ eMHoi Barv nepef §a3or 3anoBHEHHS TPy6
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SIK TAKOTO, SIKUA SIBMNSIETHCSH HEKPUTUYHUM Ha OCHOBI CTATUCTUYHMX
AaHuX.
181.| MENICU TpaBa, no 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn bes UA/12619/01/01
TPABA naykax 3 BHyTpiWHiM | PapmauesT dapmaueBTnyHa wopao 6e3neku/ecekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHwm) - peuernma
naketom; no 1,5ry n4Ha abpuka "Biona" OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW flikapcbKoro 3acoby Ta
inbTp-nakeTi; No habpuka [oMoBHEHHS N. 17 iHpopmallieto NPo HaHEeCeHHs1 TOProBOi MapKW.
20 ginbTp-nakeTiB y "Biona"
nayui 3 KApTOHY
182.| METOTPEKCAT | kpucTtaniyHumn Ekcenna HimeyumH Ekcenna M'm6X HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn - UA/14655/01/01
Y OUHATPIEBA | nopotuok M6X eHp a eHg Ko. KI 3 skocTi. A®l. Cuctema KoHTeWHep/3akynoptoBanbHWi 3aci6 (iHLwui
Cllnb (cybcTaHuis) y Ko. KI 3MiHK) - 3MiHa hopMyntoBaHHA po3Ainy ynakoska B MKA J13
NoABINHNX (3MiHeHO nakyBanbHe yCcTaTKyBaHHS Ha BUPOOHMUTBI, Lo
nonieTuneHoBmx HaHoCMTMMe "Bary HeTTO" 3 TouHicTio 4o 0,01 kr, y 3B'A3Ky 3 UMM
MilKkax ons BUANSAETLCS 3a3HAYEHHS TOYHOI Macy 3 po3ainy «YnakoBkay).
hapmaLeBTUYHOro 3anponoHoBaHo: KpucTaniyHuii nopoLuok (cybcTaHuis) y
3aCcToCyBaHHSA NOABINHMX NOMIETUNIEHOBMX MiLLKaX, siKi BKIaAalTbCA B KAPTOHHI
6apabaHu
183.| MIACEP® TabneTkn, BKpUTI PiBocapm LLseviuapi PiBodapm CA LLiseviapis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14722/01/02
NniBKOBOKO CA a wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHun) - | peuyenmom
o6onoHkoto, no 30 BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3.
mr, no 10 TabneTtok B3aTBepaxeHo: Posgin «MapkyBaHHs», [lonaeTbest
y bnictepax; no 2 3anponoHoBaHo: Po3gin «MapkyBaHHSA»
Gnictepu B Y BiANOBIAHOCTI 40 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
KapTOHHIN nayui OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW fikapcbKoro 3acoby 3
BHECEHHAM iHbopmMaLii LLoAo 3a3HaYEHHS OOUHML BUMIPIOBAHHS
y cuctemi Si.
184.| MIACEP® TabneTkn, BKpUTI Pisochapm LLisenuapi Pisodapm CA LLisenuapis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14722/01/03
NniBKOBOKO CA a wopno 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay (iHwWi 3miHun) - | peuyenmom
o6onoHkoto, no 60 BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3.
mr no 10 TabneTok y 3arBepoxeHo: Po3gin «MapkyBaHHsi», logaetbcsa
6nictepax; no 2 3anponoHoBaHo: Po3gin «MapkyBaHHSA»
Gnictepu B Y BiANOBIAHOCTI 4O 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
KapTOHHIN navui OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro 3acoby 3
BHECEHHAM iHpopMaLii LLoAO 3a3HaYEHHS OOUHML BUMIPIOBAHHS
y cuctemi Sl.
185.| MIACEP® TabneTkn, BKpUTI Pisochapm LLisenuapi Pisodgapm CA LLisenuapis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/14722/01/01
NniBKOBOKO CA ] oo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peyenmom
obonoHkoto, no 10 BHECEHHS 3MiH 0 po3ainy «MapkyBaHHs» MKA N3.
mr, no 10 TabneTtok 3atBepaxeHo: Posain «MapkyBaHHs», [lonaetbcs
y bnictepax; no 2 B3anponoHoBaHo: Po3gin «MapkyBaHHSA»
Gnictepu B Y BiANOBIAHOCTI 4O 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
KapTOHHIN nayvi OHOBMEHHS TEKCTY MapKyBaHHS yMakoBKU MikapcbKoro 3acoby 3
BHECEHHAM iH(bopMaLii LLoAO 3a3HaYEHHS OOUHMLE BUMIPIOBaHHS
y cuctemi Sl.
186, MICTON® cynosuTtopii KYCYM IHAis KYCYM IHgis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/16131/01/01
BariHanbHi no 500 XENTXKEP XENTXKEP MNBT 3 AkocTi. F0TOBMIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y peuenmom
Mr no 5 cynoautopiis MBT NTO nTa TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro

y CTpvni; no 2
CTPWNW Y KAPTOHHIW

nikapcbkoro 3acoby (30inbLUeHHS TepMiHY NpMAATHOCTi FOTOBOrO
nikapcbkoro 3acoby) - [1nsi Toprosoi ynakoBKy (NigTBepaXyeTbCs




81

[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
ynakoBLi AaHUMK pearbHOro Yacy) - 36inbLeHHs TepMiHy NpuMAaTHOCTI
roTOBOrO NMikapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
[OBroCTPOKOBMX AOCHiAXeHb CTabinbHOCTI Y peanbHOMY Yaci:
3arBepakeHo: TepMiH NpMaaTHOCTI 2 pokn 3anponoHOBaHO:
TepmiH npugaTHocTi 3 pokn (BBeaeHHs 3amiH npoTarom 6-tu
MicsALiB nicns 3aTBepaAXeHHS)
187, MOKCHUKYM TabneTku, BKPUTI yopna TypeuumnH yopPng TypeuyunmHa | BHECEHHS 3MiH A0 peecTpauinHuX MaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/17788/01/01
NniBKOBOK MEOVLUNH a MEOVUNH ITAY wono 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
obornoHkoto, no 400 INTAY CAH. CAH. BE TIDXK. OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapcbKoro 3acoby 3
Mr, no 7 TabneTok y BE TIK. A.LL. BHECEHHAM iHpopmaLii LLoAo 3a3HaYeHHS OQUHMLb BUMIPIOBaHHS
6nictepi; no 1 A.LL. y cuctemi Sl.
6nictepy y BBegeHHs 3MiH NpOTArom 6-Tu MicsLIB NiCNs 3aTBEPOXKEHHSA
KapTOHHIN kopobui
188.] MOMAT-C Mas3b, no 5 r abo no meHmapk IHgis meHmapk IHgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/10654/01/01
MA3b 10r,abono15ry dapmacbloT dapmacbkoTrkana wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
Ty6i, no 1 1y6i B vkans JTa. Iita OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU fikapcbKoro 3acoby 3
KapTOHHIl kopobui BHECEHHAM iHdopMaUii Woao 3a3Ha4YeHHSA OAMHULL BUMIpIOBaHHSA
y cuctemi Sl.
BHeceHHs 3miH go posginy MKA: MapkysaHHs. [itoya pepakuis: 8.
MapkyBaHHs. TeKCT MapKyBaHHS YNakoBKW 4OAAETLCS.
lMponoHoBaHa pepakuis: 8. MapkyBaHHs. 3rigHO 3aTBEpOXXEHOTO
TEKCTY MapKyBaHHS.
BBegeHHs 3MiH NpOTArom 6-TW MicsLIB NicNs 3aTBEPOXKEHHS
189./ HANNTPEKCOH NopOLLIOK PycaH IHAgis Pycan ®apma IHAgis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu - UA/17690/01/01
y (cybeTaHuis) y Papma J14. Nro. 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar BignosigHocTi
riAPOXNOPUA | nonieTuneHoBumx €sponeickkin dhapmakonei/moHorpadii. NoaaHHA HoBoro abo
NoABINHNX NakeTax OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMyYeHHs
ons cepTudikata BignoBiaHOCTI €Bponencokin hapmakonei: ana AdI;
hapmMaLeBTUHHOIO AnsA BUXiAHOro maTepiany/peareHTy/NpoMiKHOIO NPOAYKTY, Lo
3acToCyBaHHs BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiXXHOI peqoBUHU
(cepTudpikaT BignosigHocTi €Bponencekin hapmakoner) -
OHoBneHW cepTudikaT Bif ye 3aTBepaKeHOro BUPOGHMKa -
MogaHHs oHoBNeHoro cepTudikaTty BiANOBIAHOCTI EBpONenchbkin
dapmakonei Ne RO-CEP 2016-053-Rev 01 Big 3aTBEpAXeHOro
BUpoGHMKa APl HanTpekcoHy rigpoxnopuay BupobHuuTea Rusan
Pharma Ltd., IHgis (3aTBEpaXeHuin cepTudikaT BignoBiAHOCTI
€sponencokin dpapmakonei Ne RO-CEP 2016-053-Rev 00). 3miHun
y MeToauLi BU3HAYEHHSI MokasHuka «LjuknonponinmeTunbpomia»
BignoBigHo oo gopatky ao CEP.
190, HATPIO PO34UH ANS iHDY3iN, MAT YkpaiHa TOB dipma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/4131/02/01
xnoeug 9 mr/mn no 100 mn, "Manunydap "HoBodapm- 3 skocTi. CepTudikart signosigHocTi/lE-cepTudikaT BignosigHocTi | peyenmom
no 200 mn a6o no Mm" BiocuHTes", €Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHa HoBoro abo
400 mn B nnsiKax Ykpaina; MAT OHOBMEHOro cepTudikaTta BignoBiAHOCTI abo BUMyYeHHS
CKIISIHMX "Tannudapm” cepTudpikaTa BignosigHocTi €Bponeiickkint apmakonei: ana Adl;

Ans BUXigHoro maTepiany/peareHTy/NpoMiXXHOro NpoaykTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ANst 4ONOMIKHOI pe4oBUHM
(cepTudpikat BignosiaHocTi €Bponerichkint dapmakonei) - Hosui
cepTtudikaT Big HOBOro BUpoOHYMKa (3aMiHa abo JOMNOBHEHHS) -
NnoJaHHsi HOBOro cepTudikaTa BiANoBIAHOCTI €BpONENCHKin
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capmaxkonei Ne R1-CEP 2007-367-Rev 02 ons gitoyoi pe4oBuHu
Sodium chloride Big HoBoro Bupo6Huka K+S MINERALS AND
AGRICULTURE GMBH, HimeyuynHa B JONOBHEHHS A0 BXe
3aTBepakeHoro BupobHuka A®I Salinen Austria AG, ABcTpisi
191, HATPIKO PO34MH ANS iHDY3iN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/13841/01/01
XnopPua- 9 mr/mn; no 100 mn "dapmaueBT "®apmaueBTUYHa wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenmom
OAPHUUA abo no 200 mn abo n4yHa cipma dipma "JapHunua” 3MiHM A0 y3aranbHeHUX 4aHuX Npo cuctemy dapmakoHarmsay
no 250 mn, abo no "NapHuus" (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chbapmMakoHarnsgy,
400 mn, abo no 500 3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a 3a4iNCHEHHS
MA 'y dhnakoHax hapmakoHarnsiay; KOHTakTHoOi 0ocobu 3 hapmakoHarnsgy 3asiBHUKa
ANs 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
Bi, ynoBHOBaxeHOi ocobu, BignoBiganbHOi 3a 34ilCHEHHSI
bapmakoHarnsgy (BKMYar4uM KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI MacTep-hanna cuctemn papmakoHarnsaay) - amiHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiAMNOBiganbHOI 3a
cbapmakoHarnsg,.
lMponoHoBaKra pegakuis: Typok B'ayecnas B'syecnasosuy
192.| HATYBIOTUH Tabnetku no 5 Mr no AnbneH LWsenuapi | AOp. MN'yctaB KnsanH HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 6es UA/15961/01/01
30 Tabnetok y dapma Al A 'mbX & Ko. KI wono 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - peuenma
6nicTepi; no 1 abo BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3:
no 2 6nictepu y 3aTtBepaxeHo: B cooTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
KapTOHHIN kopobLi MapKMpOBKYM (NpunaraeTrcs).
3anponoHoBaHo: 3riAHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
3MiHM BHECeHi B TEKCT MapKyBaHHS yNaKoBKW NikapcbKoro 3acoby
OO 3a3HaYeHHS MDKHApOOHMX MO3HaYeHb OANHULIL
BUMIpIOBaHHS.
193.| HEBPOIJEK PO34MH ANs iH'eKLiN MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/12880/01/01
no 2 mn B amnyni; akuioHepHe akuioHepHe 3 akocTi. CepTudikaT BignosigHocTi/lE-cepTudikaT BignosigHocCTI | peyenmom
no 5 amnyn y nauuj; TOBapuCTBO TOBapuCTBO €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
no 2 mn B amnyni; "Nekxim- "INekxim-Xapkis" OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
no 5 amnyn B Xapki" cepTtudikaTa BignoBigHOCTI €Bponevickbkin dapmakonei: ans Ad®l;
6nicTepi; no 1 Ans BUXigHOro maTepiany/peareHTy/npoMiXXHOro NpoayKTy, Lo
Gnictepy B nauui BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; 4ns 4ONOMIXKHOI peqoBUHM
(cepTudpikat BignosigHoCTI €Bponericekin apmakonei) - Hosui
cepTudikaT Big HOBOro BUpoOHuMKa (3aMiHa abo JOMNOBHEHHS) -
nopaHHsi HoBoro CepTudikaTty BianoBigHOCTi €Bponenchbkin
dapmakonei Ne R1-CEP 1998-140-Rev 03 ans Aito4oi pevyoBuHu
BiTamiH B12 kpuctaniyHmi H (uiaHokobanamiH) Big HoBOro
BMpoGHuKa Sanofi Chimie, France. 3atBepmxeHo: for DSM
Nutritional Products Ltd, Switzerland manufactured by SANOFI
CHIMIE, France 3anponoHoBaHo: Sanofi Chimie, France
194/ HEMPOMYNbT | Tabnetku, BKpUTI TOB "bayw YkpaiHa [.J1. dapma Mm6X, ABCTpis BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK be3 UA/5926/01/01
UBIT NniBKOBOKO Xenc" AgcTpist; [J1. woao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy. BeegenHs abo | peuyenma
o6onoHkoto, no 10 dapma 'm6X, 3MiHM 00 y3aranbHeHUX 4aHnX Npo cuctemy hapmakoHarnsgy
TabneTok y bnictepi; ABcTpis (BBEAEHHSA Y3aranbHEHUX AaHWX NPo cucteMy dbapmakoHarnaay,
no 2 6nictepu B (BMPOBHYMK 3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIAANbHOI 32 34iINCHEHHS
KOpOoOGLi 3 KapTOHY BignoBiganbHWUM hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
3a BMNYyCK Ons 34icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa

npoayKTy

Bif YNOBHOBa)XEHOT 0COOW, BiANOBIgANbHOI 3@ 34iNCHEHHS
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hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsay) - amiHa
yMNoBHOBaXeHOi 0cobu 3asiBHUKa, BiAMOBIiAanbHOI 3a
dapmakoHarmnsa.
lMponoHoBaHna pepakuis: bapmiHa MNaHHa OnekcangpisHa. 3MiHa
KOHTaKTHWX AAHWNX YNOBHOBAXEHOT 0CObY 3asBHWMKa,
Bi4noBiganbHoi 3a papMakoHarnsag. 3miHa Homepa mactep-
danna cuctemu dapmakoHarnsgy
195.| HEO®EH cnpew ans Benyno, Xopsarisi Benyno, niku Ta Xopsarisi BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu bes UA/14788/01/01
BENYNO 30BHILUHLOTO nikn Ta KocmeTuka, 4.4. wopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peuenma
3actocyBaHHs, 50 KOCMeTMKa, 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
mr/r; no 50 mny a.a. (BBEAEHHA Y3aranbHEeHUX AaHWX Npo cuctemy papmakoHarnsgy,
dnakoHi 3 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3A4iMCHEHHS
MeXaHiYHUM dapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsaay 3asBHUKa
NOMMOBMM Ons 3aiNcHeHHsA hapMakoHarnagy B YKpaiHi, AKLWO BOHA BigMiHHa
posnuniosayem; no Bifl yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 3AiNCHEHHS
1 dpnakoHy B dapmakoHarnsaay (BKIOYaro4m KOHTaKTHI AaHi) Ta/abo 3miHn y
KapTOHHIN nayui po3milLieHHi MacTep-ainna cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHOI 0COOM YNOBHOBaXKEHOI 0COOM 3asiBHMKA,
BignoBiganbHoI 3a 3aiMcHEHHA chapmakoHarnsaay B YkpaiHi. [irova
pepakuis: lwyk Hatanka MNeTtpisHa. NMponoHoBaHa pegakuis:
BonowwnHa AHacTacis AHaToniiBHa. 3MiHa KOHTaKTHUX AaHuX
KOHTAKTHOI 0COOM YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiA4NoBiganbHoi 3a 3AiMCHEHHA dhapMakoHarnsay B YKpaiHi
196, HEO®INA3IAQ ryCTUIN eKCTpakT ToBapuctBo Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny - - UA/16520/01/01
(cybcTaHuis) y 3 obmexeHo AamiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
EMHOCTSX 3 obmexeHo BignoBiganbHIiCcTIO MiCLsl NpOBaAXXeHHS OisiNbHOCTI BUPOOHMKa (BKMOYaoum, 3a
HepxaBitoyoi cTani Bignosigans "HaykoBo- HeOoOXiAHOCTI, MicLle NpoBeAEHHS KOHTPOIIO AKOCTi), abo BNacHuka
abo kaHicTpax HicTIO BUPOGHMYa macTtep-carina Ha ADI, abo noctayanbHuka AdDI/BuxigHoOro
nnacTMacoBux Ans "HaykoBo- KOMnNaHis maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
dapmaLeBTU4HOro BMPOGHMYa "Exocapm” BMPOGHMLTBI API (SKLLO 3a3Ha4eHO Y AOCHE Ha NiKapCbKuii 3acif)
3acToCyBaHHs KOMnaHis 3a BigCcyTHOCTI cepTudikaTa BignoBiaHOCTi EBpONenchkin
"Ekochapm" hapmakonei y 3aTBepaKeHOMy AoCbe, abo BUPOOHMKA HOBOT
[OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCbE) — 3MiHa aapecu
MicList NPOBaKEHHS AisinbHOCTI BUpobHmka APl Heodnasia,
ryCTUI eKCTPaKT (cybcTaHuist) ToBapucTBo 3 0bMexeHo
BignoBiganbHicTio "HaykoBo-BupobHuya komnaHis "Ekocdapm”
BBegeHHs 3MiH npoTarom 6-Tu MicAUiB nicns 3aTBepAXeHHS
197.| HEO®NA3IA ryCTWIA eKCTpakT ToBapucteo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu | Tuny - 3MiHn - UA/16520/01/01
(cybeTaHuis) y 3 obmexeHo 3 gkocTi. A®l. KoHTponb A®Il. 3miHa y napameTpax cneundikadiv
EMHOCTSAX 3 obmexeHoo BignoBiganbHiCcTIO Ta/abo AoNyCTUMUX MeX, BU3HAYEHUX Yy creyndikauisix Ha AdI,
HepxaBitoyoi cTani Bignosiganb "HaykoBo- abo BUXigHUI/NPOMIXHWI NpoayKT/peareHT, Lo
abo kaHicTpax HicTIO BMPOBHMYa BMKOPUCTOBYIOTLCA Y MpoLieci BUpobHuuTea AP| (JONOBHEHHS
nnacTMacoBux ons "HaykoBo- KOMMaHis crneundikaLii HOBUM NOKa3HWKOM SIKOCTi Ta BignoBigHNUM MeToA0M
dapmaLeBTU4HOro BUPOGHMYa "Exkochapm" BUNpobyBaHHs) - Cneuudikauiio Ta METOAM KOHTPOIKO SIKOCTI
3aCTOCyBaHHs KOMNaHis Ykpaina, 30070, [OMOMiKHOT pevoBuHM «[lMonieTuneHrnikons-400» npvBegeHo 4O
"Ekochapm" XmenbHuubka BMMOT YMHHOro BuaaHHst OOY/EP, a came: y cneuundikauito Ta
Ykpaina, obnacTb, MEeTOAM KOHTPOS0 Ha AOMOMKHY pevoBuHy «[lonieTuneHrnikonb
04210, m. LLleneTiBCbkMi 400» nogaHo NoKasHWKN « ETUneHrnikonb i gieTuneHrnikonby Ta
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Kuis, pavioH, c. «ETuneHokecua i giokcaH»;
Bynuus YnawaHiska, Byn. A0 nokasHuka «laeHTudikauis» AogaHo TECT Ha SKICHY peakuito 3
O6ornoHcbka LLleByeHka, 116 cipyaHoto kucnoTot Ta po3uuHom pTyTi (1) xnopuay; Ao nokasHuka
HabepexHa, «B’A3kicTb» 4oAaHO TECT Ha AMHAaMIYHY B'A3KICTb; 3MiHuM | Tuny -
6yamHok 19, 3MiHn 3 gkocTi. A®Il. KonTtponb A®I. 3miHa y napameTpax
kopnyc 1 cneuudikauin Ta/abo JONYCTUMUX MEX, BUHAYEHUX Y
cneuudikauisx Ha API, abo BMXiAHUIA/NPOMIXKHWI
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci BUPobHMLTBa
ADI (iHwWwi 3miHK) - BHeceHHS 3miH Ao Cneuudikauii Ta meTopais
KOHTPOMIO SIKOCTi AOMOMDKHOI peyoBuHM «[lonieTuneHrnikonb-
400»: 3MiHEHO pefakuito po3ainy «Mpo3opicTb Ta KONbOPOBICTL
PO34MHY»; HOPMYBaHHS nokasHuka «MikpobionoriyHa uncrora»
npvBeAeHo Y BignosigHicTe go AdY; BmeToamui BU3Ha4eHHs
MikpOOBiOnoriYHOT YNCTOTM BKa3aHa NigrotoBka BUNpoboByBaHOro
3paska; 3miHu | Tuny - 3miHn 3 sikocTi. A®I. KoHTponb ADL. 3miHa y
meTofax BunpobysaHHa A®l abo BuxigHoro
marepiany/npoMiXXHOro NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea API (iHwi 3MiHW y MmeTodax BUNpobyBaHHSA
(Bkrtoyatoum 3amiHy abo gonosHeHHs) AD| abo
BVXiAHOrO/MPOMIXKHOIrO NPOAYKTY) - BHECEHHS 3MiH A0
Cneuumdbikauii Ta meTogis koHTpornto sikocTi ans APl Heodnasia,
rycTui ekctpakT 3a n. «MBY», a came: BBe4eHHS HOBOI METOANKN
BM3HaY€HHS MIKPOOBIONOriYHOi YNCTOTM 3 3aCTOCYBAHHAM
npoboniaroToBKy, LWNSXOM AoAaBaHHSA TUMNOBOI HENTPani3y4yoi
piavHN Ta 3a3Ha4YeHHAM BinbLL XOPCTKILLMX BUMOT LLOA0
BCTaHOBIIEHHS KPUTEPIIB MPUAHATHOCTI ANA HECTEPUMBbHUX
cy6CcTaHuii:
3aranbHe 4ncno aepobHux mikpoopraHisamis (TAMC) -102 KYO/mn;
3aranbHe 4yncno ApikmkeBnx Ta nriceHesmx rpubis (TYMC) -101
KYO/mn; BigcyTHicTb Staphylococcus aureus B 1mr; BigcyTHicTb
Pseudomonas aeruginosa B 1 mn; BiacyTtHicte Candida albicans B
1™Mn
198.| HIBECTUM PO34MH ANs iH'eKLiN NeAN3EP CLA SGS Nab6 CavimoH Benebrisi/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/15455/01/01
abo iHdysin no 12 EMY.CLMI CA, Benbriga Yecbka woao 6esnekn/edeKkTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peuenmom
mnH Of] (120 KOPIMOPEN (kOHTpOnb SKOCTI, Pecny6nika/ 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsagy
mkr)/0,2 mn, no 0,2 LH TEeCTyBaHHs Xopsaris (BBEOEHHS y3aranbHeHVX AaHWUX Npo cucTemMy chbapmMakoHarnsay,
mn y wnpwi (1 BUNYLLIEHOI cepil, 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
knacy); no 1, 5 abo TECTyBaHHs dapmakoHarnsay; KOHTakTHOI ocobu 3 dhapmakoHarnsaay 3asBHUKa
10 y nonepeaHbO cTabinbHocTi); Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
HanoBHEHNX CBYC ®APMA Bif] ynoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS
Lwnpuuax ob'emom 1 A.C., Yecbka dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
mn y 6nictepi B Pecnybnika po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - aMmiHa
KapTOHHIN nayi 3 (anbTepHaTUBHUIA YMOBHOBaXeHOi 0cobu 3asiBHWKa, BigNoBifanbHOI 3a 30iNCHEHHS
MapKyBaHHSIM BUPOBHMK dapmakoHarnsagy. NponoHoBaHa penakuis: bapbapa e
YKPaiHCbKOI MOBOIO; BTOPWHHOIO BepHapgai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
no 0,2 mn y wnpuui nakyBaHHs); YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a 34iMCHEHHS
(I'knacy); no 1, 5 XOCMIPA cbapmakoHarnagy
abo 10y 3ArPEB A.0.0.,

nonepegHLo

Xopsaris (Bunyck
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HanoBHEHUX cepii,
Lwnpuuax o6'emom 1 BUPOGHMUTBO "in
mn y 6nictepi B bulk", KOHTpOnb
KapTOHHIN nayui cepii y npoueci
BMPOOHMLTBA,
TecTyBaHHSA
BUNYLLIEHOI cepil,
TECTyBaHHS
crabinbHocTi,
TECTyBaHHS
CTEPUIbHOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS)
199.| HIBECTUM PO34MH Ans iH'eKuin MNPANIEP CLUA SGS J1ab CaimoH Benebrisi/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/15455/01/02
abo iHdysin no 30 EWY.CLII CA, Benbrig Yecbka wono 6esnekn/edeKkTnBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenmom
mnH Of] (300 KOPMOPEM (KOHTpOnb SKOCTI, Pecny6nika/ 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
mkr)/0,5 mn, no 0,5 LH TEeCTyBaHHs Xopsarisi (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chapmMakoHarnsgy,
mn y wnpwdi (1 BUNYLLIEHOI cepil, 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
knacy); no 1, 5 abo TECTyBaHHsI dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asiBHUKa
10 y nonepeaHb0 cTabinbHocTi); Ons 3aiNcHeHHsA hapMakoHarnagy B YKpaiHi, AKLWO BOHA BigMiHHA
HanoBHEHUX CBYC ®APMA BiJ, YNOBHOBaXXeHOI 0cO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
wnpuuax o6'emom 1 A.C., Yecbka dapmakoHarnsaay (BKIOYaro4n KOHTaKTHI AaHi) Ta/abo 3miHn y
mn y 6nictepi B Pecnybnika po3MmilLieHHi macTep-haina cuctemm papmakoHarnsay) - amiHa
KapTOHHIN nayui 3 (anbTepHaTUBHUIA YMOBHOBaXeHOi 0coby 3asiBHMKa, BiANOBiAaNbHOI 3a 34iNCHEHHSA
MapKyBaHHAM BUPOBHMK capmakoHarnagy. lNponoHoBaHa pepakuis: bapbapa [de
YKPaiHCbKOK MOBOIO; BTOPWHHOIO BepHapgai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHKX
no 0,5 mn y wnpuui nakyBaHHs); YNOBHOBaXEHOT 0COOU 3asBHWMKA, BigNOBIganNbHOI 3a 34iIMCHEHHS
(I'knacy); no 1, 5 XOCIIPA dapmakoHarnsgy
abo 10y 3ArPEB A.0.0.,
nonepegHLO XopsarTis (BUNycK
HanoBHEHNX cepii,
Lwnpuuax o6'emom 1 BUPOGHMLUTBO "in
Mn y 6nictepi B bulk", kOHTpOnb
KapTOHHIN nayui cepii y npoueci
BUPOGHMLTBA,
TECTYBaHHs
BUWMYLLEHOI cepii,
TecTyBaHHS
cTabinbHOoCTI,
TECTYBaHHs
CTEepUnbHOCTI,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1)
200.| HIBECTUM PO34MH ANs iH'eKuin NdAN3EP CWA SGS J1a6 CanmoH Benbris/ BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | TUny - 3MiHK 3a UA/15455/01/03
abo iHdysin no 48 EMY.CLMI CA, Benbriga Yecbka woao 6e3nekn/edeKTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peuenmom
mnH Off (480 KOPIMOPEN (KOHTpOnb sIKOCTI, Pecny6bnika/ 3MiHM 0 y3aranbHeHUX AaHuX Npo cuctemy dapMakoHarnsay
mkr)/0,5 mn, no 0,5 LH TECTYBaHHs Xopsaris (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy chapmakoHarnsgy,
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mn y wnpwdi (1 BUNYLLIEHOI cepil, 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiIMCHEHHS
knacy); no 1, 5 abo TECTyBaHHS hapmMakoHarnsay; KOHTaKkTHOT ocobu 3 chapmakoHarnsiay 3asiBHUKa
10 y nonepefHb0 cTabinbHocTi); Ons 34iMCHeHHs hapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
HanoBHEHUX CBYC ®APMA Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
wnpuuax ob'emom 1 A.C., Yecbka hapmMakoHarnagy (BKMYaym KOHTaKTHi faHi) Ta/abo 3MiHu y
mn y 6nictepi B Pecnybnika po3MilLieHHi macTep-hanna cuctemm papmakoHarnsay) - aMiHa
KapTOHHIN nayui 3 (anbTepHaTUBHUIA ynoBHOBaXeHOi 0cobu 3asBHUKA, BiANOBIAANbHOI 3a 3AiINCHEHHS
MapKyBaHHAM BUPOGHMK apmakoHarnsgy. MNponoHoBaHa peaakuisi: bapbapa e
YKpaiHCbKOK MOBOI; BTOPWHHOIO BepHapgi/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHUX
no 0,5 mn y wnpuui nakyBaHHs1); ynoBHOBaXeHOi 0cobu 3asBHUKA, BiANOBIAANbHOI 3a 3AiINCHEHHS
(I'knacy); no 1, 5 XOCIPA dapmakoHarnsgy
abo 10y 3ArPEB A.0.0.,
nonepegHLo XopsarTisi (BUNYCK
HanoBHEHUX cepii,
wnpuuax ob'emom 1 BUPOGHMLTBO "in
Mn y 6nictepi B bulk", koHTpoOnb
KapTOHHIN nayui 3 cepii y npoueci
MapKyBaHHAM BMPOOHMLTBA,
aHrnincekor 060 TEeCTyBaHHs
iHLLOK iIHO3EMHOO BUNYLLIEHOI cepil,
MOBOIO 3i CTikepoM TEeCTyBaHHs
YKPaiHCbKOI crabinbHocTi,
moBoto0 y TECTyBaHHsI
nonepeaHL0 CTepunbHOCTI,
HanoBHEHUX nepBuHHE Ta
wnpuuax ob'emom 1 BTOPUHHE
Mn y 6nictepi B nakyBaHHs)
KapTOHHIN nayui
201.| HOBOMIKC® cycrneHsia ans A/T HoBo Hanis Bupo6Huk PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/4862/01/01
30 iH'exuin, 100 OO/mn Hopgaick Hepo3dacoBaHoro Oanis/ wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
®JIEKCNEH® no3 mny npoayKTy, Bpasunis BHeceHHs 3MmiH go posainy MKA: MapkysaHHs 3aTBepaxeHa
KapTpuaXi, HarnoBHEHHS B pepakuia TekcT mapkupoBku. MNponoHoBaHa peaakuis 3rigHo
BKInaJeHoMy B MeHpin®, 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
6araTtofo3osin nepBuHHa MapKyBaHHS! yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM
0iHOPa30Bil yrnakoBkKa, iHpopmaLii Woao 3a3HauYeHHA OAVHVMLE BUMIPIOBAHHSA Y CUCTEMI

wnpuu-py4ui, no 1
abo 5 wnpuu-pyyok
Y KapTOHHIln kopobui

KOHTPOIb SIKOCTI
Ta BignosigansHWi
3a BUNYCK cepin
KiHLIEeBOro
npopykty: AT
HoBo [aHis;
Bupo6Huk
npoaykuii 3a
NMOBHUM LIKITOM:
Hoso Hopgick
MpoatokcboH
CAC, ®paHuis;
MapkyBaHHs Ta
yNakoBKW

Sl. BBegeHHs 3MiH NPOTAroM 6-Tu MicsILiB nicns 3aTBEPAXKEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
dnekcleH®,
BTOPWHHOIO
nakyBaHHsi: A/T
HoBo Hopaick,
Nanisi; BupoGHumk
ons 36upanHs,
MapKyBaHHs Ta
ynaKkoBKu
®nekcleH®,
BTOPWHHOIO
nakysaHHs: A/T
Hoeo Hopaick,
OaHisi; BupobHuk
Hepo3dacoBaHoi
npoayKuir,
HanoBHEHHSs1 B
MeHdpin®,
nepBuHHA
ynakoBka Ta
36upaHHs,
MapKyBaHHS Ta
ynakoBka
®nekcleH®,
BTOPVHHE
nakyBaHHs:
Hoso Hopgick
Mpoaykao
dapmaceyTika oo
Bpasinb
Itna./Aseniga C,
Bpasunis
202.| HOTTA® Tabnetku; no 12 Pixapa ABCTpis Pixapg BittHep Al ABcTpis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu |l Tuny - bes UA/10043/01/01
Tabnetok y 6nictepi; BitTHep Al 3MiHu 3 gkocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHMKa peuenma
no 1,2, 3abo4 BUXiZHOrO/NPOMIXKHOIO NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYHOTLCA
Gnictepn y y BUpobHunyomy npoueci API, abo 3miHa BUpOOHWKa (BKIoYarouu,
KapTOHHiI kopobui e HeobxiaHo, MicLe npoBeAeHHs KOHTponto sikocTi) ADI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponemnchkii
dapmakonei y 3aTBepaXeHOMY [0CkE)(BBEAEHHS HOBOIO
BUpOoGHMKa AP, konu He nodaeTbest macTep-dann Ha APl Ta wo
BMMarae 3Ha4yHoi 3MiHM A0 BiAnoBigHOro po3ainy agocbe Ha Adl) -
BBEAEHHS [OAATKOBOrO BUPOOHUKA MaTpUYHOI HacTonkn ans Al
Matricaria recutita Herbamed AG, Switzerland. 3aTtBepaxeHo:
Richard Bittner AG, Austria Gehrlicher Pharmazeutische Extrakte
GmbH, Germany 3anponoHoBaHo: Herbamed AG, Switzerland
Richard Bittner AG, Austria Gehrlicher Pharmazeutische Extrakte
GmbH, Germany
203.| HOTTA® Kpanni opanbHi; no Pixapg ABCTpis Pixapg BittHep Al ABcTpis BHECEHHS 3MiH IO peecTpaliiHix maTepianis: 3miHu |l Tuny - bes UA/1972/02/01
20, a6o no 50 mn, BitTHep Al 3MiHu 3 skocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHMKa peuenma

abo no 100 mny

BI/IXiD,HOFO/I'IpOMi)KHOFO nponyKTy/peareHTy, LLIO BUKOPUCTOBYHTbHCA




88

[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

dnakoHi 3i ckna 3
KpanenbHUM
nosaTopowm; no 1
dnakoHy 3i ckna 3
KpanenbHUM
[03aTopom B
KapTOHHIN ynakoBLj

y BUpobHMyomy npouieci AP, abo 3miHa BUpobHUKa (BKIoYatouu,
e HeobxiaHo, MicLie npoBeAeHHs KOHTponto skocTi) AdI (3a
BiiCYyTHOCTI cepTudikaTa BignoBigHOCTI €Bponenchkin
apmakonei y 3aTBepaxXeHOMy A0CbE)(BBEAEHHS HOBOrO
BMpobHuka A®I, konu He nopaeTbest MacTep-dann Ha ADI Ta Wwo
BMMarae 3Ha4yHoi 3MiHM A0 BignosigHoro po3ainy gocbe Ha AdI) -
BBeJEHHS [0AaTKOBOro BUPOOHUKA MaTpuyHoi HacTorku anst Ad|
Marticaria recutita Herbamed AG, Switzerland. 3aTtesepaxeHo:
Richard Bittner AG, Austria Gehrlicher Pharmazeutische Extrakte
GmbH, Germany 3anponoHosaHo: Herbamed AG, Switzerland
Richard Bittner AG, Austria Gehrlicher Pharmazeutische Extrakte
GmbH, Germany

204.

O3ENbTAMIBI
P

Kancynwv no 75 mr no
10 kancyn y
Gnictepi; no 1
6nictepy B
KapTOHHIN kopobLi

Crpavac
dapma
CaneHc
JlimiTen

IHAinA

Crtpangc ®apma
CaneHc JlimiTeq

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: TEXHIYHa nomurka
(3rigHo Haka3dy MOS Big 23.07.2015 Ne 460),
BunpaBneHHs TexHIYHUX NOMWUAOK, 3rigHo nn.4 n.2.4. po3ainy VI
Hakady MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460) — BUNpaBneHHs TEXHIYHOI
nomunku y MK#, ska 6yna gonyweHa npu peectpadii 113 (Hakas
Ne 1562 Big 08.07.2020 p.), npy nepeHeceHHi iHdopmaLii 3
peecTpauinHoro gocbe(p.3.2.P.5.1) B po3aini «Onuc»
cneuudikauii MKA J13 6yno nommnnkoBo NOMiHSAHO MicUsiMK onuc
MapKyBaHHS KPULLIEYKM Ta KOPMYCy Kancyn Ta 3asHa4yeHo
HEKOPEKTHWI Nepeknaz BiATiHKY KONbOPY KPULLIEYKM Kancymnu.
MponoHoBaHa pepakuis: Cneuudikauis (ans Bunycky)- MNokasHuk -
Onuc - Bumoru cneundikadii
TBepAi )enatuHoBsi kancynu Ne 2 3 kopnycom KOPUYHEBOTO
KOMNbOPY Ta KPULLEYKOI KPeMOBOro Konbopy, 3 Biabutkamm «OP»
Ha KpuLleyli Ta «75» Ha Koprnyci, HAHECEHUMMN YOPHUM KOJTbOPOM.
BwmicT kancyn- nopotuok Bif 6inoro Ao marke 6inoro Koneopy.
MponoHoBaHa pepakuis: Cneuudikauis (ans TepmiHy
npuaaTHocTi) - MNMoka3Huk - onuc ; Bumorn cneumdikauii
TBepAi xkenaTtunHosi kancynu Ne 2 3 koprnycom KOpUYHEBOro
KOMNbOPY Ta KPULLEYKOI KPeMOBOro Konbopy, 3 Binoutkamu «OP»
Ha KpuLleyli Ta «75» Ha Koprnyci, HAHECEHUMMN YOPHUM KOJTbOPOM.
BwmicT kancyn- nopotuok Bif 6inoro Ao maike 6inoro Koneopy.
BunpasneHo TexHiYHY NOMWAKY B IHCTPYKUiT ANS MeAUYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3aini "Jlikapcbka dopma.
OcHOBHI @hiuko-ximivHi BnacTmeocTi": 3anponoHoBaHo: "TBepai
)enaTuHoBi kancynu Ne2 3 KopnycoM KOPUYHEBOTO KOMbOpy Ta
KPULLIEYKOIO KPEMOBOIO KOMbopy, 3 Biaoutkammn «OP» Ha KpuLueyi
Ta «75» Ha Kopnyci, HAHECEHVMU YOPHUM KONMbOopoM. BMicT kancyn
— MNOpOLLOK BiA Ginoro fo maixke 6inoro konebopy". 3asHayveHe
BUNPaBIIEHHS BigMNoBigae apxiBHUM MaTepianam peectpauiiHoro
[OCbE.

3a
peuernmom

UA/18208/01/01

205.

O3EPJIK®

TabneTku, BKPUTI
obornoHkot, no 400
mr; no 10 TabneTok
y 6nicTepi; no 1
onictepy y

KYCYM
XENTXKEP
NBT NTA

IHAis

KYCYM
XENTXKEP MBT
nTh

IHAinA

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | TUny - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKi/i XapakTepucTuLi NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUii NS MeQMYHOro 3aCToCyBaHHs Ha NigcTasi perynsipHo
OHOBJIHOBAHOIO 3BiTY 3 6€3neku Nnikapcbkoro 3acoby, abo

3a
peuenmom

UA/7652/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KapTOHHIN ynakoBLj; JocrimpkeHb 3 6e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
no 10 Tabnetok y nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT OUiHKK 3BITY 3
Gnictepi; no 1 pocnigpkeHb, NpoBeAeHNX BiANOBIAHO A0 NraHy negiatpudHnx
6nictepy y pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
KapTOHHIN ynakoBLi; YNOBHOBAXEHNM OpraHoM) - 3MiHU BHECEHO B |HCTPYKLiO Ans
no 10 KapTOHHUX MeAMYHOro 3acTOCyBaHHS MikapCbKoro 3acoby Ao po3ainy
yNakoBOK Y "OcobnuBoCTi 3acToCyBaHHS" LLOAO OHOBMEHOI iHhopMaLlii 3
KapTOHHiI kopobui 6e3neku gitoyoi pevoBuHW. BBeaeHHs 3miH npoTarom 3-x Micsuis
nicnsa 3aTBepaXeHHs
CynyTHs 3miHa - 3MiHW Wwopo 6esneku/edekTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n) oo 30608B's3aHb Ta
YMOB BuAadi peecTpauinHoro noceigyeHHs, Bkrtovatoun MNnaH
yNpaBriiHHA pu3nKamu (3aCTOCYBaHHS TEKCTY, SKNIA NOTOMKEHUN 3
KOMMETEHTHUM opraHom) - 3miHu | Tuny - 3miHn WwWoao
6e3nekn/edeKkTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - 3MiHK
BHECEHO B |HCTPYKLt0 ANA MEANYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby no posainy "MobiyHi peakuii ". JogaBaHHs iHdopmaLii npo
KOHTAKTHi AaHi AnsA 3BepHEHHS 3 NUTaHb 6e3neky 3acTocyBaHHs
nikapcbkoro 3acoby. BeaeHHs amiH npotarom 3-x micauis micns
3aTBEpKEHHSA
206. ON®EH®-100 Kancynm TOB "TeBa YkpaiHa AumnHo ®apma AT, LLiBenuapisi/ | BHeceHHs 3MiH 4O peecTpauinHMX MaTepianiB: 3MiHW | Tuny - 3MiHKn 3a UA/5124/01/01
CP AENOKAMC | nponoHroBaHoi Ajf YkpaiHa" LLisenuapis Himeuunna 3 akocTi. CepTudikat BignosigHocTi/l E-cepTudikat BignosigHocTi | peuenmom
no 100 mr; no 10 (BUpOBHMLTBO 3a €Bponencbkin dapmakonei/MoHorpadii. NogaHHs HoBoro abo
Kancyn y énictepi; NMOBHUM LIUKITOM); OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMYYEHHS
no 2 6nictepu B AumnHo ®apma AT, cepTtudikaTa BignoBigHOCTI €Bponewickkin dapmakonei: ans Ad®l;
Kopoo6uLi LLisenuapis Ans BUXiAHOro MaTepiany/peareHTy/MpoOMiXXHOro NpoAykKTy, LU0
(BUpOBHMLTBO BUKOPUCTOBYIOTBCS Y BUPOOHMUTBI APl; onsi 4ONOMiIXXHOI peqoBUHU
Hepo3dacoBaHoi (ceptudpikat BignosigHoOCTI €Bponerichbkii hapmakonei) - Hosun
npoaykuit, cepTudikar Big HOBOro BUpobHMKa (3amiHa abo JOMNOBHEHHS) -
KOHTPOMb SIKOCTI, BBEJEHHS HOBOro BMPOGHUKa aitodoi pevosuHm Diclofenac sodium
[03BiN Ha BUMYCK AMOLI ORGANICS PRIVATE LIMITED (India) 3 HagaHHsiM HOBOro
cepii); AuuHo cepTtudikaTy BignosigHocTi €8p. Papm. R1-CEP 1997-066-Rev 03
dapma Al
LLiBeviLapis
(nepBuHHa Ta
BTOPVHHA
ynakoBka);
YHTEep3yXyHrCiHCT
nTyT Xennenep
m6X, HimeyuunHa
(nopatkosa
nabopatopis, Lo
npuiMae y4acTb B
KOHTponi cepii)
207.| ON®EH®-AD Tabnetku 3 TOB «TeBa I3painb Kopesi FOHanTeq Pecny6bnika BHECEHHS 3MiH 10 peecTpaUiiH1X MaTepianis: 3MiHa 3asiBHUKa 3a UA/15514/01/01
MoaMikoBaHUM YkpaiHa» Papm., [Hk. Kopes (BnacHuka peecTpauinHoro nocsig4eHHs) (3rigHo Hakaly MO3 Big | peuenmom

BUBINbHEHHSM MO
200 mr no 10

TabneTtok y 6nictepi;

23.07.2015 Ne 460); 3miHn | Tuny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. BeegeHHs abo 3miHu
[0 y3aranbHeHUX JaHuX MpPo cucTemy dpapmakoHarnsgy
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[IponoBxeHHs nonarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
no 1 a6o no 3, abo (BBEAEHHS y3aranbHEHMX AaHUX NPo cuctemMy chapmMakoHarnsgy,
no 10 GnictepiB y 3MiHa YNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3AiIMCHEHHS
KapTOHHIl kopobui hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
Ons 34icHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHa
Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI macTep-hanna cuctemu papmakoHarnsagy) - 3miHa
ynoBHOBaxeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
dapmakoHarnag. Hitoya pegakuin: Orit Stern-Maman.
[MponoHoBaHa peaakuisi: buctposa OkcaHa BitaniiBHa. miHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BignosiganbHOI 3a hapmakoHarnag
208.| OME3 IHCTA NOPOLLIOK ANA O-p Pegpi'c IHAis O-p Peapi'c IHAisa BHECEHHS 3MiH 4O peecTpauiiHMX MmaTepianis: 3MiHu | Tuny - 3MiHn bes UA/0235/03/01
opanbHOoi cycneHsii JTabopaTopi JlabopaTtopic 3 AkocTi. F0ToBMIA NikapcbKMi 3aci6. 3MiHM y BUpOOHMLTBI. 3MiHM Y | peuenma
no20mrno59r cllta Nimiten

MOPOLLIKY B calle; Mo
5, 10, 20, 30 cawe B
KapTOHHIl kopobui

npoueci BUpoOHMLITBa rOTOBOrO MikapCbKoro 3acoby, BKMHOYaoum
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NP BUPOOHMLITBI
roToBOro MikapcbKoro 3acoby (iHLi 3MiHW) - BoockoHaneHHs
TEXHOMNOrIYHOro NpoLecy.

BBeaeHHs 3MiH NpoTsarom 6-Tu micauiB nicns 3aTBepaKeHHS.
3MiHM | TUMy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbknii 3acib. 3miHn y
BMPOGHMUTBI. 3MiHa po3Mipy cepii (BKMo4akoum gianasoH po3mipy

cepii) roToBOro nikapcbKkoro 3acoby (iHLWi 3MiHuW) - Y 3B'A3Ky 3
BMPOBHMYOI0 HEODOXIAHICTIO, 3MiHM PO3MIipYy Cepii — 3aTBEPAKEHO:

(353,10 kr); 3anponoHoBaHo: (394,295 «r).

BBeaeHHs 3miH npoTarom 6-Tu mMicauiB nicns 3aTBepAXeHHS
3MiHM | TUMy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbknii 3aci. 3miHn y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo JONyCTUMMUX MEX,
BCTaHOBIEHMX Y cneuudikauisx, nig 4yac BMpobHMUTBa roTOBOro
nikapcbkoro 3acoby (iHwi 3aMiHu) - Ha cTagii BUrotoBneHHs cymiti,
BUINYYEHHS KiNbKICHOro BU3Ha4YeHHs OMenpasorny.
BBeaeHHs 3MiH NpoTsarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3MiHM | TUny - 3MiHK 3 AKocTi. FoToBUIA Nikapcbknii 3aci6. KoHTponb
roToBOrO fikapcbkoro 3acoby. 3miHa napameTpiB cneumdikaLin
Ta/abo [OoNYCTMMMX MEX roTOBOrO MiKapCbKOro 3acoby (BUIyYeHHs
He3Ha4Horo nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cMak, abo ineHTudikauist 6apBHUKIB Ym
cmakoBux fobasok)) - CynyTHs 3amiHa
- 3MiHu 3 gkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUnNpobyBaHHS roToBOro
nikapcbkoro 3acoby (He3HayHa 3miHa y 3aTBEepAXKeHUX MeToaax
BMNPOByBaHHS) - BunyyeHHa 3 cneuudikadii J13 HesHauHoro
nokasHvka «CepegHsa Maca HanoBHEHHSI» Ta Oro BU3HAYEHHS, 3
MeTogiB KoHTposnto J13.

BBeeHHs 3MiH NpoTsrom 6-Tu MicsuiB nicnsi 3aTBepaKeHHS.
3MiHM | TURy - 3MiHKM 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpiB cneumdikaLin
Ta/abo JoMyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLLi 3MiHW)

- CynyTHs 3MiHa

- 3MiHu 3 AkocTi. FoToBUI Nikapcbkuii 3aci6. KoHTpornb rotosBoro
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nikapcbkoro 3acoby. 3miHa y meTodax BUNpobyBaHHS roToBOro
nikapcbkoro 3acoby (iHLi 3mMiHM y MeToaax BunpobyBaHb
(Bkntoyatoum 3amiHy abo JOMOBHEHHS)) - 3MiHM A0 cneuudikauii Ta
0o metogiB koHTpornto J13 3a nokadHukoM «KinbkiCHe BU3HaYeHHs!
omenpasony» - 3aTBepakeHo: (He meHwwe 18,00 mr Ta He GinbLue
22,00 wmr (Big 90,0% go 110,0%) Ha TepmiH npuaaTHocTi. He
meHwwe 19,00 mr Ta He GinbLle 21,00 mr (Big 95,0% o 105,0%)
npu BUMYCKY); 3anponoHoBaHo: (He meHwwe 18,00 mr Ta He Binblue
22,00 wr (Big 90,0% A0 110,0%). 3MiHM He MOXYTb ByTK
peKoMeHA0BaHi 10 3aTBEPAXXEHHS, OCKiNbKMW BiACYTHI 0BrpyHTOBaHI
nepeaymMoBM Ta NpUYMHA PO3LLMPEHHS MeX 3a p. «KinbkicHe
BM3HaYeHHs» Ha Bunyck Ao 90% -110% B cneumdpikauii MM13.
3MiHwm Il Tuny - 3miHm 3 gkocTi. A®l. BupobHuuteo. 3MiHa
BMPOGHMKA BUXIZHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lwo
BMKOPUCTOBYIOTbCS Y BUpoBHUYoMy npoueci API, abo amiHa
BUPOOHMKa (BKMOYaoum, Ae HeobxigHo, MicLe NPOBEAEHHS!
KOHTponto sikocTi) ADI (3a BiaCyTHOCTI cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y 3aTBepaKeHOMY [0ChE)(BBEAEHHS
HOBOro BnpobHuka AP| 3 HagaHHsaM macTep-danna Ha AdPI) -
BBeAEHHSA HoBOro BMpobHuka A®I Dr. Reddy's Laboratories
Limited, Chemical Technical Operations, Unit-V
Peddadevulapalli, Tripuraram Mandal Nalgonda District
Telangana, India — 508 207.
3atBepaxeHo: Dr. Reddy's Laboratories Limited,
Active Pharmaceutical Ingredients Unit-lll,

Plot N0.116, Sri Venkateswara Co-operative Inndustrial Estate,
Bollaram, Medak District, Andhra Pradesh, India-502 325.
3anponoHoBaHo:

Dr. Reddy's Laboratories Limited,

Active Pharmaceutical Ingredients Unit-IIl,

Plot N0.116, Sri Venkateswara Co-operative Inndustrial Estate,
Bollaram, Medak District, Andhra Pradesh, India-502 325.

Dr. Reddy's Laboratories Limited, Chemical Technical Operations,
Unit-V Peddadevulapalli, Tripuraram Mandal Nalgonda District
Telangana, India — 508 207
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.

209.

OMENPA30N

niodpinizat gna
PO34MHY A5Is iH'eKLin
no 40 mr 1 pnakoH 3
MOPOLLKOM Y Mauuj 3
KapTOHY

M.BioTek
TimiTen

Benuka
Bputanis

HAMPOZ NAV®
CAEHCEC
nBT.NTA

IHAis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy - OHOBIIEHHS
TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKOro 3acoby 3 BHECEHHAM
iHbopmaLii Woao 3a3HauYeHHA OAVHMLE BUMIPIOBaHHSA Y CUCTEMI

Sl. BHeceHHs 3miH go po3giny «MapkyBaHHa» MKA J13;
3anponoHoBaHo: [1ns roToBoro nikapcbkoro 3acoby:
MAPKYBAHHA 3rigHo 3aTBepaXXeHOro TeKCTy MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tv MicsLiB 3 ATy 3aTBEPOXKEHHS

3a
peuenmom

UA/11147/01/01

210.

oMJ10C

Kancynu 3
MoaucbikoBaHUM
BUBINbHEHHAM,

AJTKANOIN,
ALl Ckon'e

Pecny6bnik
a lNiBHiyHa
MakenoHisa

ANKANOIOQ AQ
Ckon'e,
Pecnybnika

Pecny6nika
MiBHiYHa
MakepnoHis/

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny - 3MiHK
wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo
3MiHM A0 y3aranbHeHWX JaHVX Npo cucTemy dpapmakoHarnsagy

3a
peuenmom

UA/17913/01/01




92 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
TBepai, no 0,4 mr; no MiBHiYHa Yecbka (BBEAEHHS y3aranbHEHUX AaHUX NPO cuctemy dapmakoHarnsaay,
10 kancyn y MakenoHis Pecnybnika/ 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiaanbHoi 3a 3AiNCHEHHS
Gnictepi; no 3 (Bunyck cepii); HimeuumHa/ | dapmakoHarnsgy; KoHTakTHOi ocobu 3 chapmakoHarnsgy 3asiBHuUKa
Gnictepu y KYIHTA- Icnanis Ons 34icHeHHs hapMakoHarnsagy B YKpaiHi, AKLWO BOHA BigMiHHa
KapTOHHi kopobui AHATITIKA c.p.o., Bifl yNnoBHOBa)eHOi 0cobu, BiANOBiAanbHOT 3a 34INCHEHHS
Yecbka dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
Pecnybnika po3MmilLieHHI MacTep-tanna cuctemu papmakoHarnsgy)- amiHa
(KkOHTpOnb SKOCTI ynoBHOBaxeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
(disnyHui Ta tbapmakoHarnag,.
XiMiYHUI)); [MponoHoBaKra pepakuis: Aue KyamaHoBCKi. 3MiHa KOHTaKTHMX
PotTenpopd [aHUX YNOBHOBaXXEHOI 0COOM 3asBHMKA, BiANOBiganbHOI 3a
dapma 'MBX, capmakoHarnsg,.
Himeuunna
(B1poBHMLTBO
Hepo3adacoBaHOro
NpOAyKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
(disnyHui Ta
XiMiYHUR));
CIHTOH
XICNAHIA C. 1.,
IcnaHis
(BMpOBHMLTBO
Hepo3adacoBaHOro
npoaykTy,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
KOHTpPOrb AKOCTI
(pisnyHui,
XiMiYHUI Ta
MikpobionoriyHun))
211, OHOAHCET PO34MH ANs iH'eKUin, M.BioTek Benuka XENMN C.A. Ipeuis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHK 3a UA/13558/01/01
2 mr/mn no 2 mn (4 Jlimiten BpuTaHis wono 6esnekun/edekTMBHOCTI Ta hapMakoHarnsaay - OHOBMEHHS | peuenmom
Mr) abo no 4 mn (8 TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
Mr) B amnyni; no 5 iHdopMaUii LLoao 3a3HauYeHHsi OAMHNLL BUMIPIOBaHHS Y CUCTEMI
amnyn y nayuij 3 Sl. BHeceHHs 3miH go po3giny «MapkyBaHHa» MKA J13:
KapTOHY 3anponoHoBaHo: [1ns rotToBoro nikapcbkoro 3acoby:
MAPKYBAHHSA 3rigHo 3aTBEpaXXEHOro TEKCTY MapKyBaHHS.
BBeaeHHs 3MiH npoTarom 6-Tu MicauiB nicns 3aTBepAXeHHS
212.| OHOAHCETPO | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/10081/01/01
H obornoHkoto, no 4 mr, | "TexHonor" wopao 6e3neku/edekTMBHOCTI Ta dhapmakoHarnagy (iHwi 3miHn) - | peuernmom
no 10 Tabnetok y OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU fikapcbKoro 3acoby 3
Gnictepi; no 1 BHECEHHAM iHbopMaLii LLoA0 3a3HAaYEHHS OOUHUL BUMIPIOBaHHS
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6nictepy B nayui 3 y cuctemi SI. TepmiH BBEAEHHSA 3MiH NpoOTArom 6 micsAuiB nicns
KapTOHY 3aTBEPAKEHHS.
213.| OHOAHCETPO | Ttabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/10081/01/02
H o6onoHKoto, no 8 wmr, "TexHonor" wono 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay (iHwi amiHu) - | peuenmom
no 10 Tabnetok y OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby 3
Gnictepi; no 1 BHECEHHAM iHcbopmaLii o4O 3a3HaYeHHS OOUHMLE BUMIPIOBAHHS
6nictepy B nayui 3 y cuctemi Sl. TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsAuiB nicns
KapTOHY 3aTBEPAKEHHS.
214.| OHKO BLX 100 | nopowok ans «BIOME[- Monbwa Bupo6Huk: Monbwa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | TUny - 3MiHu 3a UA/15951/01/01
/| ONKO BCG® NPUroTyBaHHs JIIOBJ1IH» «BIOME[- wono 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay (iHwi amiHn) - | peuenmom
100 NMPEMAPAT | cycneHsii ans ButBypHsi JIIOBJIH» OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby 3
ona BBEOEHHSA Yy Ce4oBUi Cyposil, i ButypHsi CyposiL BHECEHHAM iH(bopmaLii LLoAO 3a3HaYeHHS OOUHUL BUMIPIOBAHHS
IMYHOTEPAMIT | mixyp no 100 mr LLleniioHek i WenitoHek y cucTemi Sl.
XBOPUX HA 1 amnyna a6o 1 Cnynka Cnynka AkumiiHa, BHeceHHs iHbopmaLii Woao 3asHaYeHHs OgUHULL BUMIPIOBaHb Y
PAK PNaKoH 3 NMOPOLLKOM AkuniHa MonbLa cucteMi Sl y TeKcTi MapKyBaHHS NikapcbKoro 3acoby.
CEYOBOIo y KOMMnekTi 3 1 Bupo6Huk 3miHun go posginy «MAPKYBAHHSA» MKA. 3atBepmkeHo: Posgain
MIXYPA amnynoto 3 PO34YMHHUKA: «MapkyBaHHs». BignoigHo 0o TEKCTY MapKyBaHHs, Lo
PO3YNHHUKOM NMONbOAPMA [onaeTbes.
(i30TOHIYHMI PO3YMH C.A. B3anponoHoBaHo: Po3gin «MapkyBaHHs». 3rigHO 3aTBEPAXKEHOIO
HaTpito xnopuay PapmachbtoTikan TEKCTY MapKyBaHHSI.
0,9%) no 1 mny Bopkc, MonbLa
KapTOHHIN KOpoOLyi;
5 amnyn abo 5
cdrakoHiB 3
MOPOLLKOM Yy
KOMMekTi 3 5
amnynamu 3
PO3YMHHUKOM
(i30TOHIYHMI PO34MH
HaTpito xnopuay
0,9%)no 1 mny
KapTOHHI kopobui
215, OHKO BLX 50/ | nopotuok ans «BIOME[- Monbwa Bupo6Huk: Monbwa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/15951/01/02
ONKO BCG® NPUroTyBaHHS JIIOBJIH» «BIOME[- wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsaay (iHWwi 3miiu) - | peuyenmom
50 MPENAPAT cycneHsii ans ButBypHsi JIIOBJIH» OHOBJIEHHSI TEKCTY MapKyBaHHS YakoBKW MNikapcbKoro 3acoby 3
ansa BBEOEHHSA Yy Ce4oBUi Cyposil, i ButBypHsi CyposiL BHECEHHAM iHdopMaLlii LLoAo 3a3Ha4YeHHs OAVNHWLL BUMIPIOBaHHS
IMYHOTEPAMIT | mixyp no 50 mr LLleniioHek i WenitoHek y cucTemi Sl.
XBOPUX HA 1 amnyna a6o 1 Cnynka Cnynka AkumiiHa, BHeceHHs iHpopmalii Woao 3a3HaYeHHss 0guHULE BUMIpIOBaHb Y
PAK NaKkoH 3 NMOPOLLKOM AkupnitHa MonbLa cucteMi Sl y TekcTi MapKyBaHHS nikapcbkoro 3acoby.
CEYOBOIo y KOMMnekTi 3 1 Bupo6Huk 3MiHn po po3giny «MAPKYBAHHA» MKA. 3ateepmkeHo: Po3gin
MIXYPA amnynoto 3 PO3YMHHUKA: «MapkyBaHHs». BignoBigHo 0o TEKCTY MapKyBaHHS, Lo
PO3YNHHUKOM NMONb®APMA [OoaaeTbes.
(i30TOHIYHMI PO3YMH C.A. 3anponoHoBaHo: Po3ain «MapkyBaHHs».

HaTpito xnopuay
0,9%) no 1 mny
KapTOHHiI kopoOLyj;
5 amnyn a6o 5
criakoHiB 3
NMOPOLLIKOM Y

dapmachbioTikan
Bopkc, Monbua

3rigHO 3aTBEPKEHOTO TEKCTY MapKyBaHHS.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KOMMMeKTi 3 5
amnynamu 3
PO3YVNHHUKOM
(i30TOHIYHMI PO3YMH
HaTpito xnopuay
0,9%) no 1 mny
KapTOHHiI kopobui
216. OPA®EH cycneHsig opanbHa 3 | 3AT "IHTENI JlntBa JIABOPATOPIO IcnaHis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn bes UA/12520/01/01
anenbCUHOBUM FEHEPWKC ANbOO-HOHIOH, wopno 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenma
cmakom, 100 mr/5 HOPO" C.J. BHECEHHS 3MiH 40 po3Ainy “MapkysanHa” MKA J13”:
mn; mo 200 mny 3anponoHoBaHo: MapkupoBka. B cooTBeTCTBUM C yTBEPXAEHHbBIM
dnakoHi; no 1 TEKCTOM MapknpoBKku. OHOBNEHHS TEKCTY MapKyBaHHS YMakoBKu
dnakoHy B nikapcbKkoro 3acoby 3 BHECEHHAM iHbopmalLii LLoAO 3a3HaYeHHS
KOMMMEKTi 3i OAVHULIL BUMIPIOBaHHS y cuctemi SI. BBeaeHHs 3miH npoTsarom 6-
wnpuuem- TN MicALiB Nicns 3aTBepOXKEHHS
[03aToOpoOM y
KapTOHHIN kopobui
217.| OPTANYTPAH PO34nH A4S iH EKUN, OpraHoH LLseviuapi Bupo6HuLTBO HimeuuunHa/ BHECEHHS 3MiH A0 peecTpauinHMx matepianis: 3miHu | Tuny - 3a UA/8192/01/01
® 0,5 mr/mn no 0,5 mn CeHtpan lct A Hepo3dacoBaHoi Hinepnanau AamiHicTpaTuBHiI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu peuernmom
y nonepeaHbo meX npogykuii Ta 3asiBHUKA (BNacHWKa peecTpaLiiHoro NocBigYeHHs1) - 3MiHa Ha3Bu
HanoBHEHOMY nepBuHHA Ta YTOYHeHHs agpecu 3asiBHUKa (BBedeHHs 3MiH NpoTarom 6-Tm
wnpwui; no 1 YyNakoBKa, MicsLiB nicnsi 3aTBEpOKEHHS)
LUNpWLy pa3om 3 KOHTPOMb AKOCTI:
FOfKO0 3 3aXUCHUM Bettep-®apma
KOBMaykoMm y ®epTuryHr MTMoX i
BigKpUTOMY Ko. KT,
NnacTUKoBOMy Himeuumnna;
NOTKY; No 5 NoTkiB y KoHTponb sikocTi:
KapTOHHiI kopobui Bettep-®apma
®epTuryHr MrmoX i
Ko. KT,
Himeuumnna;
BTopuHHa
yrnakoBka,
KOHTPOMb SKOCTI,
[03BiN Ha BUNYyCK
cepil:
H.B. OpraHoH,
Higepnangm
218.| OPUEPUH kancynu no 50 mr; Makneonc IHAis Makneoac IHAis BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHN 3a UA/6644/01/01
no 10 kancyny dapmacbloT dapmacbloTmkanc wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
GnicTepi; no 1 abo 3 nkanc Timiteq OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapcbKoro 3acoby 3
Gnictepu B Nimiten BHECEHHAM iHbopMaLii LLoAO 3a3HaYEHHS OOUHML BUMIPIOBAHHS
KapTOHHIN ynakoBLii y cucTeMi Sl. BHeceHHs 3MiH fo po3ainy «MapkyBaHHsi» MKA J13:
MponoHoBaHa pegakuis: MAPKYBAHHA 3rigHo 3atBepmkeHoro
TEKCTY MapKyBaHHsl. BBejeHHs 3MiH NpoTsArom 6-x micsuis nicns
3aTBEPOKEHHS
219, OTPUBIH crpe HasarnbHUi, CK LLisenuapi "CK KoHcblomep LLisenuapis BHECEHHS 3MiH 10 peecTpauiiHnx MaTtepianis: 3mMiHu | Tuny - 3MiHK be3 UA/13560/01/01
EKCTPA aososanuii no 10 mn | KoHcbtomep El Xenckep C.A. 3 AkocTi. [oToBUIA Nnikapcekuii 3acib. Cuctema peuyenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
y brnakoHi 3 Xenckep KOHTeNHep/3akynoptoBanbHuiA 3aci6. 3MiHa nocTavansHuka
[03Yy04M C.A. nakyBanbHuUX MaTepianis abo KOMNMEKTYHUMX (SIKLLO 3a3HaYeHo B
NPUCTPOEM; Mo 1 [ocbe) (3amiHa abo JogaBaHHsA nocTavaribHUKa)-BHECEHHS 3MiH
dnakoHy B fo p. 3.2.P.7 Cuctema KoHTenHep/3aKynoproBanbHWi 3aci6, a
KapTOHHIN nayui came: 3MiHa BUPOBHWYOI AiNbHUL, L0 BUKOHYE CTepunisaLiio
dnakoHiB Ansa npenapaTty (METOAOM OMNPOMIHIOBaHHS) 3 Synergy
Health Daniken AG Ha Synergy Health Marseille-SAS, France. Ak
Hacnifgok, Bigbynack 3miHa piBHiB onpomiHeHHsi. MeTon
OMpOMiHeHHs 3anumecs 6e3 3aMiH. 3anponoHoBaHo - Synergy
Health Marseille-SAS Site de Marcoule, Lieu dit Combe Bertrand,
RD 138, CHUSCLAN, 30200, France Irradiation levels: 15kGy
(min) — 28kGy (max)
220.| NAHAQON TabneTkn, BKpUTI makcoCwmit Benuka "makcoCmiTKnanH Ipnangis BHECEHHS 3MiH 4O peecTpauiiHMX MmaTepianis: 3MiHu | Tuny - 3MiHn bes UA/12531/01/01
EOBAHC NniBKOBOKO KnsaiH BpuTaHis OaHrapsaH wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeenenHs abo | peyenma
obonoHkoto, no 500 KoHcbtomep Nimiten 3MiHM J0 y3aranbHeHUX 4aHnx Npo cuctemy hapmakoHarnsgy
Mmr; no 12 TabneTok Xernckep (BBEAEHHS y3aranbHEHUX AaHUX MPO cucTemy dapmakoHarnsaay,
y 6nictepi; no 1 (FOK) 3MiHa YNOBHOBaXXEHOT 0COOW, BiANOBIAaNbHOI 3a 3AiIMCHEHHS
6nictepy B Tpengixr hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
KapTOHHIN kopobLi Tlimiteq ANs 3AiMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBaXXeHOI 0cO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
dapmakoHarnsgy (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI macTep-anna cuctemu papmakoHarnsagy) - 3miHa
YMOBHOBaXeHOi 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
cdapmakoHarnsg;: Lirova pegakuis — [p. CtiBeH Xo66uaxep / Dr.
Stephen Hobbiger, BSc; MponoHosaHa penakuis — [p. VeHc-
Ynbpix WrermanH / Dr. Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOi ocobu, BignoBigansHoi 3a
dapmakoHarnsa. 3miHa Homepy Ta MicLie3Haxo4XXeHHS MacTep-
channa
221, NAHTAMAK TabneTku, BKpUTI Makneonc IHAis Makneoac IHAis BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/17027/01/01
060onoHKoto, dapmacbioT dapmacbloTUkanc wono 6e3snekn/edeKTBHOCTI Ta hapmakoHarnagy - OHOBIIEHHS | peuernmom
KMLLKOBOPO34MHHi MO nkanc NimiTen TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
40 mr Ne 30 (10x3) y Nimiteq iHdopMaUii Woao 3a3HauYeHHsi OAMHWLL BUMIPIOBaHHSA Y CUCTEMI
Gnictepax Sl. BHeceHHs 3miH go po3giny «MapkyBaHHa» MKA J13:
3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepkeHoro TekcTy
MapKyBaHHs. BBegeHHs 3MiH NpoTAarom 6-Tu MicauiB nicns
3aTBEpKEHHSA
222 NAHTEHON niHa HalukipHa, 4,63 | TOB "BAYLU YkpaiHa Op. M'epxapa HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - be3 UA/4438/01/01
CNPEN r/100rno 130ry XENC" MaHH XeMm.-chapm. AamiHicTpaTuBHI 3MiHW. 3MiHa HaimeHyBaHHs Ta/abo agpecu peuenma

KOHTeWHepi nig
TUckoMm; no 1
KOHTeNHepy B
KapTOHHiI kopobLyi

Pabpuk MM6X

MiCLsi NPOBaKEHHS AiNbHOCTI BUPOOHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMYa4u AinbHULI BUNycky cepii abo micue
NpOBEAEHHS! KOHTPOIHO SIKOCTI. (QisNbHICTb, 3a SKy Bignosigae
BMPOGHWK/iIMNOpTEp, BKIOYa4M BUNYCK cepilt) HesHavHa 3miHa B
HaliMeHyBaHHi Ta agpeci BupobHuka M3 BHocUTbCS 3 METOO
npuBeAeHHs y BiANOBIAHICTb 40 MiLeH3ii Ha BUPOGHMLUTBO
3asBneHoi J1® y kpaiHi BupobHuka. BBeaeHHs 3MiH NpoTarom 6-Tu
MicsLiB micnsi 3aTBEpPOXEHHS.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
223.| MAHTONPA30 | Tabnetku TOB "TeBa Ykpaina Tesa Papma Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/16874/01/01
NI-TEBA racTPOPEe3nCTEHTHI Ykpaina" C.JLY. 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar BignosigHocTi | peuenmom
no40 mr;no7 €Bponecbkin dapmakonei/MoHorpadii. NMogaHHs HoBoro abo
TabneTok y bnictepi; OHOBIIEHOTO cepTudikaTa BiANoBiAHOCTI abo BUMyYEHHS
no 2 a6o 4 6nicrepn cepTudpikaTa BignosigHOCTi €Bponewichbkin dapmakonei: ana Adl;
B kopobuj; no 10 Ans BUXigHOro MaTepiany/peareHTy/npoMiXXHOro NpoayKTy, LU0
TabneTok y bnictepi; BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; AN AONOMIXKHOT peYoBUHN
no 3 6nictepu B (cepTudpikat BignosigHoCTI €EBponenchkin dapmakonei) - Hosui
kopobui; no 14 cepTudikaT Big HOBOro BUpobHuka (3amiHa abo [OMOBHEHHS)
TabneTok y bnictepi; (B.111.1. (a)- noaaHHsA HoBOrO cepTuUdikaTa Bi4NOBIAHOCTI
no 1 abo 2 6nictepu €sponevicbkin dapmakonei Ne R1-CEP 2008-323-Rev 01 ans
B kopobuj; no 15 niroyoi pevoBmHK Pantoprazole sodium sesquihydrate Big HoBoro
TabneTtok y 6nictepi; BmpobHrka SUN PHARMACEUTICAL INDUSTRIES LIMITED.
no 2 6nictepu B IHAiA B JONOBHEHHS A0 BXe 3aTBEpAKEHNX BUPOOHMKIB ADI
Kopobui Shouguang Fukang Pharmaceutical Co., Ltd, Kutain (CEP 2013-
350); Assia Chemical Industries Ltd., I3painb (CEP 2009-302);
MSN Laboratories Private Limited, IHgis (2010-060).
BBegeHHs 3MiH NpOTArom 6-x MicAUIB NiCNs 3aTBEPAYKEHHS.
224.| MAHTONPA30 | tabnetku TOB «TeBa Ykpaina TeBa Papma Icnanis BHECEHHS 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/16874/01/01
N-TEBA racTPOPE3nCTEHTHI YkpaiHa» C.JLY. 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar BignosigHocTi | peuenmom
no 40 mr, no 7 €BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs HoBoro abo
TabneTtok y 6nictepi; OHOBMEHOro cepTudikaTta BigNoBiAHOCTI abo BUMYYEHHS
no 2 abo 4 6nictepu cepTtudpikaTa BignoBigHOCTI €Bponewichbkin dapmakonei: ans Adl;
B kopobuj; no 10 Ans BUXigHOro MaTepiany/peareHTy/NpoMiXXHOro NpoaykKTy, Lo
Tabnetok y 6nictepi, BMKOPVCTOBYIOTBCS Y BUPOOHMUTBI APl; AN AONOMIXKHOI peqoBUHM
no 3 6nictepn B (cepTudpikaT BignosigHocTI €Bponencukin hapmakoner) -
Kopobui; no 14 OHoBneHW cepTudikaT Bif ye 3aTBepaKeHOro BUPoGHUKa -
TabneTtok y 6nictepi; NnoAaHHs OHOBMEHOro cepTudikara BiANOBIAHOCTI EBpONECHKiIN
no 1 abo 2 Gnictepu dapmakonei Ne R1-CEP 2009-302-Rev 01 (3aTtBepmkeHo: R1-
B kopobuj; no 15 CEP 2009-302-Rev 00) ans gitoyoi pevoBuHu Pantoprazole
Tabnetok y 6nictepi, sodium sesquihydrate Big Bxe 3aTBepxeHoro BMpobHuka Assia
no 2 6nictepu B Chemical Industries Ltd., Teva Tech site, I13painb. B pamkax
KopoobLi 3asBMneHol 3MiHM Biabynuck 3MiHM B agpeci BUpobHuka
npomixkHoro npoaykty Kekule Pharma Limited (3aTBepmkeHo: MIA,
Khazipally, Jinnaram Mandal, India-502319 Medak district,
Telangana; 3anponoHosaHo: MIA, Khazipally, Jinnaram Mandal,
India-502319 Sangareddy district, Telangana)
225.| MAPALETAMO | po3uuH ans iHdysin, €Bpo Benuka Ec.Ci. Indpomepn PymyHis BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/15371/01/01
1 €EBPO 10mr/mn no 50 mn TNandkep Bputanis ®nyiac C.P.J. wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnaay. BeegeHHs abo | peyenmom
abo 100 mny Iito 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmMakoHarnsgy

KOHTeWHepax; no 1
abo 12 KoHTelHepiB
Y KapTOHHIln kopobui

(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ONs 3AiMCHeHHs hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa BigMiHHa
Bil ynoBHOBaeHOi 0cobu, BignoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsaay (BKIOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-hanna cuctemm papmakoHarnsaay) - amiHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
chapmakoHarnsg.
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MponoHoBaHa peaakuis — benikosa CeitnaHa MuxanniBHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXeHOi ocobu, BianoBigansHoi 3a
tapmakoHarnag. 3miHa MicuesHaxomKeHHs MacTep-danna
cuctemn papmakoHarnagy. 3miHa micus 34iiCHEHHS OCHOBHOI
AiSNbHOCTI 3 dpapmakoHarnsgy
226. NEMETPEKCE KOHLeHTpaT 4ns MicTtpan AHrnia BupobHuLTBO, Yecbka BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/18044/01/01
O - BICTA NpUroTyBaHHs Kenitan nepBUHHE Pecnybnika/ | 3 skocTi. FoToBWI Nikapcbkuii 3aci6. 3miHn y BUpoOHUUTBI. 3amiHa | peuyenmom
conwT PO34MHY Ans MeHemxmeH nakyBaHHs, Icnanis/ abo BBeAEHHs1 4OAATKOBOI AiNbHULI BUPOBHMUTBA Anst YacTUHU
iHdpy3in no 25 mr/mm; T JlimiTeq KOHTPOMb AKOCTi: Bonrapia abo BCbOro BUPOBGHMYOro NpoLecy roToBOro fikapcbKoro 3acoby
no 4 mn (100 wmr) OHKOMEe[, (AiNbHUUS 4Ns BTOPUHHOTO NaKyBaHHS) - AO4ABaHHA AinbHuULU ANs
abo no 20 mn (500 MaHypaKTopiHr BTOPWHHOIO NakyBaHHs - CBYC ®apma a.c./SVUS Pharma a.s.,
Mmr), abo no 40 mn a.c., Yecbka agpeca Micusi NpoBamkeHHs disnbHocTi CMeToHOBO Habpesi
(1000 mr) y Pecny6bnika; 1238/20 a, Xpagek Kpanose, 500 02, Yexis/ Smetanovo nabrezi
dnakoHi; no 1 KoHTponb sikocTi, 1238/20a, Hradec Kralove, 500 02, Czechia
dnakoHy y BUNYCK cepii:
KapTOHHI kopoOui CiHTOH XicnaHis,
C.N., IcnaHis;
KoHTponb sKocCTi,
BWMNYCK Cepil:
CiHTOH c.p.0.,
Yecbka
Pecny6bnika;
BTopuHHe
nakyBaHHsi:
i |
dapmacbioTikanc
Ita, bonrapis;
KoHTponb sikocTi
(dpisnKo-ximMivHMR):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecny6bnika;
KOHTPOIb SKOCTI
(6ionoriyHui,
MikpobionoriyHmin):
ITECT nntoc,
C.p.o., Yecbka
Pecnybnika;
BTopuHHe
nakyBaHHs:
CBYC dapwma a.c.,
Yexis
227.| NEHTAKCUM® | nopoLuok CaHodi PpaHuis CaHodi MNacTep, ®paHuis/ BHECEHHS 3MiH IO peecTpaLiiHix maTepianis: 3miHu |l Tuny - 3a UA/13010/01/01
BAKUWHA OANA | Haemophilus MacTep ®paHuis (noBHUIA ITanis/ 3MiHu 3 sikocTi. A®l. BupobHuLTBO. 3MiHM B NpoLeci BUpOOHULITBA | peyenmom
NPO®INAKTUK | influenzae Tuny b Ta LMKnN YropuimHa A®| (3miHa cTOCYeTbCA aKTMBHOI PEYOBUHM
N ONOTEPII, cycneHsia ans BUPOOHMLTBA, BionoriYyHoro/iMyHONoriYHOro NOXOAXKeHHst abo BUKOPUCTAHHS
NMPABLUA, iH’ekuin (0,5 mn) no 3anoBHEHHA Ta ximiyHux APl y BUpoBHMUTBI Nikapcbkoro 3acoby
KALLITHOKY 1 cpnakoHy 3 niodpinizauis 6ionoriYyHOro/iMyHOMNOrYHOrO MOXOAXKEHHS, Sika MOXe MaTh
(ALENKONAPH nopoLukom Ta 1 (dbnakoHm), 3HaYHU BNIMB Ha SKICTb, 6e3neky Ta e(peKTVBHICTb NiKapCbKoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nm nonepegHbLo BTOPUHHE 3acoby, i He CTOCY€eTbCS MPOTOKOMY) - ONTUMI3aList BUPOBHUYOro
KOMMNOHEHT), | 3anoBHeHoMy nakyBaHHs, npoLecy Ha cTagil OuMLLEHHS NPaBLIEBOro aHaTokeuHy (Active
noniomieniTy | wnpwuuy (0,5 mn) 3 KOHTPOSb SIKOCTI, substance purified tetanus toxoid) 3 BHeECEHHSAM PiBHS KPUTUYHOCTI
IHAKTUBOBAH | npukpinneHoto BUMYCK cepil); BMPOBHMYMX NapameTpiB BiANOBIAHO aHani3y KPUTUYHOCTI
ATA ronkoto (abo 2 CAHO®I C.INMA, npouecy. OHoBneHHs po3ainis CTD 3 meToto rapmoHisaii
BAKUMWHA ONA | okpemumu ronkamm), ITanis iHcpopmaii 6e3 3miH y BUpobHuyin npaktuui. TepMiH BBEAEHHS
MPO®IIAKTUK | wo mictutb (3anoBHeHHs1 Ta 3MiH - nuneHb 2021
M IHOEKLIW, cycneHsito ansi niodinizauis
CMPUYMHEHWN | iH'ekuin, B kapTOHHIN (dbnakoHwn));
X kopobuj; no 1 CaHodi-ABeHTic
HAEMOPHILUS | cnakoHy 3 Mpawsit Ko. I174.,
TUNy B nopoLukom Ta 1 MnaTtdpopma
KOH’IOTOBAH nonepeaHLo noricTvkv Ta
A, 3arnoBHEHOMY AncTpubyii y m.
AOCOPBOBAH | wnpuuy (0,5 mn) 3 BynanewT,
A MPUKPINMEHO YropwuHa
ronkoto (abo 2 (BTOpUHHE
OKpPEMVMWU rofnkamu), nakyBaHHs, BUMyCK
Lo MICTUTb cepii)
CyCneHsito ansi
iH'ekuin, B
CTaHgapTHO-
€KCMopTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobui (3
iHCTpyKUieto Ans
MeAUYHOro
3aCTOCYBaHHS)
228, NEHTACE[ Tabnetku, no 10 TOB YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/5787/01/01
Tabnetok y 6nictepi; | "XapkiBcbke obmexeHo AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
no 1 6nictepy y hapmaneBT BiAMOBIAANbLHICTIO MiCLiAl NPOBaXXEHHS QiANbHOCTI BUpOBHMKa/iMnopTepa rotoBoro
KOpOoO6Li 3 KapTOHY U4He “XapkiBcbke nikapcbkoro 3acoby, BKMYa4u AinbHuULUI BUNycky cepii abo micue
nignpuemcTs dapmaueBTU4He npoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
0 "3popoB'sa nianpYeEMCTBO BMPOGHMK/iMNOpTEp, BKIOYaK4M BUMYCK CEPilt) - 3MiHa
Hapoay" “3popor’s HallMeHyBaHHS Ta agpecy BupobHuka 113, 6e3 3amiHn micus
Hapogy” BMPOGHMLUTBA. 3MiHM BHeCeHi B po3ainu "BupobHuk" Ta
"MicuesHaxonXeHHs BUpobHuKa Ta noro agpeca micus
NPOBaXeHHS QifnbHOCTI" B iHCTPYKLi0 AN MeguyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby, ik HAaCMiAoK - BiANOBIAHI 3MiHM
Y TEKCTi MapKyBaHHS ynakoBKu Nnikapcbkoro 3acoby. BeegeHHs
3MiH NpoTArom 3-X MicAUiB Nicnsi 3aTBEPOXEHHS.
229, NEHTACEL Tabnetkw, in bulk: no TOB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - - UA/14529/01/01
1000 a6bo 5000 "XapkiBCbke obmexeHo AamiHicTpaTuBHiI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
TabneTok y naketax dapmauesT BiAnoBiganbHicTio MicLS NpOBadXXEHHS QisiNbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nonieTUNeHoBux N4yHe “XapkiBcbke nikapcbkoro 3acoby, BKIoYaum AinbHWLI BUNycKy cepii abo micue
nignpuemcTs dapmaLleBTUYHe npoBefeHHS KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
0 "3nopoB's nignprueMcTBo BMPOGHMK/iIMNOpTEp, BKIOYaKYX BUMYCK CEPIlt) - 3MiHa
Hapogy" “3popoB’s HallMeHyBaHHA Ta agpecy BupobHuka 113, 6e3 3miHn micua
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Hapoay”

BMPOOHMLUTBA. BignoBiaHi 3MiHW y TEKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BeBeaeHHs 3MiH npoTaroM 3-x MicsuiB nicns
3aTBEPAKEHHS.

230.

NEHTACEQ

Tabnetkun no 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KOpOOGLi 3 KapTOHY

TOB
"XapkiBcbke
tapmaueBT

N4He
nianpuemcTs
0 "3popoB's

Hapoay"

Ykpaina

ToBapucTso 3
obmMexeHo
BigNoOBiganbHICTHO
“XapkiBCbke
(hapmaLeBTNYHE
nianpuemMcTBo
“3gopoB’s
Hapoay”

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn
3 akocTi. CepTudikaT BignosigHocTi/ME-cepTngikaT BiANoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMYyYeHHS!
cepTuddikaTta BignoBigHoCTi €Bponeinchkin dapmakonei: gna AdI;
Ans BUXiZHOro mMaTepiany/peareHTy/npoMiXXHOro NpoaykKTy, L0
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; AN AONOMIXKHOT peYoBUHN
(cepTudpikat BignosigHoOCTI €Bponericekin apmakonei) - Hosui
cepTudikaT Big HOBOro BUpoOHMKa (3aMiHa abo JOMNOBHEHHS) -
BeeaeHHs Hosoro Bupo6Huka API Koaeiny docdaTty remirigpaty
ALCALIBER S.A.U., Spain i3 HagaHHsam CepTudikarta
BignosigHocTi €Bponevickkin hapmakonei R1-CEP 2001-090-Rev
06 gopaTkoBO A0 3aTBepmKeHoro BupobHunka ALKALOIDA
Chemical Company Zrt., Hungary, Saneca Pharmaceuticals, a.s.,
Slovac Republic, Macfarlan Smith Limited (Edinburgh), Benuka
BpuTaHis, sk Hacnigok amiHu y cneundikauii Ta metogax
KOHTponto A®| 3a NOKasHMKOM «3anuLLKOBI KiNTbKOCTi OpraHivyHmX
PO34YMHHUKIBY»; 3MiHM | TUNY - 3MiHM 3 sikocTi. CepTudpikar
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTi €EBponenchkin
dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
cepTudpikaTa BignosigHocTi abo BUNyYeHHst cepTudikaTa
BignoBigHOCTI €Bponeiickkin hapmakonei: ans A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMLTBI APl; Ans 4ONOMiIXKHOI peqoBUHM
(cepTudpikat BignosigHoCTI €Bponericekin apmakonei) - Hosui
cepTudikar Big HOBOro BUpobHMKa (3amiHa abo JONOBHEHHS) -
noaaHHs Hosoro CEP Ne RO-CEP 2016-295-Rev 02 ansa Adl
KoAeiHy cdocdpaTy remirigpaTy Big HOBoro BMpobHuka Macfarlan
Smith Limited, Cnonyyere KoponiscTtso (AinbHMUS Annan) go Bxe
3aTtBepgkeHoro Macfarlan Smith Limited, CnonyyeHe KoponisctBo
(minbHUus Edinburg), Saneca Pharmaceuticals, a.s., Slovac
Republic, sk Hacnigok 3miHn y cneumdikauii Ta MeTogax KOHTPOIo
A®I| 3a nokasHMKOM «3anuLLKOBi KiNbKOCTi OpraHivyHmX
PO3YUHHUKIBY

3a
peuerimom

UA/5787/01/01

231.

NEHTACEQ

Tabnetku in bulk: no
1000 a6o 5000
TabneTok y naketax
nonieTuneHoBmx

TOB
"XapkiBCbke
hapmaneBT

nyHe
nignpuemcTs
0 "3popoB's

Hapoay"

YkpaiHa

ToBapucTBO 3
obmexeHoto
BiANOBiganbHICTIO
“XapkiBCbke
dapmaLeBTU4He
nianpveMcTBO
“3popoB’s
Hapoay”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
cepTudikaTa BignosigHocTi €Bponeiickkin dapmakonei: ans Adl;
Ans BUXiZHOro MaTepiany/peareHTy/MpoMiXXHOro NpoaykKTy, LU0
BUKOPVCTOBYIOTBECS Y BUPOOHMUTBI APl; AN 4ONOMiIXKHOI peqoBUHM
(cepTudpikat BignosigHocTI €EBponerichkint dhapmakonei) - Hosui
cepTudikaT Big HOBOro BUpoOHWMKa (3amiHa abo JOMNOBHEHHS) -
BBepneHHs HoBoro BupobHuka APl KogeiHy docdaty remirigpaty
ALCALIBER S.A.U., Spain i3 HagaHHsm CepTudikaTa
BignoBigHocTi €Bponeinceki papmakonei R1-CEP 2001-090-Rev

UA/14529/01/01
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06 popaTkoBO [0 3aTBepmxeHoro BupobHuka ALKALOIDA
Chemical Company Zrt., Hungary, Saneca Pharmaceuticals, a.s.,
Slovac Republic, Macfarlan Smith Limited (Edinburgh), Benvka
BpuTaHis, sk Hacnigok amiHn y cneundikauii Ta metogax
KOHTponto A®| 3a NOKa3HMKOM «3anuLLKOBI KibKOCTi OpraHivyHmX
PO3YMHHUKIBY»; 3MiHM | TUNY - 3MiHM 3 sikocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTi €Bponenchbkin
hapmakonei/moHorpadii. NMogaHHsS HoBoro abo OHOBNEHOIO
cepTudikaTa BignosigHocTi abo BUNyYeHHst cepTudikaTa
BiANoBigHOCTI €Bponencekivi hapmakonei: Ans API; Ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI peqyoBUHU
(cepTudpikat BignosigHoOCTI €Bponericekin apmakonei) - Hosui
cepTugikar Big HOBOro BUpobHMKa (3amiHa abo JOMOBHEHHS) -
nogaHHs Hosoro CEP Ne RO-CEP 2016-295-Rev 02 ansa Adl
KoaeiHy docdarty remirigparty Bia HoBoro BupobHvka Macfarlan
Smith Limited, Cnonyyere KoponiscTtso (AinbHWUSA Annan) Jo Bxe
3aTtBepgkeHoro Macfarlan Smith Limited, CnonyyeHe KoponisctBo
(minbHUus Edinburg), Saneca Pharmaceuticals, a.s., Slovac
Republic, sk Hacnigok 3miHn y cneumdikauii Ta MeTogax KOHTPOIo
A®| 3a nokasHMKOM «3anuLKOBI KifbKOCTi opraHi4HmX
PO34YUHHUKIBY

232.

NIOPAr®
BAKTEPIO®AI
NONIBANEHTH
717

posumH; no 10 mny
CKISAHOMY (PNAKOHI;
no 1 dnakoHy y
KOMMMEKTi 3
KPWLLIKOIO-
KpanenbHuueo abo
6e3 KpULKn-
KpanenbHuLij, B
iHouBigyansHoMy
nakyBaHHs B nayuj 3
KapToHy; no 10 My
CKNSAHOMY (priaKoHi;
no 4 dnakoHu B
KOHTYPHI
YapyHKOBIN
ynakosLi; no 1
KOHTYPHI
YapyHKOBIl ynakoBsLi
y KOMMMeKTi 3
KpULLKaMK-
KpanenbH1usaMu abo
6e3 KpULOoK-
KpanenbHuLb, B
iHomBigyansHoMy
naKkyBaHHs B nayli 3
KapToHy; no 20 mn 'y
CKINSIHOMY (pr1aKOHi;

HEO
MNPOBIO
KEAP IHK.

Kanapa

TOB "®APMEKC
FPYI", Ykpaina

ana HEO NPOBIO

KEAP IHK,,

Kanapa (Bci cTagii

BUPOOHMLTBA;
BUMYCK cepii);
TOBAPUCTBO 3
OBMEXXEHOI
BIANOBIOANBHI
CTIO
«HEOMNPOBIOKE
AP-YKPATHA»,
YkpaiHa (Bunyck
cepii)

Kanapa/
YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHun | Tuny - 3MiHK
3 skocTi. MeanyHi npucTpoi (iHWi 3MiHK) - BBEOEHHSI
anbTepHaTVBHUX HAacagoK-po3nuoBaYiB TuMiB Snap on H# ta
Snap on L# ansa nakyBaHHs no 20 mn y donakoHi

3a
peuerimom

UA/15974/01/01
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no 1 nakoHy y
KOMMMEKTi 3
HacagKoto-
posnuntoBayem abo
6e3 Hacagku-
posnunioBava B
iHauBigyanbHomy
nakyBaHHi B nayui 3
KapToHy; no 20 mn y
CKNSAHOMY (praKoHi;
no 4 cnakoHu B
KOHTYPHI
YapyHKOBIN
ynakosLi; no 1
KOHTYPHI
YapyHKOBIN ynakoBLi
Y KOMMMeKTi 3
HacagKoto-
posnuntoBayem abo
6e3 Hacaaku-
poanunioBava B
iHauBigyansHomy
nakyBaHHi B nauuj 3
KapToHy; no 50 mny
CKNSAHOMY (praKoHi;
no 1 cnakoHy B
nayui 3 KApToHy

233.

NPEOHI3ONOH
-OAPHUUA

PO34MH ANis iH'EKLIN,
30 mr/mn, no 1 mn B
amnyni; no 3 abo no
5 amnyn y KOHTYpHin
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapYHKOBIN ynakoBLi
B nayui

MpAT
"®apmaueBT
nyHa cipma

"NapHuug"

Ykpaina

MpAT
"®apmaueBTUYHa
cipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX MmaTepianis: 3MiHu | Tuny - 3MiHu
3 gkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax cneumdikauiv
Ta/abo AoNyCTUMUX MeX, BU3HAYeHUX Yy cneundikauisix Ha AdI,
abo BMXiAHWN/MPOMDKHWIM NpoAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCA Y npoueci BUpobHunutea APl (iHwi 3mMiHn) -
3MiHM oo cneuudikauii Ta metogis koHTponto APl «3anuLkosi
KINbKOCTi OpraHiYHMX PO34YMHHUKIBY, WO 0ByMOBMEHi BBEAEHHAM
HOBOro BMpo6GHuKa AdI.

CynyTHS 3MiHa
- 3miHu 3 gkocTi. A®I. KoHTpone A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BMXigHOrO maTtepiany/npoMiXXHOro
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECi
BMpobHMUTBa ADI (iHLWi 3MiHK Yy MeTodax BUNPOBYBaHHS
(Bkntoyatoun 3amiHy abo gonosHeHHs) APl abo
BWXiZHOrO/NPOMIXKHOrO NMPOAYKTY) - 3MiHM | TURy - 3MiHK 3 AKOCTI.
A®I|. CtabinbHicTb. 3miHa nepiogy NOBTOPHMX
BunpobyBaHb/nepioay 30epiraHHs abo ymoB 36epiraHHsa ADI (3a
BiCYTHOCTi y 3aTBEpXXeHOMY JOCbE cepTudikaTa BiANoBIAHOCTI
€Bponelicbkini hapmakonei, Lo BKIoYae nepio NoBTOPHOro
BMNPOOYBaHHS) (iHLWi 3MiHW) - 3aTBEpOXeHi po3ainu, «YMoBu
36epiraHHs» Ta « TepMiH NEPEKOHTPONOY, JOMOBHEHI
iHdbopMalLlieto 3rigHO 3anpPONOHOBAHOI AiNbHUL.

3a
peuernmom

UA/2587/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

3miHu |l Tuny - 3milm 3 sikocTi. A®I. BupobHuuTBo. 3MiHa
BMPOOHWMKa BUXiQHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy, Wwo
BMKOPVCTOBYIOTbCS Y BUpobHuyomMy npoueci API, abo amiHa
BUPOGHMKa (BKIOYaKUn, Ae HeObXigHO, MicLe NpoBEAEHHS
KOHTponto sikocTi) ADI (3a BiACyTHOCTI cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y 3aTBepaKeHOMY [0ChE)(BBEAEHHS
HOBOro BUpobHMKa APl 3 HagaHHsSM macTep-chaiina Ha Adl) -
BBEAEHHS HOBOro BUpobHMKa AD| npeaHi3onoHy HaTpito doccarty,
Symbiotica Speciality Ingredients Sdn., Bhd., Malaysia 3
HagaHHsAM macTep-danna Ha Al o Bxe 3aTBepAKEHOro
Bupo6Huka Crystal Pharma S.A.U., IcnaHis.

234.

NPOrMHOPM
OBO

Kancymnum m sk no
100 mr; no 15
Kancyn y 6nicrepi no
2 6nictepu y nayui

3AT
"®apmnira

JlntoBCcbka
Pecny6bnik
a

JIABOPATOPIOC
JIEOH ®APMA,
CA.

Icnanis

BHECEHHS 3MiH A0 peecTpauinHnux matepianis: 3miHu | Tuny -
agMiHiCTpaTuBHI 3MiHW. BunyyeHHst BUpobHWYOI AinbHuLI
(BKkntovaroum ginbHuui ans A®I, npomikHoro npogykty abo
roToBOro fikapCbKoro 3acoby, AinbHWLi ANA NPoBeAEeHHS
nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOro 3a BUMYyCK Cepin, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo nocTavanbHUKa BUXIAHOTO
matepiany, peareHTy abo JONOMIKHOT pEYOBUHM (SIKLLO 3a3HaYeHO
Y AOCBE) - BUIY4YEHHS BUPOOHMYOI AinbHuLi Ana AD| y 38’a3ky 3
TUM, LLO BUPOOHUK HE BUKOPUCTOBYE Ajit04y PEYOBUHY
BupobHuuTea F.I.S. FABBRICA ITALIANA SINTETICI S.p.A,,
ITanis. NMponoHoBaHa pepakuia: Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutancbka HapogHa Pecny6nika

3a
peuernmom

UA/15255/01/01

235.

NPOrMHOPM
OBO

Kancymnu m sk no
200 mr; no 15
Kancyn y 6nictepi no
2 6nictepu y nauui

3AT
"®apmnira

JlntoBcbka
Pecny6bnik
a

JNNIABOPATOPIOC
JIEOH ®APMA,
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
agMiHiCTpaTuBHI 3MiHW. BunyyeHHst BUpoGHMYOI AinbHALI
(Bkntovaroum ainbHuui ans A®l, npomixkHoro npogykTy abo
roToBOrO fikapCbKoro 3acoby, AinbHuLi ANa NpoBeAeHHs
nakyBaHHsi, BUpOOHWMKa, BiANOBiAAnNbHOro 3a BUMYyCK Cepin, MicLe
npoBeeHHS KOHTPOTH cepii) abo nocTavanbHUKa BUXIAHOTO
matepiany, peareHTy abo JONOMIKHOT pEYOBUHM (SIKLLO 3a3HAYEHO
Y AOCBE) - BUNYYEHHSA BUPOOHMYOT AinbHULi Ana AD| y 3B’a3ky 3
TUM, WO BUPOBHMK HE BUKOPUCTOBYE [iloMy PEHOBUHY
Bupo6HuuTBa F.1.S. FABBRICA ITALIANA SINTETICI S.p.A,,
ITanisa. NMponoHoBaHa pepakuia: Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutancbka HapogHa Pecny6nika

3a
peuernmom

UA/15255/01/02

236.

NPONOTEKC

PO34MH ANA iH eKUin
25mr/mnno 1 mny
cdnakoHi; no 7
rakoHiB B
KapTOHHiI kopobLyi

IBCA
IHCcTUTYT
Bioximik C.A.

Lsewuapi
a

IBCA IHcTUTYT
Bioximik CA,
LLisevuapis

(Bunyck cepii );

IBCA IHcTUTYT
Bioximik CA,
LLisevuapis

(BPOGHULTBO

roToBOro
nikapcbkoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs1)

LLisevinapis

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHK | TURy - 3MiHK
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo
3MiHM 0 y3aranbHeHUX AaHuX Npo cuctemy dapMakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chapmMakoHarnsay,
3MiHa YNoBHOBaXeHOi 0cobu, BianoBiaanbHOI 3a 3a4iMCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bif] yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKoYar4m KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-hanna cuctemm papmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BigNOBIiAANbHOI 3@ 3AINCHEHHS
apmakoHarnsigy: MNponoHoBaHa peaakuin: Chiara Godina. 3miHa
KOHTaKTHMX JaHNX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BifNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsgy. 3miHa

3a
peuernmom

UA/14719/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KOHTaKTHOT 0CObM YNOBHOBaXEHOi 0COOM 3asiBHYIKA,
BigNoBiganbHoI 3a 34iCcHEHHS hapMakoHarnsgy B YKpaiHi:
MponoHoBaHa peaakuis: CowHikoa Anna MeTtpiBHa. 3MiHa
KOHTaKTHMX JaHNX KOHTAKTHOI 0COGM YNOBHOBaXXeHOT 0cobu
3asBHMKA, BiANOBIAANbHOI 3a 3AIMCHEHHSA hapmakoHarnsgy B
YKpaiHi
237.| NPOMELON- PO34MH ANS iH'eKLN, TOB Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/5157/01/01
3H 20 mr/mn, no 1 mn B "XapkiBcbke obmMexeHo AamiHicTpaTuBHiI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
amnyni; no 5 amnyn tapmaueBT BigNoOBiganbHICTHO MicLsi NpOBaKEHHS AisnbHOCTI BUPOOHWMKa/imnopTepa roToBoro
y 6nictepi; no 1 abo nyHe "XapkiBCbke nikapcbkoro 3acoby, BKMoYarum AinbHuLi BUNycKy cepii abo micue
2, abo 20 brnicTepis nignpuemcTs dapmaueBTU4He NpoBeAEHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
y Kopobui o "3pgopos's nignpMeMcTBO BMPOGHMK/iMNOpTEp, BKIOYaKYX BUMYCK CEPIlt) - 3MiHa
Hapogy" "3nopos.'sa HalMeHyBaHHA Ta agpecy MicLsi MPOBafKEHHS AifNbHOCTI
Hapoay" BUpobHuka 13, 6e3 3MiHu micusa BUpobHMLTBA. 3MiHN BHECEHI Y
po3ainu "BupobHuk" Ta "MicuesHaxomkeHHs1 BUpOGHMKa Ta Noro
agpeca Micus NPOBaMKEHHS AiSNbHOCTI" B iIHCTPYKLitO Anst
MEeAMNYHOro 3aCTOCYBaHHS Ta K HACMIAOK - BiAMOBIAHI 3MiHW Y
TEKCTi MapKyBaHHS1 yNnakoBKW fikapcbkoro 3acoby. BBeaeHHs1 3miH
npoTArom 6-T1 MicsAUIB Nicnsa 3aTBEpPXKEHHS
238.| MPOMNEC® PO34UH Ans iH'EKLiN, TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/3647/01/01
no 2 mn B amnyni; wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHn) - | peuenmom
no 10 amnyn y 3MiHM BHECEHi B TEKCT MapKyBaHHS1 YMaKOBKW MikapCbKoro 3acoby
Kopobui 3 LLoAOo 3a3HavYeHHs OAMHWLE BUMIpIOBaHHSA Y cuctemi Sl.
noniMepHoo
YapyHKOBOIO
BKIaJKo0
239.| MPOCMNAH® Kpanni, 20 mr/mn no Exrenbrapg | HimewunH Exrensrapg HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHK bes UA/0672/04/01
KPAMMI BIA 20 abo no 50, abo ApuHaimiTT a ApuHanmiTTenb wono 6esnekn/edekTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenma
KALLITHO no 100 mny enb M'v6X & 'vm6X & Ko. KI" TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSM
dnakoHi 3 Npobkoto Ko.KI iHdopMaUii Woao 3a3HauYeHHsi OAMHMLL BUMIPIOBaHHSA Y CUCTEMI
KpanenbHuueto; no 1 SI
drakoHy B
KapTOHHIN kopobui
240.| NPOCMNAH® nacTunkvm ans Enrensrapa HimeyuuH Bongep Himeyuunna BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3MiHK bes UA/0672/05/01
NACTUNKK PO3CMOKTYBaHHS MO ApuHanmitt a ApuHanmittens woao 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnsay - OHOBIEHHS! peuenma
ansa 26 mr, no 10 enb M'v6X & 'vm6X & Ko. KT, TEKCTY MapKyBaHHS yakoBKW NikapCbKoro 3acoby 3 BHECEHHAM
PO3CMOKTYB nacTunok y énicrepi; Ko.KI Himeyuunna iHpopmaUii Woao 3a3HauYeHHA OAVHMLE BUMIPIOBaHHSA Y CUCTEMI
AHHA BIA no 2 6nictepu B (BUPOBHUMK in Sl
KALLITIO KapTOHHiIl kopobui bulk); EHrensrapg
ApuHanmittens
'v6X & Ko. KT,
HimevuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUMyCK
cepii)
241, NMPOCMNAH® PO34MH OparnbHUi, Exrenbrapg | HimewunH EHrenbrapg HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK be3 UA/0672/03/01
PO34uH BIA 35 mr/5 mn no 5 mn ApuHaimMITT a ApuHanmiTTenNb wopno 6esnekn/edekTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenma
KALLJO PO34MHY OparibHOro enb M'v6X & 'mbX & Ko. KI TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
y CTuKy; no 21 abo Ko.KI" iHpopmaLlii LoAo 3a3HaYEHHSA OAVHMLE BUMIPIOBAHHSA Y CUCTEMI
30 cTukiB y Sl
KapTOHHIl kopobui
242.| NPOCNAH® cupon no 100 mn, EHrenbrapg HimeyumH BUPOGHMLTBO, HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn bes UA/0672/02/01
cupon Bifg 200 mn y dnakoHi; ApuHanmitt a nakyBaHHs, wozao 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnsay - OHOBIEHHS! peuernma
KALLITHO no 1 donakoHy enb Mv6X & KOHTPOMb SIKOCTI, TEKCTY MapKyBaHHS yakoBKW NikapCbKoro 3acoby 3 BHECEHHAM
pasom 3 MipHo Ko.KI BUNYCK cepii: iHbopmaUii Woao 3a3HauYeHHs OAMHWLE BUMIPIOBAHHS Y CUCTEMI
YaLLKOI B KapTOHHIW Enrensrapg S
KopobLi ApuHanmiTTeNb
M6X & Ko.KT,
Himeyumha;
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs: Mepy,
dapma 'M6X i Ko.
KraA, HimeyunHa;
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHsI:
NixTeHxenbar
m6X
dapmaveBTUYHa
habpwuka,
HimeyvymHa
243, NMPOCTAME[ Tabnetku no 60, abo | [Mdp. Nyctas HimeuunH | [Op. Myctas KnsinH HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK bes UA/6931/01/01
no 120, a6o no 200 Knsinn MmeX a 'vm6X & Ko. KI" wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenma
Tabnetok y Tyb6i; no & Ko. KI 3amiHa posginy “I'padiyHe 306paxeHHs ynakoBKku™ Ha po3gin
1 Ty6i B KApTOHHiIW “MapkyBaHHsa” B MKA N13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
KopooLi 3aTBEPKEHOrO TEKCTY MapKyBaHHS
3MiHM BHECEHi B TEKCT MapKyBaHHS1 YMaKOBKW MikapCbKoro 3acoby
LLOA0 3a3HaYeHHSI MiXKHapOAHWUX NO3HaYeHb OANHULIb
BUMIpPIOBAHHS
244.| MPOCTAMINAH kancynu no 320 wmr; Op. Binbmap | HimewunH [Op. Binbmap Himeuunna BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK bes UA/4372/01/02
T no 10 kancyn y LLisabe a LLisabe MmbX i Ko. wopao 6esnekun/edeKkTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHwm) - peuenma
6nictepi; no 3 M6X i Ko. Kr 3amiHa po3ainy «lpadiuHe 306paxkeHHs1 ynakoBKu» Ha po3ain
6nictepu B KIr «MapkyBaHHa» MKA N3. 3anponoHosaHo: MAPKYBAHHA 3rigHo
KapTOHHiI kopobui 3aTBEPKEHOrO TEKCTY MapKyBaHHS.
3MiHV BHeCeHi B TEKCT MapKyBaHHS YNaKoBKW NikapcbKoro 3acoby
LLIOA0 3a3HaYEeHHs1 OAMHUL BUMIPIOBAHHS y cuctemi Sl
245, NPOTAPIron NopOoLLOK Ans TOB "UcTok- YkpaiHa BUPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3MiHu | Tuny - 3MiHu be3 UA/15042/01/02
BEBI® PO34mMHY Ans Mnroc" nepBuUHHE Ta 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenma
iHTpaHa3anbHoro BTOPUHHE nikapcbkoro 3acoby. 3miHa y MeToaax BUNpobyBaHHS rOTOBOrO
3acToCyBaHHS No nakyBaHHs1, nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepApKeHUX MeToaax

0,11 1 dnakoH 3
NOPOLLIKOM Y
KOMMNEKTI 3

KOHTPOMb SKOCTi,
BiAnoBiganbHUN
3a BMNYCK cepil:

BMNPODOYBaHHS) - BHECEHHS 3MiH 0 anbTepHaTMBHOrO MeToAyY
BunpobysaHHs 13 MPOTAPTOJ1 BEBI® (ans nopoluky) 3a
nokasHukom «KinbkicHe BU3HaYeHHs», Y 3B’s13Ky 3 pO3paxyHKOM
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
po34nHH1Kom no 10 TOB "UcTok- BMICTy cpibna y npenapari y nepepaxyHKy Ha CyxXy pe4oBuHy, Yy
mn (Boga Ans Mmroc" YkpaiHa; opmyIny po3paxyHKy AOAAHO MOKa3HWK «BTpaTa B Maci npu
iH'eKuUin) B BMPOBHMK BUCYLLYBaHHi», y METOAUKY AOAAHO ONWUC BU3HAYEHHSA BTPaTu B
0O[1HOJ030BOMY PO3YMHHMKA: Maci Mpy BMCYLLYBaHHI; Ha3Ba peakTuBIB NpMBeAeHa y
KOHTEWHepi 3 BUPOGHMLTBO, BignoBigHicTb Ao AdY.
KPWLLIKOO- nepBuHHE
KpanenbHULe y nakyBaHHs,
KOpOOGLi 3 KapTOHY MapKyBaHHS,
KOHTPOMb AKOCTI:
TOB "lOpis-
Papm", YkpaiHa
246. NPOTAPIron® NOPOLLIOK A51s TOB "UcTtok- YkpaiHa BUPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 6es UA/15042/01/01
pOo34nHy AnA Mrroc” nepBuHHe Ta 3 gKocTi. FoToBUI Nikapcbkuii 3aci6. KoHTpornb rotoBoro peuenma
iHTpaHa3arnbHoro BTOPUHHE nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS1 rOTOBOTrO
3aCcTOCyBaHHSA No nakyBaHHs, nikapcbkoro 3acoby (He3HayHa 3miHa y 3aTBepA)KeHUX MeToaax
0,2 r 1 drakoH 3 KOHTPOMb SKOCTI, BMNPOOYBaHHS) - BHECEHHS 3MiH O anbTepHaTMBHOIO MeToay
NOPOLLIKOM Y BiAMNoBiAanbHUA BunpobysaHHs 113 MpoTtapron® (Ans NOpoLUKy) 3a NOKa3HUKOM
KOMMIEKTi 3 3a BMNYCK cepil: «KinbkicHe BU3HaYEHHS», ¥ 3B’A3KYy 3 pO3paxyHKOM BMICTy cpibna y
po34ynHHuMKkom no 10 TOB "UcTok- npenapari y nepepaxyHKy Ha CyXy pe4oBuHy, y hopmyny
M (Boga Ans Mnoc”, Ykpaina; pO3paxyHKy 40AAHO NMOKa3HWK «BTpaTa B Maci Npu BUCYLLYBaHHI»,
iH'ekuUin) B Bupo6Humk y MeToauKy 4OAaHO ONUC BU3HAYeHHS BTpaTu B Maci npu
O[lHOJ030BOMY PO3YMHHMKA: BVCYLLYBaHHIi; Ha3Ba peaKkTuBiB NpuBeAeHa y BiANoBiAHICTb A0
KOHTEWHepi 3 BUPOBHMLTBO, 0ooy.
KPWLLIKOIO- nepBuHHE
KpanenbHuLe y nakyBaHHs,
KopobLi 3 kKapToHy; 1 MapKyBaHHS,
NakoH 3 MOPOLLKOM KOHTPOMb AKOCTi:
y KOMMMeKTi 3 TOB "lOpis-
po34nHHuMkoMm no 10 Papm", YkpaiHa
Mn (Boga ans
iH'exuin) B
0HOA030BOMY
KOHTeWHepi 3
HasanbHUM
posnunioBayem y
KopoOLi 3 KapTOHY
247.| MPOTE®NA3IA | pigkuii ekcTpakT ToBapwucTtBo Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/16415/01/01
(cybcTaHuis) B 3 obmexeHo AamiHicTpaTvBHi 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu
€MHOCTAX abo obmexeHo BignoBiganbHiCcTIO MiCLiS NPOBaXXEHHS OisiNbHOCTI BUPOOHUMKa (BKMOYaoum, 3a
KaHicTpax ans Bignosigans "HaykoBo- HeobXiAHOCTI, MicLile NPOBeAEHHS KOHTPOIO SKOCTi), abo BnacHuka
dapmaLeBTU4HOro HiCTIO BUPOOHMYa MacTep-canna Ha AP, abo noctadanbHuka APl/BuxigHoro
3acToCyBaHHs "HaykoBo- KOMnaHis MaTepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY, LLO 3aCTOCOBYHOTLCS Y
BMPOGHMYa "Exocapm” BMPOGHMLTBI API (SKLLO 3a3Ha4eHO Yy [OCkE Ha MNiKapCbKui 3acif)
KOMMaHisi 3a BiACYTHOCTi cepTudikaTa BifnoBiAHOCTi EBPONENChKin
"Exkochapm" hapmakonei y 3aTBepKeHOMy Aockbe, abo BUPOGHMKa HOBOT

[OOMOMDKHOT PEYOBUHU (SKLLO 3a3HayveHo y [oCke)- 3MiHa agpecu
MicLst NpOBaKEHHS AisinbHOCTi BUpo6Huka A MpoTtednasia,
pigkuii ekcTpakT (cybcTaHuis) ToBapMCTBO 3 OOMEXEHO0
BignoBiganbHicTio "HaykoBo- BupobHunya komnaHis "Ekodpapm",
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[IponoBxeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
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YkpaiHa. BBegeHHs 3amiH npotarom 6-t1 micauis nicns
3aTBEPAKEHHS.
248.| npPOTOUN ryCTWIN eKCTpakT ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnux martepianis: 3miHu | Tuny - - UA/17258/01/01
(cybeTaHuis) B 3 obmexeHo AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
EMHOCTSX i3 obmexeHo BigNOBiganbHICTHO MicLAl NpOBadXXeHHS OisnbHOCTI BUPOOHMKa (BKMoYaoum, 3a
HepkaBitoyoi cTani BignoBsigans "HaykoBo- HeobXiQHOCTI, MicLile NpoBeAEHHS KOHTPOJK AKOCTi), abo BnacHuka
ans HiCTIO BMPOOHMYa macTep-caina Ha AP, abo noctayanbHuka AdPI/BuxigHOro
apmaLeBTU4HOro "HaykoBo- KOMnaHis marepiany/peareHTy/NpOMiXHOIO MPOAYKTY, L0 3aCTOCOBYIOTLCS Y
3acTocyBaHHA BUPOGHMYa "Exkochapm" BMPOGHMUTBI AP (SKLLO 3a3Ha4YeHO y AOCkE Ha MikapCbKkui 3acif)
KOMMaHis 3a BiACYTHOCTi cepTudikarta BignoBigHOCTI EBpONENChKIn
"Ekochapm" dapmakonei y 3aTBepmxkeHOMy Jockbe, abo BUpobHMKa HOBOT
[OOMOMDXHOT PEYOBMHM (SIKLLLO 3a3Ha4YeHo Y AOChE) — 3MiHa aapecu
MicLsi NPOBaKEHHS AisinbHOCTI BUpo6Huka AP MpoTtonn, ryctum
eKcTpakT (cybcTaHuis) ToBapmcTBO 3 0OMEXEHO0
BignoBiganesHicTio "HaykoBo- BUpobHuya komnaHisi "Exkocpapm”,
YkpaiHa. BBegeHHs 3MiH NpoTArom 6-1v MicsiliB nmicnsi
3aTBEPAKEHHSI.
249.| PAMINPUN NOPOLLIOK AT YkpaiHa HonnaHg IHgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/15225/01/01
(cybeTaHuis) y "®apmak” JNabopaTopic AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
nakeTax noaBinHNX Nimiten 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4YeHHs) - 3MiHa
nonieTMneHoBmnx HalMeHyBaHHS Ta aApecu 3asiBHUKa (BnacHUKa peecTpaLlinHoro
ons NoCBiAYEHHS)
dapmaLeBTUHHOIO
3acTOCyBaHHSA
250.| PEBIHOMNIH PO34MH Ans iH eKLin HEO KaHaga KAMALA NTO. I3PAINb BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3miHK 3a UA/15778/01/01
IMYHOInoeyn | 150 MO/mn; no 2 MPOBIO wopo 6e3nekn/edeKkTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
IH abo 10 mny KEAP IHK. 3MiHV A0 y3aranbHeHuX JdaHuX npo cuctemy dapmakoHarnsgy
AHTUPABIYHU | cnakoHi; no 1 (BBEAEHHS y3aranbHEHUX AaHUX MPO cuctemy dapmakoHarnsaay,
" NoauHn nakoHy y 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3AiNCHEHHS
KapTOHHIN navui (hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
ANs 3AiMCHeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-hanna cuctemn papmakoHarnsagy) - amiHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
capmakoHarnag. fitova pepakuis: JanunuwnH Map'aHa
eHHapiiBHa MNponoHoBaHa peaakuis: Tonokesny Bonognmup
HOpinoBuy.
3MiHa KOHTaKTHMX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHYKA,
BifnoBigansHoi 3a hapmakoHarnag,.
3miHa Micus 34iCHEeHHs OCHOBHOIT AisiNbHOCTI 3 dhapmakoHarnaay.
3MiHa agpecu macTep-charina cuctemun chapmakoHarnsgy
251.| PENI®® cynosuTtopii TOB YkpaiHa IcTiTyTO AlEe AHxeni ITanisa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHN bes UA/7089/01/01
AOBAHC pekTanbHi no 206 "BANEP" C.p.n. 3 skocTi. CepTudikar BignosigHocTi/lE-cepTudikar BignosigHocTi | peuenma

Mr; no 6
Cyno3unTopiiB y
cTpuni; No 2 cTpunu
Y KapTOHHI
ynakoBLi

€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi ab0 BUIyYEHHSs!
cepTudikaTa BignosigHocTi €Bponeiickkin dapmakonei: ana Adl;
Ans BUXiAHOro maTepiany/peareHTy/npoMiDKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI ADI; ANst 4ONOMiIKHOI pe4OBUHM
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(cepTudpikaT BignosigHocTI €Bponencukin hapmakoner) -
OHoBREHWI cepTudikaT Bif yxe 3aTBepaAXXeHOoro BUpobHuka -
nopaHHsi oHosneHoro CepTudikaTy BignoBigHOCTI €EBpONenchKil
dapmakonei R1-CEP 2004-008-Rev 06 (nonepeaHs Bepcia R1-
CEP 2004-008-Rev 05) Big Bxe 3aTBEpiXeHOro BUpobHuka
CHANGZHOU SUNLIGHT PHARMACEUTICAL CO., LTD., Kutawn
ans A®| 6eHsokaiHy
252./ PAITMOHOPM® | TabneTtku, BKpUTI AGGOTT HimeyuuH AGGBI onynaHa Himeyuunna/ BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3miHu Il Tuny - 3a UA/8928/01/01
NniBKOBOIO JlabopaTopis a 'm6X i Ko. K, dpaHuis 3MiHN Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsagy. 3miHn 'y | peuenmom
obornoHkoto, no 150 m6X Himeyumha; KOPOTKi/ XapakTepucTuL NnikapcbKoro 3acoby, TEeKCTi MapKyBaHHS
mr 10 TabneTok y damap JlioH, Ta iHCTPYKLii ANS MeanYHOro 3acTOCyBaHHS Y 3B’3KY i3 HOBUMM
Gnictepi; no 5 ®paHuia [aHMMWN 3 AKOCTI, AOKMIHIYHUMM, KIiHIYHUMW JaHUMK Ta JaHUMK 3
Gnictepis y dapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLUiT ANA Mean4HOro
KapTOHHIN kopobLi 3acTocyBaHHS nikapcbkoro 3acoby Ao po3aginy "MobivHi peakuii”.
BBeaeHHs 3MiH NpOTArom 6-Tu MicsLIB NiCNs 3aTBEPOYKEHHSA
253.| CATPAOA® TabneTkn, BKpUTI TOB Ykpaina JTABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianiB: TeXHIYHa nomurka 3a UA/18352/01/01
NniBKOBOO "APTEPIYM JNIECBI, C.J. (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) HeBignoBIAHICTb peuenmom
o6ornoHkoto, no 10 nTao" iHcpopMalii (pi3HOUMTaHHS) y Mexax 0QHOro JOKyMeHTa, siki Bynu
mr, no 14 TabneTok JonyleHi nig Yac NnpoBeAeHHs npoueaypy peecTpalii (Hakas
y 6nicTepi, no 2 Ne2220 Big 30.09.2020p.). Y meTOoauLi BU3HAYEHHSI MOKa3HUKa
Gnictepu B nayui «lpeHTudikauis» 6yna gonylieHa nomunka npu opmyroBaHHi
iHdpopmaLlii LWoAo nikiB OTPMMaHUX Ha XpoMaTtorpami MeTOA0M
piavHHOT xpomaTorpadii HaTomicTb, y Cneumdikauii MKA
3a3HayeHo npasunbHe HOPMYNIOBaHHS, L0 NPU3BOANTL A0
Pi3HOYNTAHHS Y MeXax OAHOro AOKYMEHTa.
3aTBepaxeHo:6. lgeHTudikauis.
A. BuaHayeHHs npoBoAsiTb METOAOM PiANHHOT XpomaTorpadii
(APY/ED, 2.2.29). Ha xpomaTorpami BUNpoOyBaHOro po3yuHy,
OTPMMaHIN Npu BUKOHaHHI TecTy «KinbkicHe BU3Ha4YeHHs», Yac
YTPUMYBaHHSi OCHOBHOTO Nika Mae BiAMNOBiAATY Yacy yTpUMyBaHHS
niKy xnopTanigoHa Ha XxpoMaTorpami pO34nHy NOPIBHAHHS.
6. lgeHTudikauis.
A. BuaHayeHHs npoBoAsiTb METOAOM PiANHHOI XpomaTorpadii
(APY/ED, 2.2.29). Ha xpomaTorpami BUNpoOyBaHOro po3yunHy,
OTPUMaHI Npu BMKOHaHHI TecTy «KinbkicHe BU3Ha4YeHHsA», Yac
YyTPUMYBaHHsi OCHOBHOTO Nika Mae BiAMNoBiAaTV Yacy yTpyMyBaHHS
OCHOBHOTO MiKy Ha XpoMaTorpami po34rHy MOPiBHAHHS.
3asHayeHe BMMNpaBfeHHs BiAMOBiAae MaTepianam peectpauiiHoro
[OCbE.
254.| CAIIbBPOKCO | tabnetku no 10 My6niyne YkpaiHa BMPOGHMLTBO 3a YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/6932/01/01
n TabneTok y bnictepi; | akuioHepHe MOBHVIM LIMKIIOM: wozao 6e3neku/edeKkTMBHOCTI Ta hbapmakoHarnsay - OHOBIEHHSt | peuernmom
no 2 a6o 4 6nictepu TOBapuCTBO My6niyxe TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKOro 3acoby 3 BHECEHHAM
B nayui 3 KApTOHY "HaykoBo- aKujioHepHe iHbopmaUii Woao 3a3HauYeHHA OAVHVMLE BUMIPIOBaHHSA Y CUCTEMI
BUPOGHWYMIA TOBapuCTBO Sl. BHeceHHs1 3MiH o po3giny “MapkysaHHs” MKA N13;
LEeHTp "HaykoBo- 3anponoHoBaHo: MapkyBaHHs. BignosigHo 4o 3aTBepaXeHoro
"BopLuariscb BYPOGHMYMIA TekcTy MapKyBaHHs. TepmiH BBEAEHHS 3MiH - NpoTArom 6 micauis
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KW XiMiko- LEeHTp nicnsa 3aTBepaKEHHs
hapmanesT "BopLuariscbkuii
NYHUI Ximiko-
3aBoa" dapmaLleBTU4HNIA
3aBoa", YkpaiHa;
BUPOBHMLTBO,
nakyBaHHs, BUMyCK
cepin: ToBapncTBo
3 obmexeHo
BiANOBigaNbHICTIO
"Arpocapm",
YKpaiHa; KOHTpOnb
cepin: ToBapncTBO
3 06MexeHo
BigNoBiganbHIiCTIO
"Hatyp+", YkpaiHa
255 CUITHI®OP PO3YMH ANSA iH’EKUIN; Hosaprtic LLisenuapi Hosaptic ®apma LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/12937/01/02
no 0,6 mr/1 mn; no 1 dapma Al a WrenH Al wopno 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsgy - OHOBIIEHHS | peuernmom
My amnyni; no 6 TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
amnyn B Kopobui; no iHpopmaUii WoAo 3a3HaYeHHSA OAVHVLE BUMIPIOBAHHS Y CUCTEMI
5 abo no 10 kopobok Sl. BBegeHHs1 3MiH NpoTsirom 6-Tu MicauiB nicnsa 3aTBepAXEeHHs!
y nayui 3 KApTOHY
256./ CUTHI®OP PO3YMH AN iH’EKUIN; Hosaprtic LLisenuapi Hosaptic ®apma LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/12937/01/03
no 0,9 mr/1 mn; no 1 dapma Al A WrenH Al wopno 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsgy - OHOBIEHHS | peuernmom
MmNy amnyni; no 6 TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSM
amnyn B Kopobui; no iHpopmaLlii LWoAo 3a3HaYeHHSA OAVHVLE BUMIPIOBAHHS Yy CUCTEMI
5 abo no 10 kopob6ok Sl. BBegeHHs 3MiH NPOTAroM 6-Tu MicsILiB nicns 3aTBEPAXKEHHS
y nauyui 3 KapToHy
257, CUTHI®OP PO34MH ANS iH’EKUIN; HoBapric LLsenuapi HoapTic ®apma LLisenuapis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/12937/01/01
no 0,3 mr/1 mm; mo 1 dapma Al A LWrenH Al wono 6e3snekn/edeKTBHOCTI Ta hapmakoHarnagy - OHOBIIEHHS | peuernmom
MmNy amnyni; no 6 TEKCTY MapKyBaHHS yakoBKW NikapCbKoro 3acoby 3 BHECEHHSM
amnyn B kKopobui; no iHdopMaUii Woao 3a3HauYeHHs1 OAMHULIL BUMIPIOBaHHS Yy CUCTEMI
5 abo no 10 kopobok Sl. BBeAeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns 3aTBEpAXKEHHS
y nauyui 3 KapToHy
258.| CIO®OP® 1000 | TtabneTku, BKpUTI IlabopaTopi ITanis BEPNIH-XEMI AT, HimeuunHa BHECEHHA 3MiH IO peecTpauiiHUX MaTepianis: BUNpaBneHo 3a UA/3734/01/01
NniBKOBOO MpoTTi Himeuunna TeXHiYHY MOMWIKY B TEKCTi MapKyBaHHS ynakosku J13 y peuernmom
obonoHkoto, no 1000 C.n.A. (BMpOOHMLTBO "in npoueaypax: nepepeectpauis (Haka3z Ne2779 Big 02.12.20) Ta

Mr no 15 Tabnetok y
GnicTepi; no 2 abo 4
Gnictepu B
KapTOHHiIl kopobui

bulk" Ta kOHTpOnb
cepii); BEPIIH-
XEMI AT,
HimeuunHa
(nepBuWHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb Ta
BUWMNYCK cepii);
OpareHodapm
Anotekep Mown

BHeceHHs 3MiH 1A B.x. (Haka3 Ne2779 Big 02.12.20).
3ATBEPOKEHO: TEKCT MAPKYBAHHA OO
PEECTPALIMHOIO NOCBIAYEHHSA
Ne UA/3734/01/03 Big 3AMNPOMNMOHOBAHO:
TEKCT MAPKYBAHHA 0O PEECTPALIMHOIO NOCBIOYEHHSA

Ne UA/3734/01/01 Big
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'MB6X, HimeyumHa
(BMPOBHMUTBO "in
bulk", nepBnHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTpOrb cepii);
KAMN
JlabopaTopien O-p
®pelvitar F'M6X,
Himeuunna
(koHTpoOnb cepii);
MeHapiHi-PoH
XewngeH M'm6X,
Himeuunna
(BMpOBHMLTBO "in
bulk", nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPOMb Ta
BUMNYCK cepii);
CBICC KAMNC
'M6X, HimeuunHa
(nepBuHHE Ta
BTOPVHHE
nakyBaHHs)
259.| CKIH-KAN wamnyHe 1% no 75 XEMITPYT PpaHuis B. BpayH Megikan IcnaHism BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK bes UA/3789/01/01
mn a6o 150 mny OPAHC C.A. oo 6e3nekn/edekTMBHOCTI Ta papmakoHarnsgy (iHwi 3amiHu), peuenma
dnakoHi; no 1 BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3:
dnakoHy B 3anponoHoBaHo: MapkyBaHHs 3rigHO 3aTBEPYKEHOTO TEKCTY
KapTOHHIN ynakoBLi MapkyBaHHs. OHOBMNEHHS TEKCTY MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby 3 BHECEHHSIM iH(bopmaLlii LLoAo 3a3HAYEHHS
OAMHULIb BUMIPIOBaHHS y cuctemi Sl.
260., CKIH-KAN kpem 0,2% no 50 r XEMITPYM PpaHuis B. BPAYH IcnaHis BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHW | Tuny - 3MiHn bes UA/3789/02/01
abo15ry PPAHC MELIKAN C.A. woao 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - peuenma
nonieTUneHoBIn BHECEHHS 3MiH [0 po3ainy «MapkyBaHHa» MKA N3:
Ty6i; no 1 Ty6i B B3anponoHoBaHo: MapkyBaHHs1 3rigHO 3aTBEPOXKEHOIO TEKCTY
KapTOHHIN ynakoBLi MapKyBaHHs. OHOBMNEHHS TEKCTY MapKyBaHHS yrMakoBKN
nikapcbKoro 3acoby 3 BHECEHHSIM iH(bopMaLlii LLoAo 3a3HAYEHHS
OOMHULIb BUMipIOBaHHS y cuctemi S|
261.| CKNEPO-TPAH | rpaHynuno 10ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHN bes UA/4626/01/01
neHani "HauioHanb "HauioHanbHa wopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHst abo | peuenma
nonimepHomy; no 1 Ha lomeonaTnyHa 3MiHW [0 y3aranbHeHUX AaHnX Npo cucteMy dapmakoHarnsgy
neHary B nayuij 3 [omeonaTny Cninka" (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy cbapmakoHarnsgy,
KapTOHY Ha Cninka" 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS

hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ONs 3AiMCHeHHs hapmakoHarnsgy B YKpaiHi, SKLo BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-dhanna cuctemy papmakoHarnsagy) - 3amiHa
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KOHTaKTHMX JaHNUX YNOBHOBaXXEHOI 0CObU 3asiBHUKA,
Bi4NoBiganbHoi 3a 34iicHeHeHs hapmakoHarnsgy
262.| CONIOAIrOPEH | kpanni oparnbHi; no Op. M'ycTtas Himeuunn | [Op. Myctas KnsanH HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu bes UA/13795/01/01
20 mn, abo no 50 Knsiitn Fm6X a v6X & Ko. KI” wopao 6e3neku/ecekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHwm) - peuenma
M, abo no 100 mny & Ko. KI 3MiHM BHeCeHi B TEKCT MapKyBaHHS YNakoBKW flikapcbKoro 3acoby
bnakoHi 3 LLoAo 3a3HavYeHHs OAMHWLb BUMIpIOBaHHA Y cuctemi Sl.
KpanenbHuueto; no 1
dnakoHy B kopobui
3 KapTOHY
263.| COMABEPT niodinisat ansa NMNPAN3EP CLWA Mdpansep Ipneng Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHun | Tuny - 3MiHn 3a UA/17108/01/01
PO34MHY AnA iH'eKuin ENY.CLMI. dPapmaceyTukarnc, Benbris wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
no 10 mr y donakoHi KOPIMOPEN Ipnangis 3MiHM J0 y3aranbHeHUX 4aHnx Npo cuctemy hapmakoHarnsgy
B KOMMIEKTi 3 LH (KOHTpOnb SKOCTI (BBEAEHHS y3aranbHeHVX AaHnX Npo cucTemy bapmakoHarnsagy,
PO34YMHHUKOM MO 1 nikapcbKoro 3MiHa yNoBHOBaXeHOi 0cobu, BianoBiganbHoi 3a 3aiCHEHHS
M1y nonepeaHL0 3acoby); MNdparizep hapmakoHarnsay; KOHTaKkTHOT 0cobu 3 hapmakoHarnsay 3asBHUKa
HarnoBHEHOMY MeHtodekvypuHr ANs 3AiMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
wnpuvui Ta Benbris HB, Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
6e3mne4Hoto ronkot; Benbris dapmakoHarnsgy (BKIOYarym KOHTaKTHI faHi) Ta/abo 3miHu y
30 dnakoHis, 30 (BMpOBHMLTBO, pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsgy) - amiHa
nonepegHbo KOHTPOSb SKOCTi yMNOBHOBaXeHOi 0coby 3asiBHMKa, BignoBiganbHoi 3a 34iNnCHEeHHS
HamnoBHEHNX Ta BUNyCK cepil dapmakoHarnsgy: NponoHoBaHa pegakuis: bapbapa e
wnpwuis Ta 30 BOOM ONS iH eKUii BepHapgai/ Barbara De Bernardi. 3miHa KOHTaKTHUX SaHWUX
6e3ne4HNx ronok y y nonepeaHLo yMNOBHOBaXeHOi 0cobu 3asBHMKa, BignoBiganbHoI 3a 34iNCHEeHHS
KapTOHHiI kopobui HaMoBHEHNX chapmakoHarnagy
wnpuuax,
ofgHovacHe
nakyBaHHs Ta
MapKyBaHHsi BOAN
Ons i ekuin Ta
nikapcbKoro
3acoby;
BMPOGHMLUTBO
nikapcbKoro
3acoby in bulk Ta
nepBUHHE
nakyBaHHs; BUMyCK
cepii nikapcbKoro
3acoby; KOHTPOIb
SIKOCTI NMikapCbKOro
3aco0y, 3a
BUIKIMOYEHHAM
Tecty "BioaHanis")
264.| COMABEPT niodinisat ans MN®ANIEP CLA Mdpanzep IpnexHp Ipnangis/ BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17108/01/02
PO34MHY AN iH'eKuin ENY.CLII dapmaceyTukarnc, Benbris wopno 6e3nekun/edeKTUBHOCTI Ta chapmakoHarnsay. BeegeHHs abo | peuenmom
no 15 mr; 10 KOPIMOPEN Ipnangia 3MiHM J0 y3aranbHeHUX 4aHnxX Npo cuctemy papmakoHarnsgy
dnakoHiB 3 LH (KkOHTpOnb SIKOCTI (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsgy,
niodpinizatom y nikapcbKoro 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS
NPOMIXHIN 3acoby); Mdpanzep hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa

KapTOHHiI kopobuyj;

MeHtoek1ypuHr

ONs 34iMCHEHHS dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3 NPOMDKHI KapTOHHI Benbrist HB, Bifl ynoBHOBakeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
KOPOOKM B KOMMMEKTI Benbrisa hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
3 30 nonepeaHbO (BMpPOOHMLTBO, po3MmilLieHHi macTep-hanna cuctemm papmakoHarnsay) - aMmiHa
HarnoBHEHVMM KOHTPOIb AKOCTI ynoBHOBaXeHOi 0cobu 3asBHUKA, BiANOBIAANbHOI 3a 3AiINCHEHHS
wnpuyamm 3 Ta BUnNyck cepii apmakoHarnagy: MNponoHoBaHa peaakuis: bapbapa [e
PO34YMHHMKOM (BOAA BOAW ANS iH eKUii BepHapgi/ Barbara De Bernardi. 3miHa KOHTaKTHUX faHUX
ans iH’ekuin) no 1 y nornepegHso YMNOBHOBaXeHOi 0cobM 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
mn ta 30 HarnoBHEHMX dapmakoHarnsgy
6e3neyHnmu Lnpuuax,
rornikamu B KapTOHHIV ofHo4acHe
KopobLi nakyBaHHsi Ta
MapKyBaHHS BoAn
Ons iH eKuin Ta
nikapcbkoro
3acoby;
BMPOGHMLTBO
nikapcbkoro
3acoby in bulk Ta
nepBUHHE
nakyBaHHS; BUNYCK
cepil nikapcbkoro
3acoby; KOHTpPOnb
SIKOCTi ikapCbKOro
3acoby, 3a
BUKIIOYEHHSIM
Tecty "BioaHanis")
265, COMABEPT nioginisat ans NeAN3EP CLA Mdpanzep IpnexHg Ipnangis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHK 3a UA/17108/01/03
PO3YMHY ANS iH'EKLN EMY.CLMI dapmaceyTukarnc, Benebrisa woao 6e3snekn/edeKkTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peuenmom
no 20 wmr; 10 KOPIMOPEN IpnaHgis 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnagy
cdrakoHiB 3 LH (KOHTpOIb SIKOCTI (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTeMy chapmMakoHarnsay,
niocpinizatom y niKapcbKoro 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
NPOMIXKHIN 3acoby); Mdansep apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa

KapTOHHiI kopobuyj;
3 MPOMIXHi KAPTOHHI
KOPOOKM B KOMMIEKTI
3 30 nonepeaHbLO
HanoBHEHUMM
wnpuuamm 3
PO34MHHMKOM (BOAA
ans iH’ekuin) no 1
mn ta 30
6e3neyHnmmn
rornikamu B KapTOHHIl
KopobLi

MeHtodek4ypuHr
Benbris HB,
Beneris
(BpOBHMLTBO,
KOHTpPOrb AKOCTI
Ta BUMYyCK cepii
BOAW ANS iH eKUin
y nonepeaHsL0
HanoBHEHMX
Lnpuuax,
ofHo4YacHe
nakyBaHHs Ta
MapKyBaHHS BOau
ONs i eKuin Ta
niKapcbKoro
3acoby;
BUPOBHMLUTBO

Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
bapmakoHarnsgy (BKMYar4uM KOHTaKTHi AaHi) Ta/abo 3amiHn y
po3MilLieHHi macTep-haina cuctemm papmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0COOU 3asBHMKA, BigNoOBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsaay: NponoHoBaHa penakuis: bapbapa [e
BepHapgai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXeHOi 0coby 3asiBHWKa, BigNoBifanbHOi 3a 30iNCHEHHS
dapmakoHarnsgy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nikapcbkoro
3acoby in bulk Ta
nepBUHHE
nakyBaHHS; BUNYCK
cepil nikapcbKoro
3acoby; KOHTPOIb
AKOCTI MikapCbKoro
3acoby, 3a
BUKIMOYEHHAM
Tecty "bioananis")
266.| COMABEPT niodinisat ans NMPAN3EP CLWA Mdpansep Ipneng Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/17108/01/04
PO34MHY AnA iH'eKuin ENY.CLMI. dPapmaceyTukarnc, Benbris wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
no 30 wmr; 10 KOPMOPEM Ipnangis 3MiHM A0 y3aranbHeHWX AaHuX Npo cuctemy dapmakoHarnsagy
dnakoHiB 3 LH (KOHTpOnb SKOCTI (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsay,
niodpinizatom y nikapcbKoro 3MiHa ynoBHOBaXeHoi ocobu, BiANoBiganbHoI 3a 34iNCHEHHS
NPOMIXHIN 3acoby); Mdansep apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
KapTOHHIN kopobuyj; MeHtodekqypuHr ANs 34iMCHeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
3 NPOMIXKHI KapTOHHI Benbris HB, Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
KOPOGKM B KOMMMEKTi Benbrisa dapmakoHarnsaay (BKOYaro4n KOHTaKTHI AaHi) Ta/abo 3miHn y
3 30 nonepenHbLO (BMpOBHMLTBO, pO3MilLieHHI MacTep-banna cuctemn papmakoHarnsagy) - amiHa
HanoBHEHUMM KOHTPOSIb SKOCTi yMNOBHOBaXeHOi 0coby 3asiBHWKa, BignoBiganbHoi 3a 30iNCHEHHS
wnpuuamm 3 Ta BUNYCK cepil capmakoHarnsgy: lNponoHoBaHa pegakuis: bapbapa e
PO34YMHHMKOM (BOAA BOAW AN iH eKUin BepHapgai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
ans iH’ekuin) no 1 y nonepeaHbo yMNOBHOBaXeHOi 0cobu 3asiBHWKa, BignoBiganbHOi 3a 34iNCHEeHHS
mn ta 30 HarnoBHEHNX dapmakoHarnsgy
0e3neyHnmmn wnpuvuax,
rofikamu B KapTOHHIW opHo4acHe
KopobLi nakyBaHHsi Ta
MapKyBaHHsi BOAN
Ons i ekuin Ta
nikapcbkoro
3acoby;
BMPOGHMLUTBO
nikapcbkoro
3acoby in bulk Ta
nepBUHHE
nakyBaHHS; BUNYyCK
cepii nikapcbkoro
3acoby; KOHTPOIb
SIKOCTi ikapCbKOro
3aco0y, 3a
BUKIMOYEHHSAM
Tecty "bioaHanis")
267 CO®TEH3N® Tabnetku AT Bonrapis BupobHuLTBO Bonrapis BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3miHu | Tuny - 3a UA/14809/01/01
NPOOHroBaHoi Aii «Codpapmar Hepo3adacoBaHoi AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
no 1,5mrno 10 npoaykKuii, 3asiBHUKA (BNacHMKa peecTpaLinHoro NocBig4YeHHS) - 3MiHa
Tabnetok y 6nictepi; nepBuHHa Ta HaMEHYBaHHS Ta apecy 3asiBHUKA aHrMiNCbKOK MOBOH); 3MiHM |
no 3 Gnictepu y BTOPUHHA TMny - AgMiHiCTpaTuBHI 3mMiHW. 3MiHa HaliMeHyBaHHs Ta/abo
KapTOHHIN nayi ynakoBKa: afgpecu Micus NPOBaMKEeHHs AisnbHOCTI BUpOOHUKa/iMnopTepa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
AT «Cocpapman, roTOBOrO fikapCbKoro 3acoby, BKMoYaoumn AinbHULI BUNYCKY cepii
Bonrapis; abo micue npoBeAeHHs! KOHTPOIIO SKOCTI. (AiSNbHICTb, 3a AKy
[ossin Ha BMNyck BigMNOBiAae BUPOOHMK/IMMOPTEp, BKINOYAKUM BUNYCK Cepilt) - 3MiHa
cepil: HanncaHHs HaMeHyBaHHA Ta aapecu MicLsi MPOBaMKEHHS
AT «Cocpapman, nisinbHOCTI BUpo6Huka N3 (803Bin Ha BUNYCK cepii) aHrnincbKoo
Bonrapis MOBOI0, 6€3 3MiHM Micust BUpOBHULITBA; 3MiHM | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MiCLiS NPOBaMXXEHHS QisiNbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKMoYa4u AinbHuULI BUNycky cepii abo micue
NpoBeAeHHS KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOBHMK/IMNOPTEP, HEe BKIOYaouM BMMYCK CEpiii) - 3MiHa
HanncaHHsA HaliMeHyBaHHA Ta agpecu MiCLsA NPOBaMKEHHS
AisnbHocTi BupobHuka 13 (BignosiganbHOro 3a BUpOGHMLITBO
Hepo3dacoBaHoi MPOAYKLIi, NTEPBUHHY Ta BTOPUHHY YNaKOBKY),
aHrnincLKo MoBOD, 6e3 3MiHM Micusi BUpOGHMLUTBA
268.| CMIONTO® pO34unH ANS BepiHrep HimeuumnH BMPOBHMLTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/15523/01/01
PECNIMAT® iHransuin no 2,5 IHrenbxanm a nakyBaHHs, Cnony4yeHe ApmiHicTpaTuBHi 3MiHW. 3MiHa HanmeHyBaHHA Ta/abo agpecu peuenmom
MKr/2,5 MKr; no 4 mn IHTEepHeLwHn MapKyBaHHS, KoponiBcTBo | 3asiBHMKa (BnacHWka peecTpauiiHoro NocBig4yeHHs ) - 3MmiHa agpecu
y kapTpuaxi (60 m6X KOHTPOIb AKOCTI Benukoi 3asBHMKA
iHransauin); no 1 Ta BUMYCK cepivi BpuTanii Ta
KapTpUaXy B nikapcbKoro MiBHiYHOT
KOMMMeKTi 3 1 3acoby: IpnaHaii
iHranATopom Bepinrep
Pecnimat® y IHrenbxanm

KapTOHHIN kopobLyi

dapma 'M6X i Ko.
KI', HimeuyunHa;
KOHTPOIb SIKOCTI
3a BUKITHOYEHHSAM
rokasHuka
"MikpobionoriyHa
yucrora":
KoseHc
Na6opaTopic JlTa.,
Cnony4yeHe
KoponisctBo
Benwkoi BputaHii
Ta [MiBHiYHOT
Ipnangii;
KOHTpPOIb SIKOCTI
3a NOKa3HUKOM
"MikpobionoriyHa
yucrorta":
CI'C InctutyT
®peseHiyc MMOX,
HimeuumnHa;
Jlabop JIC CE &
Ko.KTI, HimeuyunHa;
KOHTPOIb SIKOCTI
3a BUKITHOYEHHSAM
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nokasHuka
"MikpobionoriyHa
yactora":
Kyacaap 'm6X,
HimeyumHa
269.| CMIPUBA®PEC | posuuH ans BepiHrep HimeyumH BepiHrep HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/6495/02/01
NIMAT® iHransuin, 2,5 IHrenbxanm a IHrenbxanm Loao Gesnekn/edhekTMBHOCTI Ta papmakoHarnsay - 3mMiHu peuenmom
MKr/iHransuito no 4 IHTepHewHn dapma 'M6X i Ko. BHECEHO B TEKCT MapKyBaHHS NEePBUHHMX YNAKOBOK - €TUKETKU
My kapTpugxi (60 m6X, KIr KapTpUIXy Ta eTUKeTKM (PpOHTanbHOI YaCTUHU iHransaTopa
iHransuin); no 1
KapTpUIxXy B
KomnnekTi 3 1
iHransiTopom
Pecnivat® y
KapTOHHI kopobui
270.| CMIPOHONAKT | Ttabnetkn no 25 wmr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/0808/01/01
OH-OAPHUUA no 10 Tabnetok y "dapmaueBT "®apmaueBTUYHa 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikat BignosigHocTi | peyenmom
KOHTYPHI nyHa dipma cipma "dapHuua” €Bponecbkin dhapmakonei/MoHorpadii. NMogaHHs HoBoro abo
YapyHKOBIN "NapHuug" OHOBMEHOro cepTudikaTa BigNoBiAHOCTI abo BUNYYeHHS

ynakosLi; no 3
KOHTYPHI YapyHKOBI
yMaKoOBKU B Nayi

cepTudikaTta BignoBigHoCTi €Bponeinchkin dapmakonei: gna Adl;
AnsA BUXiAHOro maTepiany/peareHTy/NpoMiKHOIO NPOAYKTY, Lo
BVKOPVCTOBYIOTBCS Y BUPOOHMUTBI APIl; AN AONOMIXKHOI peqoBUHM
(cepTudpikat BignosigHocTi €EBponerchkin hapmakonei) - Hosui
cepTudikaT Big HOBOro BUpobHuMKa (3aMiHa abo JOMNOBHEHHS) -
noJaHHsi HOBOro cepTudikaTa BiANOBIAHOCTI €EBpONENChbKin
capmakonei Ne R1-CEP 2011-291-Rev 00 ons Aito4oi pe4oBuHn
Spironolactone Big HoBoro Bupo6bHuka TIANJIN TIANYAO
PHARMACEUTICALS CO., LTD. 3miHu | Tvny - 3MiHK 3 SKOCTi.
ADI. KoHTponb A®I. 3miHa y MeTogax BunpobysaHHs A®| abo
BUXiHOrO MaTepiany/npoMixXHOro NPOAYKTy/peareHTy, Wo
BUKOPWCTOBYETLCS Y npoueci BUpobHuuTa AP (iHWwi 3miHn y
MeTofax BUNpobyBaHHS (BKMOYaK4M 3amiHy abo JONOBHEHHS)
A®I| abo BMXigHOro/Mpomi>kHOro NPoOAYyKTY) - 3MiHa y MeTogax
KOHTporto ADI, a came JoAaHHSI METOOMKM 3a N. «3anuiKkoBa
KiNIbKICTb OpraHiYHNUX PO3YMHHUKIBY» ANst HOBOro BUPOOHUka AdI
TIANJIN TIANYAO PHARMACEUTICALS CO., LTD. 3Minu | Tvny
- 3miHu 3 gkocTi. A®l. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 30epiraHHs abo ymoB 36epiraHHsa ADI (3a
BiCYTHOCTi y 3aTBEpXXeHOMY JOCbE cepTudikaTa BiAnoBIAHOCTI
€Bponelicbkiii hapmakonei, Lo BKIoYae nepio NoBTOPHOro
BUNpobyBaHHS) (Nepiod NoBTOpHOro BMnpobysaHHs/nepioa,
36epiraHHs1) - 3MiHa yMoB 36epiraHHst ADI - 3miHu fo po3ainy
«YMoBWM 3b6epiraHHsA», @ came AOMNOBHEHO iHpopMalLlieto yMoB
36epiraHHs Aito40i pevyoBUHU AN anbTepHaTUBHOIO BUPOOHMKa
Tianjin Tianyao Pharmaceuticals Co., Ltd. 3anponoHoBaHo:
YMOBW 3BEPIFAHHA VY wwinbHO 3aKynopeHiv Tapi B 3axuLeHoMy
Bif cBiTNa micui npm Temnepatypi He Buwe 30°C1 Y winbHo
3aKyrnopeHin Tapi B 3axvLleHOMY Bif CBiTna MicLi npu TemnepaTypi
He BuLe 25°C2 Mpumitka: 1 —ansa dipmu-BmpobHuka Tianjin Jinjin
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

Pharmaceuticals Co., Ltd. 2 - ansi pipmu-Bupo6HukKa Tianjin
Tianyao Pharmaceuticals Co., Ltd.

271.

CMIPOHONAKT
OH-OAPHULA

Tabnetku no 100 mr,
no 10 Tabnetok y
KOHTYPHI
YapyHKOBIN
ynakosui; no 3
KOHTYPHI YapyHKOBI
YNakoBKM y nauui

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT

"®apmaueBTnYHa
cipma "dapHuuyqa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3MiHK | TURy - 3MiHK
3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikat BignosigHocCTi
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudpikaTta BignosigHoCTi €Bponewicbkin apmakonei: ana Adl;
AnSA BUXiAHOrO MaTepiany/peareHTy/NpoMKHOIrO NPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI peqyoBUHU
(cepTudpikat BignosigHoOCTI €Bponericekin apmakonei) - Hosui
cepTudikar Big HOBOro BUpobHMKa (3aMiHa abo JOMOBHEHHS) -
noJaHHsi HOBOro cepTudikaTa BignoBigHOCTI €BpoNenchbki
dapmakonei Ne R1-CEP 2011-291-Rev 00 ans Aito4oi pevoBuHu
Spironolactone Big HoBoro BupobHuka TIANJIN TIANYAO
PHARMACEUTICALS CO., LTD. 3minu | Trny - 3miHu 3 sikocTi.
A®I. KoHtponb A®I. 3miHa y meTogax BunpobysaHHA APl abo
BVXiQHOrO Martepiany/MpoMiXKHOro NPoAyKTy/peareHTy, LWwo
BUKOPWCTOBYETbCS y npoueci BUpobHmuTea AP (iHWwi 3miHW y
MeToAax BUNpobyBaHHS (BKITOYaoUn 3amiHy abo JOMOBHEHHS)
A®| abo BMXiAHOrO/MPOMiIXKHOroO NPOAYKTY) - 3MiHa y MeToaax
koHTponto A®I, a came fgodaHHs METOAMKM 3a M. «3anuLukosa
KiNIbKICTb OPraHiYHNX PO3YMHHUKIBY» ANst HOBOro BUPOOHUka ADI
TIANJIN TIANYAO PHARMACEUTICALS CO., LTD. 3minun | Tuny
- 3miHu 3 gkocTi. A®l. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiJCYTHOCTI y 3aTBepAXeHOMY A0CbE cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei, Lo BKIoYae nepios NoBTOPHOro
BMNpoOyBaHHS) (Nepiof NOBTOPHOrO BUNpobyBaHHsA/nepioa
36epiraHHs) - 3miHa ymoB 36epiraHHst A®I - 3miHn fo po3ainy
«YMoBWU 36epiraHHsI», a came AOMNOBHEHO iHhopMalLlieto yMoB
36epiraHHs Aito4oi pevyoBUHN AN anbTepHaTUBHOIO BUPOOHMKa
Tianjin Tianyao Pharmaceuticals Co., Ltd. 3anponoHoBaHo:
YMOBW 3BEPIFTAHHA. VY winbHo 3akynopeHii Tapi B 3axuLeHoMy
Bif CBiTNa micui npy TemnepaTtypi He BuLe 30°C1. Y winbHo
3aKynopeHi Tapi B 3axuLLleHoMy Bif CBiTNa Micui npu TemnepaTypi
He BuLe 25°C2. MNpumiTtka: 1 —ans dipmu-BupobHuka Tianjin Jinjin
Pharmaceuticals Co., Ltd. 2 - gns cdipmu-BupobHuka Tianjin
Tianyao Pharmaceuticals Co., Ltd.

3a
peuenmom

UA/0808/01/02

272.

CMIPOHONAKT
OH-OAPHULA

Tabnetku no 100 mr;
no 10 Tabnetok y
KOHTYPHil
YapyHKOBIN
ynakosui; no 3
KOHTYPHi YapyHKOBI
YNaKoBKW B Naui

MpAT
"®apmaneBt
n4yHa cipma

"OapHuus”

YkpaiHa

MpAT

"®apmaueBTniHa
cipma "[apHuusa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis: 3MiHu | TUny - 3MiHK
wono 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsagy
(BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy chapmMakoHarnsay,
3MiHa YNoBHOBaXeHOi ocobu, BiANoOBiAanbHOI 3a 3aiCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
Ons 34icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIganbHOI 3a 34iCHEHHS
dapmakoHarnsaay (BKMOYaryM KOHTaKTHI faHi) Ta/abo 3miHu y

3a
peuenmom

UA/0808/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

pO3MiLLieHHI MacTep-banna cuctemm papmakoHarnsay) - amiHa
ynoBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
tbapmakoHarnag,.
lMponoHoBaKra pepakuis: Typok B'ayecnas B'auecnasosuy

273.

cnopuwly
TPABA

TpaBa pi3aHo-
npecosaHa no 100 r
y naykax 3
BHYTPILLHIM NakeToM

MpAT
"NikTpasun"

YkpaiHa

MpAT "NikTpasn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3MiHu | TURy - 3MiHK
3 skocTi. FoTOBMIA Nikapcbkuin 3aci6. Onuc Ta cknag. 3miHa hopmm
abo po3mipiB nikapcbkoi dopmu (iHLLi 3MiHKM)

- BHECEHHSA 3MiH 0 MaTepianiB peecTpauiiHoro 4ocbE, a came
YTOYHEHHS OMNUCY NiKapCbKoi hopMU, SIK HACTNIAOK BHECEHHS 3MiH
[0 MeTofiB KOHTPOIIO AKOCTI N. «laeHTndikauis A. 30BHILLHI
o3Haku». 3atBepmxeHo: 1. OnvcaHne nekapcTBEHHON HOPMbI.
Kycoukun umnuHgpuyeckon popmel, AnameTpom 5 Mm, ArnmHon 8-
12 mmM. MNMoBepxHOCTb rnagkas, bnecTawas, pexe matosas,
MpamopHasi, Ha TopLuax HepoBHasi. LiBeT kopniHeBaTo-3eMneHbIn
CO CBETINO-XENTbIMY BKpanneHusmu. 2. letanusauusi BHELLHNX
npuaHakoB. Kycouku umnuHgpuydeckont popmbl, uametTpomM 5 mm,
anvHon 8-12 mm. MNoBepxHOCTL rnagkasi, bnecrswas, pexe
maToBasi, MpaMmopHasi, Ha TopLuax HepoBHasi. LiBeT kopunyHeBaTo-
3ereHblil CO CBETNO-XeNTbIMK BKpanneHnamu. 3anax crnabbiv.
Bkyc cnerka Bsxywmin. 3anponoHosaHo: 1. Onuc nikapcbKoi
opmu. LLmaToukm umniHgpuyHoi doopmu, giameTpom Big 4 4o 6
MM, JOBXUHOO 8-12 MM. MoBepxHsi rmageHbka, 6nuckyya, 3pigka
mMarToBa, MapMypoBa, Ha Topusax HepiBHa. Konip kopuyHeBo-
3erieHun 3i CBITNO-XOBTUMMW BKpanneHHamu. 2. [eTtanisauis
30BHILLHIX 03HaK. LLIMaTo4ku umniHgpuyHoi hopmu, AiameTpom Big
4 no 6 MM, goBXMHOW 8-12 mMm. [oBepxHs rmageHbka, 6rnvckyya,
3pigka MaToBa, MapmypoBa, Ha Topusax HepiHa. Konip kopuyHeBo-
3eMeHnn 3i CBITNO-KOBTUMM BKpanneHHsmu. 3anax cnabkuii. Cmak
3nierka B’skyunii. 3MiHu BHeceHi y po3ain "llikapceka chopma”
(OCHOBHI (hi3nko-XiMi4HI BNAcTMBOCTI) B iIHCTPYKLiO Ans Mean4YHOro
3acTocyBaHHS (YTOYHEHHS onucy fikapcbkoi dhopmu) Ta sk
HacnigoK - y TEKCT MapKyBaHHS yNakoBKW IikapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NicNs 3aTBEPAXEHHS.
CynyTHS 3miHa - 3MiHK 3 sKkocTi. [0ToBMI Nikapcbkun 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BUNpoByBaHHSA rOTOBOrO NikapCbKoro 3acoby (He3Ha4yHa 3MiHa Yy
3aTBEPKEHMX MeToAax BUNPOOyBaHHS).

6e3
peuenma

UA/5886/01/01

274.

CTPENCINC®
IHTEHCUB 3
MEOOM TA
JIMMOHOM

NbOASHUKM no 8,75
Mr Mo 8 NboasiHUKIB
y 6nicTepi; no 2
Gnictepn y
KapTOHHiIl kopobui

PekkiTT
BeHkizep
Xernckep

IHTEepHeLHN

Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep

Xenckep
IHTEepHeLwHN
JimiTen

Benuka
BpuTaHis

BHECEHHS 3MiH IO peecTpaLiiHix maTepianis: 3miHu |l Tuny -
3miHu wopao 6e3neku/edekTUBHOCTI Ta hapmakoHarnagy. 3MiHu y
KOPOTKili XapakTepucTuL NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS

Ta iHCTPYKLii ANs MeanYHOro 3acTOCyBaHHS y 3B’I3KY i3 HOBUMM
[aHMMN 3 SKOCTI, AOKMIHIYHUMM, KIiHIYHUMW AaHUMK Ta JaHUMK 3
dapmakoHarnsay - 3MiHM BHECEHO [0 iHCTPYKUiT AnA Mean4Horo
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao po3gainy "®apmakonoriyHi
BNacTMBOCTI".
BBegeHHs 3MiH NpoTsrom 6-T1 MicsUiB nicnsi 3aTBepAXKeHHS.

be3
peuenma

UA/7696/01/01

275.

CTPENTOLMA

KpUCTaniyHuim

ToBapucTBo

YkpaiHa

ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHu | Tuny - 3MiHK

UA/16875/01/01




117 ITponoBkeHHs nomarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
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PO34YUHHUUN NOpPOLLIOK 3 obmexeHo 3 sikocTi. A®L. KoHTponb A®l. 3miHa y meToaax BunpobysaHHs ADI
(cybeTaHuis) ans obmexeHot BiAMOBIAAMNbLHICTIO abo BuUXxigHOro MaTepiany/npoMipKHOTrO NPOAYKTY/peareHTy, Lo
dapmaLeBTU4HOro Bignosiganb "OAPMXIM" BVIKOPVCTOBYETbLCS y npoueci BUpobHuuTea AD! (iHLWwi 3miHK) -
3aCTOCyBaHHA y HiCTIO 3MiHW Y MeToAMKaxX KOHTPOIO SKOCTi 3a nokasHukoM "KinbkicHe
MiLKax "®APMXIM" BM3HaYEHHS" (3 METOAVKM BUIyYEHWUI iIHAMKATOPHUIA MeTo,
nonieTuNeHoBmx TUTPYBaHHS, 3aNULIEHWUI TiNbKN NOTEHLIOMETPUYHUIA)
276, TAHTIBEPT cnpen ans poTosoi Tosapwucteo Ykpaina BWMNYCK cepil: Ykpaina BHECEHHS 3MiH 40 peecTpauiinHMX maTepianis: 3miHu | Tuny - bes UA/16355/02/01
NOPOXHUHK, 1,5 3 ToBapucTBo 3 3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. peuyenma
mr/mn, no 30 mn y obmexeHo obmexeHoto 3amiHa abo BBeAEHHS [0OaTKOBOI AiNlbHUL BUpOOHMUTBA Ansi
cnakoHi 3i ckna abo Bignosigans BiAMOBIAAMNbLHICTIO 4YacTWHW abo BCbOro BUpOBGHMYOro MpoLIeCy roTOBOTO MikapCbKOro
3 NnacTuky, no 1 HiCTIO "®apmaueBTniHa 3acoly (AinbHULA, Ha AKin NPoBOAATLCHA OyAb-AKi BUPOOHMYI
cdnakoHy 3i cnpen- "dapmaueBT cbipma "BepTekc”, cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOSO SIKOCTi, MEPBUHHOIO
[03aTopoM Yy nyHa cipma YkpaiHa; Ta BTOPMHHOIO MaKyBaHHS, ANs HECTEPUIbHUX MiKapCbKNX
Kopoo6uLi "BepTtekc" BCi cTagii umkny 3acobis) CynyTHs 3MiHa: 3MiHM 3 sKoCTi. [OTOBMI NikapCbKui

BUPOBHMUTBA KpiM
KOHTPOMIO SKOCTi:
ToBapucTBo 3
obMexeHo
BiANOBIgANbHICTIO
"®apmaueBTNYHa
cbipma "BepTekc”,
YkpaiHa;

BCi cTagii umkny
BUPOGHMLTBA,
KpiM BMMYCKy
cepil:
TosapucTBo 3
obmexeHo
BiANOBIgANbHICTIO
"®apmMaueBTnYHa
KOMNaHis
"3nopos'sa”,
YkpaiHa

3aci6. 3MiHn y BUpobHMUTBI. 3amiHa abo BBeAeHHS 40AaTKOBOI
OinbHULi BUPOOHULTBA ANst YAacTUHU abo BCbOro BUPOGHNYOro
npoLiecy roToBOro nNikapcbkoro 3acoby (AinbHULA A4S BTOPUHHOIO
nakyBaHHs1), 3MiHM 3 sikocTi. [0TOBMI nikapcbkuin 3aci6. 3miHn y
BUpPO6HMUTBI. 3amiHa abo BBe4EeHHS AO4ATKOBOI AiNbHULL
BMpPOBHMUTBA ANst YacTuHM abo BCbOro BUPOOHNYOro npouecy
roTOBOrO fikapCbKoro 3acoby (AinbHUUA ANsS NepBUMHHOTO
nakyBaHHs1) — BBEAEHHS1 [OAATKOBOI AiNbHULi BUpOBHMUTBA
Bi4NOBiganbHoI 3a BUPOOHMLTBO, MEPBUHHE Ta BTOPUHHE
nakyBaHHsi - ToBapucTBO 3 06MeXeHOI0 BignoBiganeHicTio
“®apmaueBTnyHa cipma “Beprekc”, YkpaiHa (agpeca: 61085,
XapkiBcbka 061., MmicTo Xapkis, Bynuus ACTPOHOMIYHA, ByAnHOK
33, nit. «H-2»). 3minm | TMNY - 3MiHKM 3 sKOCTI. FOTOBMIA NiKapChKMiA
3aci6. 3MiHn y BUpobHMUTBI. 3MiHa iMnopTepa/aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo foaaBaHHS BUPOGHMKa, Lo
BinoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He Bknovyaoum
KOHTPOMb/BUNpoOyBaHHS cepii - BBEAEHHS A04ATKOBOI AiNbHUL
BigMNOBiAanbHOI 3a BUNYCK cepii FOTOBOro Nikapcbkoro 3acoby -
ToBapuncTBO 3 0OMEXEHO BiAnoBiAanbHiICTo “PapmaueBTnyHa
dipma “BepTekc”, YkpaiHa (agpeca: 61085, Xapkiscbka obr.,
micTo Xapki, Bynuusa AcTpoHoMiuHa, byauHok 33, niT. «H-2»).
3MiHN BHECEHO B IHCTPYKLIiIO ANt MEAUYHOTO 3aCTOCYBaHHS LLOAO
MiCLie3Haxoa)XeHHS BUPOOHMKa 3 BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHSs1 yakoBKM Mikapcbkoro 3acoby. 3MiHu | Tuny - 3miHu 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3mMiHa y NepBUHHIN ynakoBLi
roTOBOrO fikapCbKoro 3acoby (Tun KoHTenHepa abo AoAaBaHHS
HOBOrO KOHTeWHepa) - TBepAi, M'Aki Ta HeCTepuInbHi pifkKi Nikapcbki
dopmu - CynyTHA 3miHa: 3MiHK 3 GKoCTi. F0TOBUIA NikapCbKuii
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
nocTavarnbHuKa nakyBarnbHUX MaTepiarniB abo KOMMNMIEeKTy4nX
(AKLLI0 3a3HayeHo B AoCcbkE) (3amiHa abo foaaBaHHSA
nocrayanbHuka) — AoAaBaHHSA HOBOrO nocTavarnbHUKa NepBUHHOI
yMakoBKK, a came: cknsiHoro dgorakoHy MNMAQO «Map’sHiBCbki
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CKo3aBoa», YkpaiHa
277.| TAXOKOMB MaTpuus ans Takena ABcTpis BUPOOBHMLTBO 3a ABcTpisi/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/8345/01/01
CKITEIOBaHHS TKaHWH, ABCTpis MOBHUM LINKIOM: Himeuyunna AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
no 1 matpuui mM6X Takepa ABcTpist MicLsi NPOBaAXeHHs! AiAnbHOCTI BUpOoBHMKa (BKMtoYatoum, 3a

po3mipoMm 2,5 cm x
3,0 cm y BriicTepi; no
1 BnicTepy B nNakeTi;
no 1 nakety B
KapTOHHi KOpoOLyi;
no 1 matpuui
po3mipom 4,8 cm X
4,8 cm y Gnictepi; no
1 6nictepy B nakeTi;
no 2 nakeTu B
KapTOHHiI KOpooLyi;
no 1 matpuui
po3mipom 9,5 cm x
4,8 cm y 6nicTepi; no
1 6nictepy B nakeTi;
no 1 nakeTy B
KapTOHHIl kopobui

'M6X, ABCTpisi;
cTepunisauis:
BB®
CrtepunisauioHcep
Bic MMGX,
HimeuumnHa;
KOHTPOIb AKOCTI
cepii
"CTepurnbHicTb":
JTabop JIC CE€ Ta
Ko. KT,
HimeuumnHa;
KOHTPOIb AKOCTI
cepii
"CTepurnbHicTb":
ABcCTpilicbke
areHCTBO OXOPOHM
3[40poB'A Ta
nNpoaoBONbYOI
6e3nekn (AGES)
m6X
IHCTUTYT MeguyYHOT
Mmikpobionorii Ta
ririenn (IMED),
ABCTpis

HeobXiQHOCTI, MicLile NpoBeAEHHS KOHTPOJK AKOCTI), abo BnacHuka
MacTep-canna Ha A®Il, abo noctayanbHuka APl/BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO 3aCTOCOBYOTLCS Y
BMPOGHMLTBI API (SKLLO 3a3Ha4YeHO y AOChE Ha MikapCbKkui 3acif)
3a BigCYTHOCTi cepTudikaTa BignoBigHOCTI €EBpoNenchKin
hapmakonei y 3aTBepkeHOMY A0cbe, abo BUPOGHMKa HOBOT
[OMNOMIXKHOI pe4oBUHU (KO 3a3HayveHo y Aocke). [Ans BupobHuka
nitoyoi pevoBuHM dibpuHoreHy noguHn CSL Behring GmbH,
Marburg, HimeuwunHa B posgini 3.2.S.2.1. BupobHuku 6yno
3a3HayeHo nuie puanyHy agpecy. [JaHow 3MiHO
NPOMOHYETHCS 3a3HauMTK hisnyHy agpecy BUpoOHUKa, a came:
Emil-von-Behring Strasse 76, 35041 Marburg Ta Gorzhauser Hof 1
35041 Marburg (Stadtteil Michelbach), HimeuyunHa. Micue
BMPOGHMLUTBA He 3MiHMNOCh. 3MiHuM | TNy - AgMiHICTPaTUBHI 3MiHW.
3miHa HaviMeHyBaHHSA Ta/abo agpecu micus NpoBafXeHHs
AiSNbHOCTI BUPOOHMKa (BKMOYakoym, 3a HEOOXIAHOCTI, MicLe
NpoBeAeHHSs! KOHTPOIIO sIKOCTi), abo BNacHWka macTtep-ganna Ha
A®I, abo noctavanbHuka APl/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOroO NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPOGHMUTBI API (SKLLO 3a3Ha4YeHO Yy AOCkE Ha NikapCbKkuii 3acif)
3a BiACYTHOCTI cepTudikaTa BianoBiAHOCTI €BpONEnChbkKil
dapmakonei y 3aTBepmpkeHoOMy fockbe, abo BUpobHMKa HOBOT
[OOMOMIXKHOT peqoBUHU (SIKLLO 3a3HayveHo y Aocke). [nst BupobHuka
fitoyoi pevoBuHmn dibpuHoreHy nogunHn CSL Behring GmbH,
Marburg, HimeuuunHa B po3gini 3.2.S.2.1. BupobHuku 6yno
3a3Ha4YeHo nuLle puandHy agpecy. [JaHot 3miHo
NPOMOHYETLCA 3a3HauUMTK hisnyHy agpecy BUpobHuka, a came:
Emil-von-Behring Strasse 76, 35041 Marburg Ta Gorzhauser Hof 1
35041 Marburg (Stadtteil Michelbach), HimewunHa. Micue
BMPOGHMLTBA He 3miHunock. Kpim Toro 6yno BHeceHo 3miHn o
appecu BupobHuka CSL Behring LLC anbbymiHy noauHu, sxkun
BMKOPVCTOBYETbLCSI 5IK CTabini3aaTop akTMBHOI PE4YOBUHM
dibpuHorery moaunu i3 Wankdorfstr. 10 3000 Bern 22
Switzerland Ha Wankdorfstr. 10 3014 Bern Switzerland. Micue
BMPOGHMLTBA He 3MiHUMOCk. 3MiHu | TUny - 3MiHK 3 sIKoCTi.
["oToBMI Nikapcbkmin 3acib. KOHTPOrb roTOBOro MikapCbKoro
3aco0y (iHwi 3miHn). OHOBNEHHS BXe 3aTBepKeHVX METOAIB
KOHTPOMIO SIKOCTi NikapCbKoro 3acoby, a caMe BUKNAAEHHSI TEKCTY
[Aep>XaBHOK MOBOIO 3riAHO Cy4YacHWX BUMoOr. BBeaeHHs 3MiH
npoTarom 6-Tu micauis nicns 3atBepgkeHHs. 3MiHn |l Tuny - 3MiHn
3 sikocTi. [oToBUMIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHwi
3MiHn).MNprBeaeHHs Ha3BM Ail040i PEYOBMHM Y BiANOBIAHOCTI A0
maTtepianis BUpobHuka, 6e3 3MiHu Jito4oi pevyoBUHN. 3MiHK
BHECEHO [0 iHCTPYKUiT AN MeQu4YHoro 3acTocyBaHHS NikapcbKoro
3acoby go posginy "Cknag", a came npuBefeHHs Ha3BM Aitoyoi
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peyvoBMHY Yy BiANOBIAHOCTI O MaTepianis BUPO6GHMKa, 6e3 3MiHN
LitoY401 pevoBMHU 3 BIANOBIAHMMM 3MiHAMM B TEKCTi MapKyBaHHsI
yNaKoBKM fikapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAuiB NiCNs 3aTBEPAXEHHS.
3Minu |l TMny - 3minn Wwopo H6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpOTKili XapakTepucTuLi fikapcbkoro
3acoby, TEKCTi MapKyBaHHs1 Ta IHCTPYKLUIi 4Nt MEAUYHOTO
3aCTOCyBaHHS y 3B’A3KY i3 HOBYMM JA@HUMMU 3 SIKOCTi, AOKNIHIYHUMN,
KMiHIYHUMW JaHUMK Ta AaHUMK 3 dhapmakoHarnsagy. 3miHm
BHECEHO A0 IHCTPYKUIii AN MEANYHOro 3aCTOCYBaHHS MiKapCbKOoro
3acoby ao posainy "OcobnueocTi 3acTocyBaHHA". BBegeHHs 3MiH
npoTSAromM 6-Tu MicALiB Nicnsa 3aTBepAXEHHS
278.| TEHOYEK® Tabnetkn, 14 Inka IHAis Inka ITabopatopis IHAisa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3MiHK 3a UA/8615/01/01
Tabnetok y 6nictepi; | Jlabopatopis Timiteq wono 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnagy - OHOBIIEHHS | peuernmom
no 2 6nictepu B Timiteq TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KapTOHHIN ynakoBLii iHpopmaLlii LWoAo 3a3HaYeHHSA OAVHVMLE BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns 3aTBEpAXKEHHS
279.| TEPXXUHAH TabneTtku BariHanbHi | JlaGopaTopii dpaHuis CothapTekc dpaHLuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/8116/01/01
no 6 abo no 10 Bywapa 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikat BignosigHocTi | peuenmom
TabneTok y cTpuni; Pexkopaari

no 1 ctpuny y
KapTOHHIN kopobLi

€Bponeicbkin dhapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMyYeHHs
cepTtudpikaTa BignoBigHOCTI €Bponevickkin apmakonei: ana Ad®l;
AnsA BUXiAHOro maTepiany/peareHTy/NpoMiKHOIO NPOAYKTY, L0
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; onsi 4ONOMiXXHOI peqoBUHU
(cepTudpikaT BignosigHocTI €Bponencukin hapmakoner) -
OHoBneHW cepTudikaT Bif ye 3aTBepaKeHOro BUPoGHUKa -
OHoBneHHs cepTudikaTy BignoBigHOCTI €Bponenchkii
dapmakonei Ne R1-CEP 2011-029-Rev 00 (3aTtBepmkeHo: RO-
CEP 2011-029-Rev 01) ans gjto4oi pe4oBUHN HEOMILIMHY
cynbdary Big Bxe 3aTeepmkeHoro BupobHuka (YICHANG SANXIA
PHARMACEUTICAL Co., Ltd., CHINA). 3minu | Tuny - 3miHu 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNy4YeHHs
cepTudikaTa BignosigHOCTI €Bponevichkin dapmakonei: ans Ad®l;
Ans BUXiAHOro matepiany/peareHTy/npoMiDKHOIO NMPOAYKTY, Lo
BMKOPVCTOBYIOTECS Y BUPOOHMLTBI APl; AN AONOMIXKHOI peqoBUHM
(cepTudpikaT BignosigHocTI €Bponenckkin hapmakoner) -
OHoBneHW cepTudikaT Bif yke 3aTBepaKeHOro BUPOGHUKa -
OHOBIEeHHSA cepTudikaTy BiANOBIAHOCTI €Bponenceki dapmakonei
Ne R1-CEP 1999-099-Rev 04 (3aTBepmxeHo: R1-CEP 1999-099-
Rev 03) ans gitoyoi pevoBuHN HIiCTaTWHY Bif BXe 3aTBEPAXKEHOIO
BupobHuka (CAPUA BIOSERVICES S.p.A., Italy). 3minu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BignoBigHocTi €Bponeichkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBMNEHOrO cepTudikaTa BignoBigHOCTi abo

BUIYYEHHS cepTudikaTa BignoBigHOCTI €EBPONEnchKiin
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
capmaxkonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPWCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMIXXHOI peqyoBUHU
(cepTudpikaT BignosigHocTI €Bponencekin hapmakoner) -
OHoBREHW cepTudikaT Bif yxe 3aTBepXXeHOoro BUpobHuka -
OHOBIEeHHS cepTudikaTy BiANOBIAHOCTI €Bponenchki dapmakonei
Ne R1-CEP 1999-099-Rev 05 ans gito4oi pe4oBuMHU HiCTaTuHy Big
BXe 3aTBepmxeHoro BupobHuka (CAPUA BIOSERVICES S.p.A.,
Italy)
280.| TETPAKCUM®/ | cycneHsia gns CaHodi PpaHuis CaHodi MNacTtep, ®paHuis/ BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu |l Tuny - 3a UA/13069/01/01
TETRAXIM iH’ekuin, no 1 Mactep ®paHuis (noBHUIA YropumHa onTuUMisaLis BUPOOHMYOro Npouecy Ha CTafii OYNLLEHHS peuernmom
BAKUWHA ONA | nonepegHbo LUmMKN npaBueBoro aHaTokcuHy (Active substance purified tetanus toxoid)
NPODIIAKTUK | 3anoBHeHOMy BMPOBHMLTBA, 3 BHECEHHSM PIiBHS KPUTUYHOCTI BUPOOHNYMX NapameTpis
1 OUDTEPII, wnpwuudy no 0,5 mn KOHTPOMb SIKOCTI, BiNOBIQHO aHani3y KpUTUYHOCTI npouecy. OHOBMNEHHSs po3ainis
NMPABLUA, (1 posa) 3 BTOPUHHE CTD 3 meToto rapmoHisadii iHcopmadii 6e3 3miH y BUpoGHUYin
KALLJTIOKY MPUKPINMEHO nakyBaHHs1, BUMYCK npakTuui. TepmiH BBEAEHHS 3MiH - nuneHs 2021
(ALUENIONAPH ronkoto (abo 2-ma cepii); CaHodi-
nm OKpEMMUMMU ronkamu), AseHrTic NparsiT
KOMMOHEHT) WO MIiCTUTb Ko. Nta.,
TA cycrneHsito Ans Mnardopma
NMONIOMIENITY | iH'ekuin, B KAPTOHHIN NoricTukn Ta
AOCOPBOBAH | kopo6ui; no 1 ancTpubyuii y m.
A, nonepegHLo Bynanewr,
IHAKTUBOBAH | 3anoBHeHoMy YropwmHa
A, PIOKA wnpuuy no 0,5 mn (BTOPYHHE
(1 posa) 3 nakyBaHHs, BUNYyCK
NpUKpinneHoto cepii)
ronkoto (abo 2-ma
OKpEMUMMU ronkamu),
WO MICTUTb
CyCneHgsito ansi
iH’EKUi B KAPTOHHIN
Kopobui, B Skii
MiCTUTBCSA
CTaHfgapTHO-
eKCrnopTHa ynakoBka
Ta iHCTpyKUis Ans
MeAUYHOro
3aCTOCYBaHHS
281.| TUPO3YP NOPOLLIOK Exrensrapg HimeuumH Enrenbrapg HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK bes UA/7786/01/01
HawwkipHuiA, 1 Mr/rno | ApuHanmiTt a ApuHanmittens wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - peuenma
5rabono20r enb Mv6X & 'vm6X & Ko. KI OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW fikapcbKoro 3acoby 3
NMOPOLLIKY Y (PrIaKOoHi; Ko.KI BHECEHHAM iHbopMaLii LLoAO 3a3HAaYEHHS OOUHML BUMIPIOBAHHS
no 1 cnakoHy B y cuctemi Sl
KapTOHHIN kopobui
282, TIONEHTAN niocpinizat gnsa MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | TUny - 3MiHK 3a UA/3916/01/01
po3unHy Ans iH'ekuin | "KuiBmegnp "KniBmegnpenapa y MeToax BUNpobyBaHHS BXiAHOrO KOHTPOIIO 4it040i pe4oBUHU | peuernmom
no 0,5 r; pnakoHu 3 enapat” T 1."KinbkicHe BU3Ha4eHHs" BignoBigHO 40 BUMOr MoHorpadii EP;

niocpinizatom

3MiHuM | TUNy - 3MiHK 3 akocTi. FoTOBMIA Nikapcbkuin 3aci6. KoHTponb
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roToBOro fnikapcbkoro 3acoby. 3miHa napameTpiB cneuwudikaLin
Ta/abo [oMyCTUMUX MEX rOTOBOIO fikapcbKoro 3acoby: cymnyTHsi
3MiHa - 3MiHuM 3 siKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOro fnikapcbkoro 3acoby. 3miHa y meToaax BUNpobyBaHHS
roTOBOrO fikapCbKoro 3acoby (iHLwi 3miHM y meTogax BUnpobyBaHb
(Bkrtoyaroum 3amiHy abo gonoBHeHHs)). Po3gin "CynpoBigHi
Aomiwkn".. 3aMiHM y cneumdikauii, meTogax BunpobysaHHs M3 3a
nokasHukom "CynposigHi gomiwkun" metog TLWX 3amiHeHo Ha
meTtoa BEPX, BignosigHo go BuMor moHorpadii EP, (I3 e
cy6niMoBOHO0 cybcTaHuieto 6e3 JONOMIKHUX PEYOBUWH); 3MiHM |
TUMY - 3MiHW y METOAAxX BXiAHOrO KOHTPOJIIO Ail04OI pe4OBUHM
T."3anuULLKOBI KiNIbKOCTi OpraHiYHNX PO34YMHHMKIB" BigNoBigHO
OHOBMEHOI METOANKN BUPOBHMKA; 3MiHM | TUMy - 3MiHW y
cneumdikauii BXiGHOTO KOHTPOIIO Ait040i Pe4YOBUHMN
7."laeHTudpikauis" signosigHo Ao sumor moHorpadii EP; 3miHu |
TUMY - 3MiHW y cneuundikauii BXiGHOrO KOHTPOIIO Ail040i PEYOBUHM
1."MikpobionoriyHa ynctorta" BignoBigHo 4o Bumor EP; 3amiHm |
UMY - 3MiHW Y cneumdikauii BXiGHOrO KOHTPOSIO 4ito40i pe4oBUHN
T."Po34mHHicTb" BignoBigHo Ao Bumor EP; 3miHu | Tuny - 3miHn y
cneundikaLii BXiQHOro KOHTPOM Aito4oi pevoBuHK T."CynpoBigHi
Jomiwkn", 3amiHa meToay BunpobyBaHHs TLUX Ha BEPX
BiANoBiAHO Ao BMMmor moHorpadii Thiopental Sodium and Sodium
Carbonate EP ta [IM® Bupo6Huka

283.

TIONEHTAN

niodpinizat ans
PO34MHY Ans iH'eKLin
no 1,0 r; pnakoHu 3
niodpinizatom

NAT
"KvniBmegnp
enapat”

YkpaiHa

MAT

"KviBmegnpenapa

T

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | TURy - 3MiHU
y MeTofax BUNpobyBaHHSA BXiAHOrO KOHTPOSIIO fil040I pe4OBUHM
1."KinbkicHe BU3Ha4eHHs" BignoBiaHO [0 BUMor MoHorpadii EP;

3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOrO fikapcbKkoro 3acoby. 3miHa napameTpis cneumdikain
Ta/abo [oMYyCTUMUX MEX rOTOBOIO fiKapcbKoro 3acoby: cynyTHs

3MiHa - 3MiHu 3 siKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa y MeToAax BMNpobyBaHHA
roTOBOrO fikapcbKoro 3acoby (iHLWi 3mMiHM y MeTofax BunpobysaHb
(Bkntovaroumn 3amiHy abo gonoBHeHHs)). Po3gin "CynpoBigHi
AoMiLwku".. 3MiHM y cneumndikauii, meTopgax BunpobysaHHs 113 3a
nokasHukom "CynposigHi gomiwkun" metoa TLX 3amiHeHO Ha
meToa BEPX, BignosigHo go BuMor moHorpadii EP, (I3 e
cybnimoBoHo cybcTaHuieto 6e3 AOMOMIKHUX PEYOBUH); 3MiHW |
TUMY - 3MiHW y MEeTOAAax BXiAHOrO KOHTPOJIO fik04Oi pevOBUHU
T."3anu1LWKOBI KiNbKOCTi OpraHiYHnX PO34YMHHUKIB" BigNOBIAHO
OHOBMEHOI METOAUKN BUPOBHWKA; 3MiHM | TUMY - 3MiHW y
crneungikaLii BXiGHOro KOHTPOJO Ai040i peYOBUHN
1."lgeHTudpikauis" BignosigHo Ao BuMor moHorpadii EP; 3miHu |

TUMY - 3MiHW y cnevuudikauii BXiGHOrO KOHTPOIIO Ail040i peYOBUHU
1."MikpobionoriyHa ynctoTta" BignoBigHo 4o BuMor EP; 3miHm |

MRy - 3MiHW Y cneumdikauii BXiGHOrO KOHTPOSIO 4ito40i pe4oBUHN
T."Po3umHHicTb" BignoBigHo Ao Bumor EP; 3miHu | TUny - 3miHn y

crneungikaLii BXigHOro KOHTPOO Aito4oi peyoBuHM T."CynpoBigHi

3a
peuernmom

UA/3916/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nomiwku", 3amiHa metoay BunpobysaHHsa TLUX Ha BEPX
BiANOBIAHO A0 BMMOr MoHorpadii Thiopental Sodium and Sodium
Carbonate EP ta JM® BupobHuka
284.| TOHINHAN® Kpanni opanbHi, no Pixapa ABCTpis Pixapg BittHep Al AscTpis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/5009/01/01
20 mn abo 50 mn, BitTHep Al OHOBIEHHS agpecu BupobHuka Herbamed AG, Switzerland gns peuenma
abo 100 mny niroyoi pevoBmHM Glonoinum D12; 3anponoHoBaHo: Austrasse
dnakoHi 3 10+12 9055 Buhler Switzerland; 3miHn | TUnNy - OHOBRNEHHS agpecu
KpanenbHUm BupobHuka Herbamed AG, Switzerland gns gito4oi pe4yoBuHM
nosaTtopowm; no 1 Tabacum D6; 3anponoHoBaHo: Austrasse 10+12 9055 Buhler
nakoHy y Switzerland; aminu | TUny - oHOBNEHHs aapecy BUPOBHUKa
KapTOHHIN ynakoBLii Herbamed AG, Switzerland gns gitoyoi peyosuHn Veratrum album
D6; sanponoHoBaHo: Austrasse 10+12 9055 Buhler Switzerland
3MiHW | TRy - BHECEHHSA 3MiH Ao p. 3.2.S.4.1 Cneuudikauis, a
came: BUITyY€eHHs1 3acTapinoro nokasHvka «Cmak». JaHun
NokasHUK He 3a3HavyeHuii B €Bponeicbkii hapmakoner; 3MmiHm |
TUMY - BHECEHHS 3MiH Ao p. 3.2.P.5.1 Cneuudikauisa Ta p. 3.2.P.5.2
AHaniTM4Hi Npoueaypy, a came: BUNMyYeHHS 3acTapinoro
nokasHuka «Cmaky». [JaHuii Nnoka3HWK He 3a3HayYeHuin B
€Bponevicbkin dapmakonei
285.| TOPALIB PO34UH Ans iH'EKLiN, TOB YkpaiHa BECb BUPOGHUYNIA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/11604/02/01
5 mr/mn, no 4 mny "®APMEKC npouec M3, 3 3 AKocTi. FoToBUIA NikapcbKuii 3aci6. 3MiHW y BUpOOHWUUTBI. 3MiHK y | peuernmom
dnakoHi; no 5 reyn" ypaxyBaHHSAM npoteci BUPOGHMLITBa rOTOBOTO NiKapCbKOro 3acoby, BKIYa4m
rakoHiB y BUMYCKY Cepii: NPOMIKHUWIA NPOAYKT, L0 3aCTOCOBYETLCSI NPY BUPOOHULITBI
KOHTYPHilA TOB "®APMEKC rOTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH B
YapyHKOBIN FPYI", Ykpaina; TEXHOSOriYHMI NpoLec BUpobHMLUTBA Nikapcbkoro 3acoby,
ynakosui; no 1 BECb BUPOGHWYMIA 30KpeMma: BUKMOYEHHsT cTagii "CTtabinisauisi po3ynHy y
KOHTYPHI npouec M3, 3a nakoHax/amnynax" 06ymMoBneHo onTumi3aLieto BUpOOHNYOro
YapyHKOBIl ynakosLi BUHATKOM BUMYCKY npouecy. [laHa ctagia 6yna Bkno4YeHa B TEXHOMOrYHUIA nNpoLec B
Y KapTOHHIV nayui; cepii: TOB sIKOCTi JoaaTkoBoi ctepunisadii 13 (nomunkoso cragito 6yno
no 4 mn B amnyni; "®apmaueBTUYHa 3a3HaveHo "CTabinisauis"). OcHoBHMM cnocobom 3abe3neyeHHs
no 5 amnyny KOMMaHis cTepunbHocTi gaHoro J13 € ctepunisytoda dinbTpauia. Ha ganun
6nicTepi; no 1 "3popos’s", Yyac BCTaAHOBIEHO, LLIO AofaTkoBa TepMiyHa o6pobka B
Gnictepy y YkpaiHa 3asBneHomy pexumi (102+2)° C npotsrom 10 X8 HE BUKOHYE
KapTOHHIN nayui; no dyHKUIT cTepunisauii, OCKinbK/ BiAPi3HAETLCS Bif pekomeHaauin
4 mn B amnyni; no 5 O®Y wopo napoBoi ctepunisadii (He MmeHwe 121° C npotarom 15
aMnyn y KapTOHHI XB), Ta He € HEOOXiQHOK B TEXHOMOMNYHOMY MpOLECi
nayuj 3
neperopogkamu
286, TPABA TpaBa (cybcTaHLUis) TOB "HBK YkpaiHa TOB "HBK YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/13368/01/01
BINHUKA y Milwkax gns "Exocapm” "Exocapm” AamiHicTpaTvBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
HA3EMHOIo BUPOGHMLTBA MiCLs NpOBaXXEHHS OisiNbHOCTI BUPOOHMKa (BKMOYaoum, 3a
HEeCTepUIbHUX HeobXigHOCTI, MicLile NpoBeAeHHst KOHTPOIIO SKOCTi), abo BNacHuKa

nikapcbkux hopm

macTtep-darina Ha AD|, abo noctayanbHuka AdPI/BuxigHoro
maTepiany/peareHTy/NnpoOMiKHOrO NPOAYKTY, LLO 3aCTOCOBYIOTHLCS Y
BMPOGHMUTBI ADI (SKLLO 3a3Ha4YeHO Y AOCkE Ha Mikapcbkuid 3aci6)
3a BiACYTHOCTI cepTudikaTa BiaNoBiAHOCTI €EBpONENChKil
hapmakonei y 3aTBepKeHoMy Aockbe, abo BUpoBHMKa HOBOT
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AOMNOMIKHOI pevoBUHU (SKLLO 3a3HavYeHo y AOCkE) - 3MiHa aapecu
MicLsi NPOBafKeHHs AianbHOCTI BUpobHuka APl Tpasa BiliHMKa
HaseMHoro, TpaBsa (cybcTtaHuis) TOB "HBK "Ekodapm", YkpaiHa.
BBeAeHHs 3MiH NpoTarom 6-Tu MicauiB nicns 3aTBepaXeHHs.

287.

TPABA LLUYYKHU
OEPHUCTOI

TpaBa (cybcTaHuis)
y MilLKax ans
BUPOGHMLTBA
HeCcTepUIbHUX
nikapcbkux hopm

TOB "HBK
"Ekocpapm"

YkpaiHa

TOB "HBK
"Ekochapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnmx martepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MicUsi NPOBaAXeHHs! AiAnbHOCTI BUpOBHMKa (BKMoYatoum, 3a
HeobXiQHOCTI, MicLile NpPOBeAEHHS KOHTPOIIO SKOCTi), abo BnacHuka
MacTep-canna Ha A®l, abo noctayanbHuka APl/BuxigHoro
marepiany/peareHTy/NpOMiKHOIO MPOAYKTY, LLO 3aCTOCOBYIOTLCH Y
BMPOGHMLTBI AP (SKLLO 3a3Ha4eHO Yy AOChE Ha NiKapCbKui 3acif)
3a BigCyTHOCTI cepTudikaTa BignoBiaHOCTi EBpONEenchkin
dapmakonei y 3aTBepmkeHOMy Jockbe, abo BUpobHMKa HOBOI
[OOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y JOCbE) — 3MiHa aapecu
MicL NpoBaXeHHs QisnbHOCTI BUpobHuka APl TpaBa Luyyku
AepHucToi, Tpasa (cybctaHuis) TOB "HBK "Ekodapm”, Ykpaina.
BBegeHHs 3MiH NpoTarom 6-Tu MicauiB nicns 3aTBepaAKeHHS.

UA/13369/01/01

288.

TPUTAH-[

Tabnetkn, no 10
Tabnetok y cTpuni,
no 1 a6o no 10
CTPUNIB B KAPTOHHIN
yrnakoBLi

Kagina
dapmacbloT
nkans
Nimiten

IHAis

Kagina
dapmacbioTukan3
Nimiten

lHAis

BHECEHHS 3MiH 0 peecTpaLiiHMx maTepianis: 3miHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeneHHs abo 3MiHM [0 y3aranbHEHWX AaHWX NPo CUCTEMY

hapmakoHarnsiay (BBeAeHHS y3aranbHEHUX faHuX Npo cuctemy
bapmakoHarnsgy, 3miHa ynoBHOBaxeHoi ocobu, BianoBiaanbHoOI
3a 3[iicHeHHs hapMakoHarnsgy; KOHTakTHOI ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHs hapMakoHarnsay B
YKpaiHi, SIKLLO BOHa BiAMIHHA Bif, yNOBHOBaXKeHOoi ocobu,
BiQMNOBiAanbHOI 3a 34iICHEHHsT hapmakoHarnsay (Bkovaym
KOHTaKTHi faHi) Ta/abo 3miHM y po3MilLeHHi MacTep-darina
cuctemMu chapmakoHarnsgy) - 3MiHa KOHTaKTHOT ocobu
yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHOi 3a 30iNCHEHHS
apmakoHarnsgy B YkpaiHi. [itoya pegakuis: Savchenko Dmytro
Sergiyovych. NMponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX AaHMUX KOHTaKTHOI 0cobu
yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHOi 3a 30iNCHEHHS
dapmakoHarnagy B YkpaiHi. 3miHa micus 3AiCHEHHS OCHOBHOT
nisnbHoCTi 3 hapmakoHarnagy. 3miHa Homepa mactep-danina
cucTeMu dpapmakoHarnsigy.

Ne 10 - 6e3
peuenma;
Ne 100 - 3a
peuenmom

UA/14735/01/01

289.

TPUMEK

NOPOLLIOK ANA
PO34MHY AN iH'eKuin
no 1000 mr, 1

ONaKkoH 3 MOPOLLKOM
Y KapTOHHIl kopobLi

TOB
"ABAHT"

Ykpaina

TOB "ABAHT"
(nakyBaHHsi i3
copmu in bulk
ipMun-BNpOBHMKa
HCIC Xebew
XyaMiH
dapmackioTikan
Komnani JlimiTen,
Kutait)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHixX maTtepianis: 3MiHa 3asiBHUKa
(BnacHuka peecTpauinHoro NocBigYeHHst); 3amiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy chapmMakoHarnsay,
3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bil ynoBHOBaeHOi 0cobu, BignoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHI MacTep-haina cuctemu papmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBiAanbHOI 3a 3AiNCHEHHS
dapmakoHarnagy. Hitoya pegakui: Bopoben HiHa MuxanniBHa.

3a
peuerimom

UA/15392/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MponoHoBaKra pepakuis: bpow Pycnax Bikroposuy. 3miHa
KOHTaKTHUX JaHWUX YNOBHOBaXXEHOI 0cobU 3asiBHUKA,
BigMOBiAanbHOI 3a 3ailicHeHHsi hapmakoHarnsagy. 3miHa
KOHTaKTHOT 0CObM YNOBHOBaXEHOI 0COOU 3asiBHYKA,
BignoBiganbHoI 3a hapMakoHarnsg B YkpaiHi. 3miHa
MiCcLie3HaxoMmKeHHA MacTep-danna cuctemmn hapmakoHarnagy.
3MiHa Micus 3AiNCHEHHA OCHOBHOI AiSNbHOCTI 3 dhapmakoHarnsagy
Ta Noro Homepa
290.| TPUTTIKO TabneTkn AsieHne ITania AsieHge Kimvike ITanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/9939/01/01
NPOOHroBaHoi Aii Kimike PiyHiTe ArxeniHi wopno 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsay. BeegeHHs abo | peuenmom
no 75 mr: no 10 PiyHiTe PpaHyecko 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
Tabnetok y 6nictepi; AHXeniHi AKP.A®.C.nA. (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chapmMakoHarnsay,
no 3 6nictepu B dpaHyecko - 3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIAaNbHOI 3@ 3AiIMCHEHHS
KapTOHHIN nayui; no AKPAO®. - dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asgBHUKa
15 TabneTtok y C.n.A. Ons 3aiNcHeHHsA hapMakoHarnagy B YKpaiHi, AKLWO BOHA BigMiHHa
GnicTepi; no 2 Bifl yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 3AiNCHEHHS
Gnictepu B apmakoHarnsaay (BKOYaro4n KOHTaKTHI gaHi) Ta/abo 3miHn y
KapTOHHIN nayui po3MmilLieHHi macTep-haina cuctemm papmakoHarnsay) - aMmiHa
KOHTaKTHMX AaHNX YNOBHOBaXXeHOi 0cobu, BiAnoBiaanbHoI 3a
bapmakoHarnsg. 3miHa micus 34iMCHEHHA OCHOBHOI OiSiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-gaiina cuctemm
apmakoHarnsgy
291, TPUTTIKO Tabnetku AsieHge ITanis Asienge Kimike ITanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/9939/01/02
NPOnOHroBaHoi Aii Kimike PiyHiTe Arxenini wopno 6e3nekn/edeKkTUBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo | peuenmom
no 150 mr; no 10 PiyHiTe dpaHyecko 3MiHM [0 y3aranbHEeHUX aHNX Npo cucTemy bapmakoHarnsay
Tabnetok y 6nictepi; AHXeniHi AKP.A®.C.nA. (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTeMy chapmMakoHarnsay,
no 2 6nictepu B dpaHyecko - 3MiHa yNoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3AiNCHEHHS
KapTOHHIN navi AKP.AO®. - dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asBHUKa
C.n.A. Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKMYar4uM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - amiHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOi ocobu, BignoBigansHoi 3a
cbapmakoHarnsg. 3miHa micus 30iNCHEHHSA OCHOBHOI OisANbHOCTI 3
dapmakoHarnagy. 3miHa agpecu mactep-canna cuctemm
hapmakoHarnsigy
292.| TPUTTIKO XR TabneTtkn, BKpUTI AsieHge ITania AsieHge Kimike ITanis BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/15577/01/01
NNiBKOBOIO Kimike PiyHiTe ArxeniHi wopno 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peuenmom
060noHKot, PiyHiTe dpaHyecko 3MiHM J0 y3aranbHeHUX 4aHnX Npo cuctemy hapmakoHarnsgy
NPOOHroBaHoi Aii AHXeniHi AKP.A.®. C.nA. (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsgy,
no 150 mr no 10 dpaHyecko - 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS
Tabnetok y 6nictepi; | A.KP.AO®. - hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
no 1 abo no 2, abo C.n.A. 0N 30iCHEHHs hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA

no 3 6nictepu B
KapTOHHIN ynakoBLi;
no 7 TabneTok y

Bi] ynoBHOBaxeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKoYar4m KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-dhanna cuctemu papmakoHarnsagy) - 3amiHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6nicTepi; no 2 abo KOHTaKTHMX AaHUX YNOBHOBaXXeHOi ocobu, BianosigansHoi 3a
no 4 6nictepn y dapmakoHarnsa. 3miHa micus 34iINCHEHHA OCHOBHOI AisNbHOCTI 3
KapTOHHIN ynakoBLj dapmakoHarnsgy. 3miHa agpecu mactep-garna cuctemm
apmakoHarnsgy
293.| TPUTTIKO XR TabneTkn, BKpUTI AsieHne ITania AsieHge Kimvike ITanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/15577/01/02
NniBKOBOK Kimike PiyHiTe Arxenini wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo | peuenmom
060n0HKOo10, PiyHiTe PpaHyecko 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmMakoHarnsgy
NPOOHroBaHoi Aii AHXeniHi A.KP.A.®. C.nA. (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy chapmMakoHarnsgy,
no 300 mr no 10 PdpaHyecko - 3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a 3a4iNCHEHHS
Tabnetok y 6nictepi; | A.KP.A®. - apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asgBHUKa
no 1 abo no 2, abo C.n.A. ANs 34iMCHEeHHs hapmakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA
no 3 Gnictepu B Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
KapTOHHIN ynakoBLi; dapmakoHarnsaay (BKOYar4n KOHTaKTHI AaHi) Ta/abo 3miHn y
no 7 Tabnetok y po3MiLLeHHi MacTep-channa cuctemn chapmakoHarnsgy) - aMmiHa
Gnictepi; no 2 abo KOHTaKTHMX AaHWX YNOBHOBaXeHOi ocobu, BignoBigansHoi 3a
no 4 énictepn y dapmakoHarnsa. 3miHa micus 34iINCHEHHA OCHOBHOI AiSNbHOCTI 3
KapTOHHIN ynakoBLii dapmakoHarnsagy. 3miHa agpecu mactep-gaina cuctemm
hapmakoHarnsgy
294.| TPOMBOLUMAO renb, 15 mr/rno 40 r OeHe- HimeyuuH Bupo6Huk Himeyuunna BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHK bes UA/9234/01/01
abo no 100 r y Ty6i; ApuHanmiTT a Hepo3dgacoBaHOro wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuyenma
no 1 Ty6iy enb Mv6X NpoaykKTy, OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW MikapcbKoro 3acoby 3
KapTOHHI kopobLyi nepBuHHE BHECEHHAM iHdopMaLlii LLoAO 3a3Ha4YeHHSA OAVHMLb BUMIPIOBaHHSA
nakyBaHHs, y cuctemi Sl.
BTOPUHHE
nakyBaHHsi: C.P.M.
KoHTpakTt®apma
MM6X, HimeuuunHa;
KoHTponb sikocTi:
GeHe-
ApuHanmiTTens
'm6X, HimeuunHa;
MikpobGionoriuHui
KOHTpoOnb: [p.
paHep &
MapTtHep MMGX,
HimeuumnHa;
[o3Bin Ha Bunyck
cepil:
GeHe-
ApuHanmittens
'M6X, HimeyynHa
295, YNIbTPA®ACT TabneTku, BKpUTI MEOAHA MonbLwa MepnaHa ®apma MonbLwa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/12296/01/01
UH obonoHkoto, no 100 DOAPMA AKLjiOHepHe wopno 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenmom
mr; no 10 TabneTok AKLiOHepHe TosapucTBo, KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
y 6nictepi; no 1 abo ToBapucTBo Monblwa; Ta IHCTPYKUiT 4N MeguYHOro 3acToCyBaHHS Ha nigcTasi perynspHo
no 2 6nictepu B PdapmaLeBTUYHUIA OHOBJIHOBAHOIO 3BiTY 3 6€3neku Nnikapcbkoro 3acoby, abo
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KapTOHHiIl kopobuyj; 3aBoa JocrimpkeHb 3 6e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
no 20 Tabnetok y “NOJNTIb®APMA” nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT OUiHKK 3BITY 3
Gnictepi; no 1 C.A,, MNMonbLa pocnigpkeHb, NpoBeAeHNX BiANOBIAHO A0 NraHy negiatpudHnx
6nictepy B pocnimpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
KapTOHHi kopobui YMOBHOBaXEHNM OpPraHoM) - 3MiHV BHECEHi [0 iHCTPYKUIT Ans
MeANYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un"
BiNOBIAHO 0 OHOBNEHOI iHhopMaLii 3 Ge3nekun ik4oi pe4oBUHU
296, YPOHE®POH® | cupon, no 100 mny AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu bes UA/11100/01/01
dnakoHi; no 1 "®apmak” wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay (iHwi 3MiHun) - peuernma
¢rakoHy pa3om 3 OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCcbKoro 3acoby 3
[03YH04OH0 NOXKOK BHECEHHAM iHdopMaUii Woao 3a3Ha4YeHHA OAMHULL BUMIPIOBaHHSA
y nadui y cuctemi Sl. BBegeHHs 3miH npotarom 6-tm micauis nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 SKOCTi. [0TOBMIA NiKaPCbKNUIA
3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOro Nikapcbkoro 3acoby (36inbLUeHHSA TepMiHY
NpVAATHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ins Toproeoi
ynakoBKku (NiATBEPAKYETECH AaHUMMN pearibHoro vacy) -
30inbLlUEeHHSA TepMiHY NPUAATHOCTI TOTOBOIO NiKapCbKoro 3acoby Ha
OCHOBI NO3VUTUBHKX Pe3ynbTaTiB AOBFOCTPOKOBUX AOCHIAKEHD
cTabinbHoCTi y peanbHoMy Yaci: 3aTBepaxeHo: TepMiH
npuaaTHocTi 3 pokn 3anponoHoBaHo: TepMiH NpuaaTHOCTI 4 PoKu.
3MiHM BHeceHi B po3ain "TepMiH npuaaTHOCTI" B IHCTPYKLUIito Ans
MeAMYHOro 3acTOoCyBaHHS Nikapcbkoro 3acoby. BeegeHHs 3miH
npoTsArom 6-T1 MicsAUIB Nicnsa 3aTBEPKEHHS
297 YPOCENT cynosuTopii no 0,2 r MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/3854/01/01
no 5 cynosutopiie y akuioHepHe akuioHepHe wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
6nicTepi; no 2 TOBapUCTBO TOBapUCTBO OHOBIIEHHS BXe 3aTBEpAXXEHOro TEKCTY MapKyBaHHS A YNakoBKu
Gnictepu y nayui 3 "Nekxim- «Jlekxim-XapkiB» in bulk: no 5 cyno3suTtopiis y 6nictepi; no 200 6nicTepiB y ALWMKKY 3
KapTOHY Xapkis" rohpokapToHy (BHECEHHS! NO3HaYEHb OAVHUL BUMIPIOBaHHS, 3
BVKOPVCTaHHSAM MiTep NaTUHCLKOro andasiTy, Tolwo). BHeceHHs
3MiH go po3giny “MapkyBaHHs” MKA J13:
B3anponoHoBaHo: MAPKYBAHHA. BignosigHo fo 3aTBepaeHoro
TEKCTy MapKyBaHHS. [ina nikapcbkoro 3acoby y dopmi in bulk:
MAPKYBAHHA. BignoBiaHo Ao 3aTBEpPO)KEHOrO TEKCTY
MapKyBaHHS, Lo AoAAETECS. OHOBNEHHS TEKCTY MapKyBaHHS
yNaKoBKU fikapcbKoro 3acoby 3 BHECEHHAM iHdopMmaLii Woao
3a3HayYeHHs OaVHULL BUMIpOBaHHS y cuctemi Sl. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 MicsiLiB nicnsi 3aTBepAKEHHS
298.| YPOCENT cynosuTopii no 0,2, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHN 3a UA/13908/01/01
in bulk: no 5 akuioHepHe akuioHepHe wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
CynosuTopiiB y TOBapuCTBO TOBapuCTBO OHOBIEHHS BXe 3aTBEPAXEHOro TEKCTY MapKyBaHHS Ans YNakoBKu
6nicTepi, no 200 "Nekxim- «JTekxim-XapkiB» in bulk: no 5 cynosuTtopiis y 6nictepi; no 200 6nicTepiB y ALWMKY 3
GnicTepis y ALWKMKY 3 Xapkis" ropokapToHy (BHECEHHS NO3HAYEHb OAVHULb BUMIPIOBaHHS, 3

ropokapToHy

BUKOPWUCTaHHSIM iTep naTuHCbKoro andasity, Tolo). BHeceHHs
3MiH go po3giny “MapkyBaHHa” MKA J13:
B3anponoHoBaHo: MAPKYBAHHSA. BignosigHo fo 3aTBepaeHoro
TEKCTY MapkyBaHHs. [insa nikapcbkoro 3acoby y dopmi in bulk:
MAPKYBAHHA. BignoBigHo A0 3aTBEPOYKEHOIO TEKCTY
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MapKyBaHHS1, Lo A0AAETbCS. OHOBMNEHHS TEKCTY MapKyBaHHS!
ynakoBKW nikapcbKkoro 3acoby 3 BHeCEHHsAM iHchopMaLii Woao
3a3HayYeHHs OOQVHULb BUMIpOBaHHS Y cuctemi Sl. TepmiH
BBEAEHHSA 3MiH - NpoTArom 6 micsuiB nicns 3aTBepAXKEHHS
299.| ®ACTYM® renb 2,5% no 20, A. MeHapiHi ITanis A. MeHapiHi ITania BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3MiHK | TURy - 3MiHK 3a UA/10841/01/01
FEnb abo 30r,a6o 50T, IHaycTpie MeHbtohekypuHr wono 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
abo 100 r y Ty6i; no dapmaueyT JlompxucTuke eHg BUMYYEHHS NOMWIKOBO 3a3HaveHoi iHpopmalii Woao HasiBHOCTI
1 Ty6i B KAPTOHHiI nye PiyHiTe Cepsicis C.p.n. LUTPUX-KOZY Y TEKCTi MapKyBaHHS MEPBUHHOI YNaKoBKU
Kopobui, no 100 ry C.p.JL
KOHTEWHepi 3
MeXaHiYHUM
posatopom; no 1
KOHTEeWHepy B
KapTOHHIN kopobui
300.| PEBAPUH® TabneTkn, BKpUTI AG6OTT HioepnaH MaiinaH dpaHLuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/7599/01/01
NniBKOBOKO Xenckea an JlabopaTtopiza CAC wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenmom
o6onoHkoto, no 50 Mpopaktc KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Mmr, no 15 TabneTtok B.B. Ta HCTPYKLiT NS MeAMYHOro 3aCToCyBaHHS Ha NigcTasi perynsipHo
y 6nicTepi; no 1 abo OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
no 2 6nictepu B pocnimxkeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
KapTOHHi KOpoOLyi; nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKM 3BITY 3
no 20 Tabnetok y AOCrifKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpuyHux
6nicTepi; no 3 pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMNETEHTHUM
Gnictepu B YNOBHOBaXXEHNM OpraHoM) - 3MiHVW BHECEHO [0 iHCTPYKLiT Ans
KapTOHHiI kopobLyi MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3Ainis
"OcobnueocTi 3acTocyBaHHS", "3acTocyBaHHs y nepios BariTHOCTI
abo rogyBaHHs rpyaA0" (AoAaBaHHA AOAATKOBUX 3acTepexeHb)
Ta "lMobiyvnHi peaxkuii”" BignosigHo 0o pekomeHaauin PRAC.
BBegeHHs 3MiH NpoTsArom 6-Tu MicauiB Nicns 3aTBEpPOXKEHHS
301, ®EBAPUH® TabneTkn, BKpUTI ABGOTT HinepnaH MarnnaH PpaHuis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/7599/01/02
NniBKOBOKO Xernckea an JlTabopaTtopiza CAC wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenmom
o6onoHkoto, no 100 MpopakTc KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Mr, no 15 Tabnetok B.B. Ta iHCTPYKLiT NS MeAMYHOro 3aCTOCyBaHHS Ha NigcTasi perynspHo
y bnicTepi; no 1 abo OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
no 2 6nictepu B focnimxeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
KapTOHHiI kopobuyj; nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
no 20 TabneTtok y AocCrifpKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiatpudHmx
GnicTepi; no 3 pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
Gnictepu B YNOBHOBaXXEHUM OpraHoM) - 3MiHVW BHECEHO [0 iHCTPYKLiT Ans
KapTOHHiI kopobLyi MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis
"OcobnuBocTi 3acTocyBaHHS", "3acTocyBaHHs y nepios BariTHOCTI
abo rogyBaHHs rpyaa0" (dogaBaHHA [OAATKOBUX 3aCTepeXeHb)
Ta "lMobiyvHi peakuii" BignosigHo oo pekomeraauin PRAC.
BBegeHHs 3MiH NpoTsrom 6-Tu MicauiB Nicnsi 3aTBEpPOXKEHHS
302, ®EMIBAI Karncynu BariHanbHi, META TainaHg BicdpoaaHn A/C OaHis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK be3 UA/15239/01/01
no 10 kancyn B Ty6i; NAASCANE wono 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - peuenma
no 1 1y6iy HCI3 Mabnik OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapcbKoro 3acoby 3
KapTOHHiI kopobui KomnaHi BHECEHHAM iHpopmaLii LoAo 3a3HaYeHHS OOUHUL BUMIPIOBAHHS
Jlimiteg y cuctemi Sl. BHeceHHs 3MmiH go posginy “MapkyBaHHs” MKA J13:
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs

3rigHO 3aTBEpAXKEHOro TEKCTY MapKyBaHHS. TepmiH BBEAEHHS
3MiH: NpOTSArom 6 MicsALiB 3 aTW 3aTBEPAKEHHS

303.

DJIAMPOKC

TabneTtkn, BKPUTI
NniBKOBOO
obornoHkoto, no 500
mr no 10 TabneTok y
GnicTepi; no 1
6nictepy B
KapTOHHIl kopobui

yorng
MEOMLUNH
INAY CAH.
BE TIDXK.
AL

TypeyunH
a

yorng
MEOVLNH INAY
CAH. BE TIIDK.
AL

TypeyuunHa

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. 3miHm y
KOPOTKili XapakTepucTuL NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKLii ANS MeanYHOro 3acTocyBaHHS
reHepuYHMX/ribpuaHnx/GionodibHUx nikapcbkux 3acobis nicns
BHECEHHS TiEi camoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
notpebye HagaHHS XXOOHUX HOBMX OOAATKOBUX AaHMX) - 3MiHN
BHECEHI [0 iHCTPYKLii ANS MeQNYHOro 3acToCyBaHHS NikapCbKOro
3acoby y po3ginu "®apmakonorivHi BnactueocTi", "lMoka3aHHs",
"MpoTunokasaHHs", "Baaemogis 3 iHWMMKM nikapcbkumm 3acobamm
Ta iHWi Bnam B3aemogin”, "OcobnmBocTi 3actocyBaHHA", "Cnocio
3acTocyBaHHsA Ta go3un", "MobiyHi peakuii” BignoBigHo 4o
iHdpopmauii pedpepeHTHOro nikapcbkoro 3acoby Ciproxin Tablets
500 mg (B YKpaiHi He 3apeecTpoBaHuit); 3miHu | Tuny - 3MiHn
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsay. 3miHa y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Ta iHCTPYKUIi ANA MeaNYHOro 3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS fnikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
AOCrifpKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3romxeHo 3 KOMMNETEHTHUM
YMOBHOBAaXEHNM OpPraHoM) - 3MiHW BHECEHi 40 iHCTPYKUIT Ans
Me[NYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y posain
"MokasaHHs" BiANOBIAHO 4O OHOBMEHOI iHhopMalii Lwoao 6e3nekm
LitoY0i pevoBuHY; 3MiHK | TNy - 3miHK Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3miHa y KOpOTKin
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHHSA Ha NiAcTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocrnimpxkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NPOBEAEHNX BigMNOBIAHO 4O MnaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YMOBHOBAaXEHNM OpPraHoM) - 3MiHW BHECEHi 0 iHCTPYKUIT Ans
MeAMYHOro 3aCTOCyBaHHSs NikapcbKoro 3acoby y posainu
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii" BignosigHo Ao
OHOBIEHOI iHchopmaLii Woago 6esneku Aito4oi pe4oBUHM

3a
peuenmom

UA/12982/01/02

304.

®JNIEBOTOH

renb2%no40ry
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

AT
"Codpapma”

Bonrapis

AT "Cocpapma",
Bonrapis
(BPOGHULTBO
Hepo3dacoBaHoi
npoayKuir,
nepBuHHa Ta
BTOPWHHA
ynakoBka); AT
"Codhapma",

Bonrapis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3miHu | Tuny: 3amiHn
3 sikocTi. CepTudpikat BignosigHocTi/E-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi ab0 BUNYyYEHHs!
cepTudikaTa BignosigHocTi €Bponeiickkin dapmakonei: ans Adl;
Ans BUXiZHOro MaTepiany/peareHTy/MpoMiXXHOro NpoaykKTy, LU0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ANst 4ONOMIKHOI pe4oBUHM
(cepTudpikat BignosiaHocTi €EBponerchkin hapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEpAXKEHOro BUPOBHMKA - MoAaHHS HOBOro

be3
peuenma

UA/0747/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
@UPOb6HUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs

Bonrapis (ao3sin
Ha BUNYCK cepii)

cepTtudikaTa BignoeigHocTi €Bponenicekin dapmakonei Ne RO-
CEP 2016-279-Rev 01 ans A®| TpokcepyTuHy Bif BXe
3aTBepakeHoro BupobHuka SICHUAN XIELI PHARMACEUTICAL
CO., LTD. 3 micuem BupobHutea No. 588, Middle Section of
Mudan Avenue, Tianpeng Town, Pengzhou, 611 930 - Kutai.
3miHu | Trny: 3miHn 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €Bponenchkint apmakonei/MmoHorpadii.
MopaHHsa HoBoro abo oHoBrneHoro cepTudikaTa BignoBiAHOCTI abo
BUIyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNenchKin
capmaxkonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI peqyoBUHU
(cepTudpikaT BignosiagHocTI €Bponencukin hapmakoner) -
OHoBneHun cepTudikaT Bif yXe 3aTBepaXXeHOro BUPOGHMKa -
noaaHHsi oHoBneHoro CepTtudikaTy BignoBigHOCTI €EBpONEnChKil
dapmakonei R1-CEP 2005-263-Rev 04 (nonepeaHs Bepcia R1-
CEP 2005-263-Rev 02) Bif BXe 3aTBEpAXEHOro BUpObHUKa
PCAS, ®paHuis ana ADI TpokcepyTuHy. 3MiHu | Tuny: 3miHn 3
skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BignosigHocTi
€sponelicbkint hbapmakonei/moHorpadii. MNogaHHa HosBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTtudpikaTa BignoBigHOCTI €Bponevickkin apmakonei: ans Adl;
Ans BUXiAHOroO MaTepiany/peareHTy/MpoMiXXHOro NpoayKTy, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; ons 4ONOMiIXXHOI peqoBUHU
(cepTudpikaT BignosigHocTI €Bponencukin hapmakoner) -
OHoBneHun cepTudikaT Bif yke 3aTBepaKeHOro BUPobHMKa -
noaaHHst oHoBneHoro CepTtudikaTy BignoBigHOCTI €EBpoNEnChKil
dapmakonei R1-CEP 2005-263-Rev 05 (nonepeaHs Bepcia R1-
CEP 2005-263-Rev 04) Bif Bxe 3aTBepAXeHOro BUpobHuka
PCAS, ®paHuia ana ADI TpokcepyTuHy.
3minu | Trny: 3miHn 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANoBigHOCTI €Bponencekini papmakonei/MmoHorpadii.
MopaHHsa HoBoro abo oHoBneHoro cepTudikaTa BignosigHoCTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKin
capmaxkonei: gna A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiXXHOI peqoBUHU
(cepTudpikaT BignosigHocTi €EBponercekin apmakoner) -
OHoBneHW cepTudikaT Bif yke 3aTBepaKEHOro BUPOGHUKa -
noaaHHst oHoBneHoro CepTtudikaTy BignoBigHOCTI €EBpONENChKil
dapmakonei R1-CEP 2005-263-Rev 06 (nonepeaHs Bepcia R1-
CEP 2005-263-Rev 05) Bif Bxe 3aTBEpPAXEHOr0 BUPOGHUMKA
PCAS, ®paHuisa ans ADI TpokcepyTuHy.

305.

oniKcoTua™
EBOXAJIEP™

aepo30sb Ans
iHransauin,
nosoBaHui, 50
MKr/go3y; no 120
no3 B
aepo30nbHOMY

makcoCwmit
KnsaiH
Ekcnopt
TimiTen

Benuka
BpuTaHis

'nakco Bennkom
MpogakLuH,
PdpaHuis;Mnakco
Bennkom C.A,,
IcnaHia

®paHuis/
Icnanis

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu
3 akocTi. A®l. KoHTponb A®Il. 3miHa y meToaax BunpobysaHHs ADI
abo BMXigHOro maTtepiany/npoMiKHOro NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCS Y npoueci BUpobHuuTBa ADI (He3HauHi 3MiHU Y
3aTBEpAKEHUX MeToAax BUNpobyBaHHs) - Y MeTodax
BUNpobyBaHHs AP| rioT1Ka30HY NPOMioHaTy y TecTi

3a
peuerimom

UA/7547/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
6anoHi 3 £o3y4nm «lpeHTudikauis» (MeTogom abcopbuiriHoi cnekTpocoToMeTpii B
KnanaHom; no 1 iHdbpayepBoHi obnacTi), sk anbTepHaTMBa ANCKY 3 HATPIEM
6anoHy B Kopobui Xropuay AoAaeTbca AUCK 3 kaniem bpomigy
306.| eIKCOoTMA™ aeposonb ans "makcoCwmit Benuka nakco Bennkom ®paHuis/ BHECEHHS 3MiH 40 peecTpauiiHMX MmaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/7547/01/02
EBOXAIIEP™ iHransuin, KnsiH BpuTaHis MpopakLuH, IcnaHis 3 gkocTi. A®l. KoHTponb A®Il. 3miHa y meTogax BunpobysaHHs AD| | peuenmom
no3oBaHui, 125 Ekcropt dpaHuis;Mnakco abo BuxigHOro maTtepiany/npoMiXXHOro NPOAYKTYy/peareHTy, Lo
MKr/go3sy; no 60 gos Timiteq Bennkom C.A,, BMKOPUCTOBYETLCS y Npoueci BUpobHuuTBa A®I (He3HauHi 3MiHW y
abo no 120 no3 B Icnanis 3aTBepOKeHMX MeTofax BUnpobyBaHHs) - Y MmeTogax
aepo30fibHOMY BuNpobyBaHHa APl chntoTrKa3oHy nponioHaTy y TecTi
6anoHi 3 £o3y4nm «lpeHTudikauis» (MeTogom abcopbuiriHoi cnekTpochoToMeTpii B
KnanaHom; no 1 iHcppayepBoOHIN 06nacTi), Ak anbTepHaTMBa AWNCKY 3 HATPIEM
6anoHy B Kopobui Xrnopuay AoAaeTbca AUCK 3 kaniem bpomigy
307.| eaIKcoTnag™ cycneHsia ans makcoCwmit Benuka "makcoCmiTKnsanH AscTpanis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/7512/01/01
HEBYINMU™ iHransyin, 2 mr/2 mn KnsiH BpuTaHis Asctpanis Nty 3 gkocTi. APl. KoHTponb A®Il. 3miHa y meTogax BunpobysaHHs AD| | peuernmom
no 2 mn y Hebyni; no Ekcnopt It abo BuxigHOro matepiany/npoMiXXHOro NPoAyKTy/peareHTy, LWo
5 Hebyn y nakeTi 3 Tlimiteq BVKOPWCTOBYETLCS Y npoueci BUpobHuuTBa A®| (He3HauHi 3MiHU y
antoMiHieBoi 3aTBEPKEHMX MeToaax BUNpobyBaHHs) - y MeTodax
donbrn, No 2 naketn BuNpobyBaHHa APl chntoTrka3oHy nponioHaTy y TecTi
Y KapTOHHI kopobui «laeHTudikauisa» (Metogom abcopbuiiHoi cnekTpodoTomeTpii B
iHcppayepBoHil obnacrTi), Ak anbTepHaTMBa AWNCKY 3 HATPiEM
Xrnopuay AoAaeTbca AUCK 3 kaniem bpomigy
308.| efIKCOTMA™ cycneHsia ans makcoCwmit Benuka "makcoCmiTKnsanH AscTpanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/7512/01/02
HEBYINMU™ iHransuin, 0,5 mr/2 KnsiH BpuTaHis Asctpanis Nty 3 akocTi. A®l. KoHTponb A®Il. 3miHa y meTodax BunpobysaHHs AD| | peuernmom
M no 2 mny Ekcnopt Iita. abo BuxigHOro matepiany/npoMixXHOro NPoayKTy/peareHTy, LWo
Hebyni; no 5 Hebyn Timiteq BUKOPWCTOBYETLCS Y npoueci BUpobHuuTBa ADI (He3HauHi 3MiHU y
y nakeTi 3 3aTBEpPKEHNX MeToAax BUNPobyBaHHS) - y MeToaax
arntomiHieBol BunpobyBaHHa APl chntoTrka3oHy nponioHaTy y TecTi
donbru, No 2 nakeTtn «laeHTudikauia» (Metogom abcopbuiiHoi cnekTpodoTomeTpii B
Y KapTOHHIln kopobui iHcppayepBoHilt obnacTi), sk anbTepHaTMBa AWUCKY 3 HATpiEM
Xrnopuay AoAaeTbca AUCK 3 kaniem bpomigy
309.| ®NIO3AK Tabnetku no 50 wr, €BPO IHAis OC Nimiten IHAis BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3MiHu | Tuny - 3MiHK 3a UA/5495/01/01
no 4 tabnetku y NANDKEP wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHu) - | peuenmom
Gnictepi; no 1 MPAVBIT OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW fikapCbKkoro 3acoby 3
6nictepy B kopobui NIMITEQ BHECEHHAM iHdopMaLlii LLoAO 3a3Ha4YeHHSA OAVHMLb BUMIPIOBaHHSA
y cuctemi Sl, iHdopmaLii Woao WTpux-kody, He3HaYHi TEXHIYHI
npasku. BBegeHHs 3MiH NpoTaroM 6-tu micauiB nicns
3aTBEpAKEHHSA
310, ®PNKO3AK Tabnetkun no 150 mr €BPO IHaia &0C Nimiteq IHAia BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/5495/01/02
no 1 Tabnetyji y NANDKEP oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun) - | peyenmom
6nicTepi; no 1 abo MPANBIT OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKU fikapcbKoro 3acoby 3
no 3 Gnictepu B NIMITEL BHECEHHAM iHpopmaLii LLoAo 3a3HaYEHHS OOUHULB BUMIPIOBAHHS
KapTOHHIl kopoOLi y cucTemi Sl, iHdpopmauii LoAo LWTPUX-KOAY, HE3HAYHI TEXHIYHI
npaeku. BBegeHHs 3MiH npoTArom 6-T MicauiB nicns
3aTBEPAKEHHS
311.| ®NIO3AK Tabnetku no 200 mr €BPO IHAis ®[C Nimiten IHAis BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/5495/01/03
no 2 tabnetkn y NAN®KEP oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3aMiHun) - | peyenmom
GnicTepi; no 1 abo MPAMBIT OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW fikapcbKkoro 3acoby 3
no 2 6nictepu B NIMITELQ BHECEHHAM iHbopmMaLii LLoAo 3a3HaYEHHSA OOUHMLL BUMIPIOBAHHS

KapTOHHI kopobui

y cuctemi S|, iHpbopmaLii oo WTpUX-KoZy, HE3HAYHI TEXHIYHI
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npaeku. BBegeHHs1 3mMiH npoTaroM 6-tu micauiB nicns
3aTBEPAKEHHS
312, ®OPTALE® NOPOLLIOK A51s IPKEHO®A Benuka HCIC Xeben Kutan BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/16854/01/01
po3unHy Ans PMITAO Bputanis XyamiH woao 6e3nekun/edeKkTMBHOCTI Ta hapmakoHarnsay - OHOBIEHHst | peuernmom
iH ekuin, no 500 wmr, dPapmacbioTikan TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
no 1 abono 10 Komnawi Nimiten iHbopmaUii Woao 3a3HauYeHHs OAVHWLE BUMIPIOBAHHS Y CUCTEMI
dnakoHis 3 SI
MOPOLLKOM Y
KapTOHHiI kopobui
313.| POPTALEE® NOPOLLIOK ANA IDKEHO®A Benuka HCIC Xebew Kurtawn BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHun | Tuny - 3MiHn 3a UA/16854/01/02
PO34nHYy Ans PMNTAO BputaHia XyaMmiH wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
iH ekuin, no 1000 wr, dapmacbtoTikan TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
no 1 abo no 10 Komnani Jlimiteq iHpopmaLlii LWoAo 3a3HaYeHHSA OAVHVMLE BUMIPIOBAHHSA Y CUCTEMI
cbnakoHiB 3 Sl
MOPOLLKOM Yy
KapTOHHIN kopobui
314.| ®OPT-TENlb reno 2,5%,no30r TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | TURy - 3MiHK 3a UA/2550/01/01
abo 50 ry Ty6i; no 1 "TepHodap "TepHodhapm" 3 gKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHUUTBI. 3MiHM Y | peuernmom
TyGi y nayui 3 Mm" npoueci BUpoOHMLTBa rOTOBOIO MikapCbKoro 3acoby, BKNoYaym
KapTOHY NPOMIKHUIA MPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHULITBI
roTOBOrO fiKapCbKoro 3acoby (He3HayHa 3MiHa y npoueci
BUPOBHMLUTBA) - BHECEHHS 3MiH Nig, Yac BUpoOHMYOro npouecy,
30kpema: - Ha ctagii Tl 2.1. MpuroTyBaHHa BOAHOI AUCNencii
kapbomepy: AeTanisoBaHo onepaLiito NPUroTyBaHHs BOAHOI
avcnepcii kapbomepy (napameTpu npoLecy 3anunnmcb
HE3MIHHUMN);
- Ha cTagii TN 2.3. OpepxaHHs rento: AeTanizoBaHo ornepaLw;ito
OfEepPKaHHSA rento (napameTpu NPoLecy 3anunCb HE3MIHHUMN).
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKMovatoum gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHsa o 10 pasis
MOPIBHSAHO i3 3aTBEPAKEHNM PO3MIPOM) - BBEAEHHS 40AaTKOBOro
po3mipy cepii [T13. NMponoHoBaHa peaakuisi: Poamip cepii 160,0 kr
TeopeTnyHui Buxig: - 5333 Ty6 no 30 r - 5200 Ty6 no 50 r
OuikyBaHuWI BUXia: - He MeHLwe 4506 Ty6 no 30 r - He MeHLwe 2781
Ty6 no 50 r 320,0 kr TeopeTuyHuii Buxia: - 10666 Ty6 no 30 r
- 6400 Ty6 no 50 r OuikyBaHWi BUXia: - He MeHwe 9259 Ty6 no 30 r
- He MeHLwe 5714 Ty6 no 50 r 480,0 kr TeopeTU4HWI BUXIA:
- 16000 1y6 no 30 r - 9600 Ty6 no 50 r OuikyBaHWI BUXIA: - HE
meHLwwe 13880 Ty6 no 30 r - He meHLwwe 8566 Ty6 o 50 r
315, ®OPTIKC NopOoLLOK Ans 3AT "IHTENI Jlutea JIABOPATOPIOC IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/10780/01/01
iHransuin, Teepai FEHEPUKC JIKOHCA, C.A. wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHun) - | peuenmom
Kancynm rno 12 mkr; HOPL" BHeceHHs 3miH Ao po3sginy “MapkyBaHHa” MKA J13™:

no 10 kancyny
GnicTepi; no 6
GnictepiB y
KapTOHHI kopobLi B
KOMMIEKTi 3
iHransiTopom

3atBepaxeHo: Mapkupogka. Mpunaraetcs 3anponoHoBaHo:
MapkupoBka. B cooTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapkupoBku OHOBIEHHSI TEKCTY MapKyBaHHS! YMaKOBKU
nikapcbkoro 3acoby 3 BHECEHHSIM iHdbopMaLlii LLoA0 3a3HaYEHHSI
OAMHULL BUMIpIOBaHHS y cucTeMi Sl. BBeieHHs1 3MiH npoTsarom 6-
TV MiCsILiB Micns 3aTBEPAKEHHSI
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316.| POCHPOMEL rpaHynu ans yopna Mpysis yopng TypeuunHa BHECEHHS 3MiH 40 peecTpauiinHMX maTepianis: 3miHu | Tuny - 3a UA/16771/01/01
oparnbHOro po34nHy MEOWLWVH MEAONLUWNH INAY 3MiHu wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy. 3miHn y | peuernmom
no3ry cawe, no 1 7O CAH. BE TIDXK. KOPOTKili XapakTepucTuLj NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS
abo 2 cawe B A.LL. Ta iHCTPYKLii ANS MeANYHOro 3acToCyBaHHS
KapTOHHi kopobui reHepuyHUX/ribpuaHmx/6ionoaibHMX nikapcbkrx 3acobis nicnsi
BHECEHHS TiEi caMoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
notpebye HafaHHs XOOHUX HOBUX JOAATKOBUX AaHUX) 3MiHU
BHECEHI [0 iHCTPYKLii ANS MeQNYHOro 3acTocyBaHHS NikapCbKOro
3acoby y po3ainu: "MNMokasaHHS", a TaKoX Y po3ainu:
"®apmakonoriyHi BnactmeocTi", "B3aemogis 3 iHWMMK NikapCbKuMmn
3acobamu Ta iHWi Buan B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3actocyBaHHA Ta go3n" (iHdopmauis wono 6esnekn),
"Oitn" (iHdopmauisa wono 6esnekn), "MepenodyBanHs", "MoGiYHI
peakuii" BignosigHo Ao iHpopMauii Wwoao meguyHoro
3acTocyBaHHS pedepeHTHOro fnikapcbkoro 3acoby (MoHypan,
rpaHynu Ans opanbHOro po3ymHy no 3 ).
BBegeHHst 3MiH NPOTSArom 3-x MiCALiB NiCNsi 3aTBEPOXKEHHS.
317.| ePOMINIA® rpaHynu ans KPKA, o.4., CnoseHis BMPOGHMLUTBO "in CnoseHis/ BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/5026/01/02
npurotyBaHHs 60 mn | HoBo mecto bulk", nepeuHHe IHAisa AaMiHiCTpaTVBHI 3MiHU. BunyyeHHsA BUPOBHWYOIT AinbHULI peuernmom

(250 mr/5 mn)
cycneHsii ansi
oparnbHoro
3acTocyBaHHs, 1
dnakoH 3
rpaHynamm Ta 1
Lwnpvy, ans
oparnbHoro
BBEOEHHS CyCneHsii
B KapTOHHIln kopobui

Ta BTOPUHHE
nakyBaHHs:
KPKA, a.a., HoBo
MecTo, CrnoBeHis;
BTOPWHHE
nakyBaHHs1,
KOHTPOMb Ta
BUWMYCK Cepil:
KPKA, a.a., HoBo
MecTo, CrnoBeHis;
KOHTpOrb cepii
(pi3nyHi Ta XimiyHi
mMeToau
KOHTPOMH0):
KPKA, a.a., HoBo
MecTo, CrnoBeHis;
BUPOBHMLTBO
NPOMIDKHOTO
npoaykTy (nicns
MOKPUTTS):
IHO-CBI®T
JNTABOPATOPI3
NIMITEL, IHAis

(Bkntovaroum ginbHuui ans A®l, npomixkHoro npogykTy abo
rOTOBOrO fikapCbKOro 3acoby, AinbHWLI AN NPOBEAEHHS
nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOro 3a BUMYyCK Cepin, MicLe
npoBeeHHS KOHTPOJH cepii) abo nocTavanbHUKa BUXIAHOTO
martepiany, peareHTy abo JOMOMIKHOI PEYOBMHM (SIKLLO 3a3HAYEHO
Y AOCbE) BUIYYEHHS BUPOOHNYOI AiNbHWL AN NEPBUHHOTO
nakyBaHHs1 J13 - KPKA, g.a., Hoeo mecTo, LLimap’ewka LecTa 6,
8501 Hoeo mecTo, CrioseHis. 3MiHn | TUny - 3MiHK 3 KOCTI.
CepTtudikat BignosigHocTi/[E-cepTudikaTt BignosigHoCTi
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNy4YeHHs
cepTudikaTa BignosigHOCTI €Bponevichkin dapmakonei: ans Ad®l;
AnsA BUXiAHOro maTepiany/peareHTy/NpoMiKHOIO NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Yy BUPOOHMLTBI ADI; ANst 4ONOMIKHOI pe4OBUHM
(cepTudpikaT BignosigHocTI €Bponencukin hapmakoner) -
OHoBneHW cepTudikaT Bif ye 3aTBepaKeHOro BUPoGHUKa -
NoAaHHs OHOBMEHOro cepTudikara BiANOBIAHOCTI EBPONENCHKIN
dapmakonei Ne R1-CEP 2004-148-Rev 06 ons gito4oi pevyoBuHu
Clarithromycin Big Bxe 3aTBepaXeHoro BUpobHuka Ind-Swift
Laboratories Limited, IHgisi. 3minm | Tuny - 3miHn 3 akocTi. FloToBKI
nikapcbkuii 3aci6. KoHTporb rotoBoro nikapcekoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOTO fikapCbKoro 3acoby (HesHayHa
3MiHa y 3aTBEPAKEHNX MeToAax BUNPOOyBaHHSA) HE3HAYHI 3MiHM B
aHaniTyHi meToauui "lopeHTudikauis KnapuTpomiumHy" MeToaom
TWX. 3miHn | TUny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPoBYyBaHHSA roTOBOTO NiKapCbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpPKEHNX MeToAax BUNPobyBaHHSA) HE3HaYHI 3MiHW B

aHaniTyHi meToamui "lgeHTudikauis Ta KinbkicHe BUHaYeHHs
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KnapuTpomiumHy" metogom BEPX. 3miHu | Tuny - 3MiHn 3 skocTi.
["oToBMI Nikapcbkuii 3aci6. KOHTponb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax BUNpobyBaHHS roTOBOro Nikapcbkoro
3acoby (He3HayHa 3MiHa y 3aTBEPPKEHUX METOAAX
BUMNPOBYBaHHS)

He3HayHi 3MiHM B aHaniTMYHi meToauui "laeHTudikauia ta
KinbkicHe BU3HaueHHst kanito copbaty". 3miHu | Tuny - 3mikm 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax BUNpobyBaHHS roTOBOro Nikapcbkoro
3acoby (He3HayHa 3MiHa y 3aTBEPPKEHUX METOAAX
BUNPOOYBaHHA) He3HauHi 3MiHW B aHaniTu4Hi metoauui "CynyTHi
OOMiLLKN KnapuTpoMmiumHy". 3miHu | Tuny - 3MiHn 3 sikocTi. FoToBMNI
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsSI rOTOBOrO MikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBepKEHNX MeTofax BUNPoDbyBaHHS) HE3HAYHi 3MiHN B
aHaniTnyHi metoanui "MikpobionoriyHa unctota”. 3miHm | Tuny -
3MiHu 3 AkocTi. FoToBUI Nikapcbkuii 3acib. 3MiHM y BUPOBHMLTBI.
3MiHn BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisx, nig Yyac BUpobHULITBA FOTOBOTO NiKapCbKOro
3acoby (BWUy4YeHHS HECYTTEBOrO BUNPOOYBaHHS B NpOLECi
BMPOGHMLTBA) BUMYYEHHS! HECYTTEBOIO NokasHuka "Onuc" - onuc
CyMiLLi rpaHyn A0 MOKPUTTS iXx 0BONOHKOK Npu BUNPobyBaHHI B
npoueci BupobHmutea. 3miHu | Tuny - 3miHuK 3 siKoCTi. [o0TOBMNI
nikapcbkuii 3aci6. 3miHn y BUpoBbHMUTBI. 3MiHM BUNpobyBaHb abo
[OMyCTUMUX MEX, BCTAHOBMNEHMX y cneuundikauisax, nig vac
BMPOGHMLITBa rOTOBOrO Nikapcbkoro 3acoby (qoaaBaHHA HOBOTO
mMeToAy BUNPoByBaHHA Ta AOMYCTUMUX MEX) AONOBHEHHS MeToay
BUNpobyBaHHSA "Po3unHeHHs knaputpomiumHy B pH 6,8" Ta
OOnNyCTUMMX MeX Yy cneumdikauisx, nig yac BupobHuutea J13 - ans
cyMiLi rpaHyn nicns ix NokpuTTA. 3miHu | Tuny - 3MiHK 3 SKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHU Y BUPOBHMLTBI. 3MiHK
BMNpobyBaHb abo AOMYCTUMMX MeX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yyac BUpOOHULITBA FOTOBOTO NiKapCbKOro
3acoby (AoaaBaHHSA HOBOrO MeToAy BUNPOOYBaHHSA Ta A4OMYCTUMMX
MeX) AOMOBHEHHS MeToAy BUNpobyBaHHS "laeHTudikauis
KNapuTpoOMIiLMHY" Ta AONyCTUMUX MeX y cneundikauisx, nig vyac
BMpo6HMUTBa J13 - Ansa cymiwi rpaHyn nicns ix nokputTsa. 3miHu |
TNy - 3MiHK 3 sKocTi. [0TOBMIA nikapcebkuii 3acib. 3miHn y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo AoNyCTUMUX MEX,
BCTaHOBIEHUX Y crieyudikalisix, nig Yac BMpobHMULTBA roToBOro
nikapcbkoro 3acoby (4ofaaBaHHsi HOBOro MeTOAY BUMPOGYBaHHS Ta
AOMYCTUMMX MEX) AONOBHEHHS MeToAy BUMPODYBaHHS
"OcTaTo4Huii eTaHon" Ta AONYCTUMUX MeX y cneuudikauisix, nig
Yyac BMpobHMUTBa J13 - Ansa cymili rpaHyn nicns ix NOKpUTTS.
3miHu | TMny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOMIO SIKOCTi FOTOBOrO MiKapCbKOro 3acoby (3amiHa
abo goaaBaHHS AinbHULI, Ha SKi 30IACHIOETLCA
KOHTponb/BUNpobyBaHHs cepii) AoaaBaHHs AinbHULI Ans
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KOHTpOMto cepil (pianyHi Ta XimiyHi meToam koHTponto) - KPKA,
A.4a., Hoo mecTo, Noexosa yniua 5, 8501 HoBo mecto, CrioBeHis.
3miHu | TMny - 3miHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y

BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHUL

BMPOGHMLTBA ANsi YacTMHM abo BCbOro BUPOOGHMYOro npoLecy

roTOBOro MikapcbKoro 3acoby ([iNbHULS, Ha SiKii NPOBOAATLCS
Oyab-5Ki BUpOBHWYI cTaaiji, 3a BUHATKOM BUMYCKY CEPil, KOHTPOIO
AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO NaKyBaHHS, AN HECTEPUIbHUX
nikapcbkux 3acobiB) BBeAEHHS A0AATKOBOI AiNbHUL ANS1 YACTUHK
BMPOBHMYOro npouecy (Tinbky AMs NPOMIXXHOTO KOMMEKCY nicns

HaHeceHHs nokputTa): IHO-CBI®T JIABOPATOPIEC JIIMITEQ,
IHgis. BBeaeHHA 3MiH npoTaromM 6-Tm MicauiB Nicnsa 3aTBepaKEHHS.
3miHu | Trny - 3miHmn 3 AkocTi. FoToBUIA Nikapcbkuii 3acib. 3miHn y

BMPOGHMUTBI. 3MiHM BUNpoGyBaHb abo AoNyCTUMNX MEX,
BCTaHOBIEHUX Y crneuundikauisx, nig Yac BMpobHWULTBa roTOBOro
nikapcbkoro 3acoby (AoaaBaHHst HOBOrO METOAY BUMPOGYBaHHA Ta

A0NyCTUMMUX MEX) AOMOBHEHHS HOBOrO MeToAy BUNpobyBaHHS

"KinbKicHe BU3Ha4YeHHs KnapuTpoMiLMHy" Ta JOMYCTUMUX MEX Y
cneuudikauisx, nig yac BupobHuuTtea J13 - 4nsa cymiwi rpaHyn
nicns ix nokputTA. 3MiHn | Tuny - 3MiHK 3 axocTi. [oToBUN
nikapcbkuii 3aci6. 3mMiHM y BUpoOHMLUTBI. 3MiHM y npoueci
BMPOBHMLTBA rOTOBOIO NiKapCbKOro 3acody, BKIHOYaum
NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOOHMLITBI
roTOBOrO fiKapCbKoro 3acoby (He3HayHa 3MiHa y NpoLieCi
BMPOOHMLTBA) HE3HAYHI 3MiHM Ha eTani rpaHyrBaHHA Npu
NPUroTyBaHHi Ta NOKPUTTS rpaHyn KnapuTpoMmiLmMHa 060MOHKOH.

BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NicNs 3aTBEPAXEHHS.
3miHu | TMny - 3miHmn 3 AkocTi. FoToBUIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMLTBI. 3MiHM y NpoLieci BUPOBHULITBA rOTOBOrO NiKapCbKOro
3aco0y, BKNo4aoyun NpOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS Npu

BMPOBHMLTBI FOTOBOrO NiKapCbKOro 3aco0y (iHLUi 3MiHN) YTOYHEHHS

CYMapHOro HaAnuLLKy Ta KOperyBaHHs Hag MLLKIB JOMOMiIXKHUX
peyoBuH: rinpomenosu granaty (HP 55), Tanbky, puumHoBoi onii,

eTaHorny Ta BoAW Yepes BTpPaTh B NpoLeci BUpobHuuTBa

NNiBKOBOTO MOKPUTTS rpaHyn. BeegeHHs 3MiH npoTsarom 6-tu

MicsauiB nicns 3aTBepxeHHs. 3miHu | Tuny - 3miHM 3 sKocTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHM y BUPOBHMUTBI. 3MiHK Y nNpoLeci
BMPOBHMLUTBA rOTOBOIO NiKapCbKOro 3acody, BKIHOYaum
NPOMiXXHUIA MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULITBI
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHW) KOperyBaHHs HaANULLKIB
[OOMOMIXKHMX Pe4OBUH: copbaTy Karito, KPeMHito giokeuay
KornoigHoro 6e3BoAHOrO Ta caxapo3u B NPOLIECi NMiBKOBOroO

NOKPUTTS rpaHyn BeegeHHs 3MiH NpoTaroM 6-Tu micauis nicns

3aTBepOkeHHS. 3MiHn | Tuny - 3MiHM 3 sikocTi. [OTOBMI NikapcbKui
3aci6. 3MiHM y BUpoGHUMUTBI. 3MiHM ¥ npoueci BUpobHULTBa
roTOBOrO fikapCbKoro 3acoby, BKMo4ao4n NPOMiXKHUIA MPOAYKT,

LLIO 3aCTOCOBYETLCS NPV BUPOOHMLUTBI rOTOBOIO NikapCbKoro

3acoby (iHWi 3MiHK) cymapHuii onuc dakTopm3aalii rpaHyn
KnapuTpOMILIMHa Npu NOKPUTTI iX 06onoHKow. [loaaBaHHs
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opmMynu Ansa po3paxyHKy NOKpUTTS Ta AeTanbHUin onuc
po3paxyHky. BBegeHHs 3MiH npoTsrom 6-Tu micauis nicns
3aTBepOKeHHS. 3MiHu | Tuny - AgMiHICTPaTMBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHUUi (BkMtoYatoum ainbHudi ana A®l, npomixkHoro
npoaykTy abo rotoBoro fnikapcbkoro 3acoby, AinbHULi Ansi
npoBeAeHHs NakyBaHHS, BUPOOHMKA, BiANOBIAANbHOMO 3a BUMYCK
cepii, MicLie NPoBEAEHHS1 KOHTPOIO cepii) abo nocTtayanebHUka
BMXiAHOTO MaTepiany, peareHTy abo JONOMIXKHOT peYOBUHM (SIKLLO
3a3Ha4YeHo y A0CbE) BUMYYEHHS BUPOOHMYOI AinbHULI Ans
BupoGHuUTBa J13 - KPKA, a.4., HoBo mecTo, LLimap’ewka uecTa 6,
8501 Hoeo mecTo, CrnoseHis.
3MiHu Il Tuny - 3MiHn 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX rOTOBOTO fliKapCbKOro
3acoby (3mMiHa 3HaxoAUTLCA NMo3a 3aTBEPAKEHUMUN JONYCTUMUMM
Mexamu cneumndikauin) 3MEHLUEHHSI FPaHNYHOro BMICTY
aHTUMIKPOBHOro KOHCepBaHTY kanito copbaTy 3 He meHwe 70,0%
Bif] 3asBMeHOI KinbkocTi 4o He MeHwwe 50,0 % Big 3a3HaveHoi
KINbKOCTi Npn TepMiHi 36epiraHHsA roToBOro fikapcbKoro 3acoby.
BBegeHHs 3MiH NpoTarom 6-Tu MicauiB nicns 3aTBepaAKeHHS.
318.| ®YPACON obnonickyBay, AT INatBis AT "OnaiHdapm” IaTBis BHECEHHS 3MiH 0 peecTpaLiiHMx maTepianis: 3miHu | Tuny - 3a UA/1627/01/01
nopotuok 0,1 "OnanHdap 3MmiHu 3 AkocTi. FoToBuUI nikapcbkuii 3acib. Cuctema peuernmom
r/maketuk, mo 1 r m" KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3mMiHa po3Mipy ynakoBKu
npenapaty y roTOBOrO fMikapCbKoro 3acoby (3miHa KinbKoCTi 0ANHULIb
nakeTuky, no 5 abo (Hanpuknag TabneTok, amnyn TOLWo) B yNakoBL:) - 3MiHa no3a
15 nakeTukiB y nayui AianasoHOM 3aTBEPKEHNX PO3MIpIB YNAKOBKW - BBEAEHHSA
3 KapTOHY popatkoBoi ynakosku ans 113 ®ypacon Ne 5 y nakeTukax, y navui
3 KapToHy, 6e3 3MiHV NepBMHHOrO NakyBanbHOro martepiany, 3
BiANOBIgHMMYM 3MiHaMK Y p. «YnakoBkay MKA 113
319, XYMOOAP® b cycneHsis ans MpAT «[Mo YkpaiHa MpAT «[Mo YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/1155/01/01
100P iH'ekuin, 100 MO/mn; | BMPOGHULTB BUPOBHMLTBY wono 6esnekun/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenmom
no3mny y iHCyniHiB iHcyniHiB "lHoap" KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
KapTpumxi; no 3 abo "IHpap" Ta iHCTPYKUiT NS MeAMYHOro 3acToCyBaHHs Ha NigcTasi perynsipHo
no 5 kapTpuaxie y OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nauui 3 KapToHy; Nno pocnigpkeHb 3 6e3neku 3acTocyBaHHSA NikapcbKoro 3acoby B
10 mn y dpnakoHi; no nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
1 donakoHy B nauyui 3 [ocnigpkeHb, NPOBEAEHNX BiAMNOBIAHO 40 MnaHy negiatpudHnx
KapToHy; Mo 5 mn'y pocnimkeHb (PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
dnakoHi; no 1 abo YNOBHOBaXXEHNM OpraHoM) - 3MiHW BHECEHO [0 IHCTpyKUii ans
no 5 dnakoHiB y MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis
naywi 3 KapToHy "OcobnusocTi 3acTocyBaHHA", "Cnocid 3acTocyBaHHSA Ta Ao3K",
"MobiuHi peakuii" BignosiaHo oo pekomeHgauin PRAC EMA wopo
MOXITMBOrO PU3MKy PO3BUTKY aMminoifgosy LUKipu Ta ninogmctpodii.
320.| XYMOOAP® cycneHsis ans MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/1533/01/01
K25 100P iH'exuinn, 100 MO/mn; | BMPOGHMUTB BUPOGHMUTBY wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. 3miHa y peuenmom
no3mny y iHcyninis"IHOAP" KOPOTKi/i XapakTepucTuLi NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS
KapTpumxi; no 3 abo iHcyniHiB"IH Ta IHCTPYKUii NS MeQMYHOro 3aCToCyBaHHs Ha NigcTasi perynsipHo
no 5 kapTpuoxis y OAP" OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo

nayui 3 KApTOHY;

pocnigpkeHb 3 6e3nekn 3acToCyBaHHSA NikapcbKoro 3acoby B
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no 5 mn y cpnakoHi; nicnsipeecTpauinHuii nepiod, abo sik pesynbTaT OLiHKU 3BITY 3
no 1 abo no 5 AOoCrifKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpudHnx
nakoHiB y nayui 3 pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3 KOMMETEHTHUM
KapToHy; no 10 mny YNOBHOBAXEHNM OpraHoM) - 3MiHW BHECEHO A0 IHCTpyKUii Ans
dnakoHi; no 1 MeANYHOTO 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
nakoHy B nayui 3 "OcobnusocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un",
KapTOHY "Mob6iyni peakuii” BignosigHo Ao pekomeHaauin PRAC EMA wopno
MOXITMBOIO PU3MKy PO3BUTKY aminoigosy LUKipu Ta ninoguctpodii.
321.| ULEPEBPOKYP PO34MH AN iH'EKLN, TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu 3a UA/7516/01/01
NH® 2 mr/mn no 0,5mn B wono 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay (iHwi amiHn) - | peuenmom
amnyni; no 5 amnyn 3MiHM BHECEHi B TEKCT MapKyBaHHS1 YMaKOBKW MiKapCbKoro 3acoby
y KOpoOLli 3 KapTOHY; LLOA0 3a3HaYeHHs OAUHULE BUMIPIOBaHHSA Y cucTemi Sl
no 2 mn B amnyri;
no 10 amnyny
KopoOUi 3 KapTOHY
322, LUE®OMEPA30O | nopotliok ans TOB YkpaiHa TOB "ABaHT" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/16416/01/01
H nnoc PO34mMHY Ans "ABaHT" (nakyBaHHsi i3 AnMiHicTpaTMBHI 3MiHWU. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuernmom
iH ekuin no 500 cdopmu in bulk 3aTtBepaxeHo: LIEOOMNMEPA3OH-CYJIbBAKTAM 3anponoHoBaHo:
mr/500 mr no 1 dipMun-BnpobHMKa LIE®OMNEPA3OH MIKOC. 3minn | Tuny - AGMIHICTpaTUBHI 3MiHW.
dnakoHy 3 HCIC XeGen 3miHa HariMeHyBaHHS Ta/abo agpecu Micusi NPOBagXeHHS
NOPOLLIKOM Y XyaMmiH [isnbHOCTI BUPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
KapTOHHIN kopobuyj; dapmacbioTikan BKITH0YaK04M AiNbHUL BUNYCKY cepii abo micue npoBeaeHHs
no 25 cnakoHis 3 Komnari JlimiTeq, KOHTPOIO SIKOCTI. (QiNbHICTb, 3a SIKy Bignosigae
NOPOLLIKOM Y Kurait) BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK Cepil) 3MiHa agpecu
KapTOHHI kopobuyj; Bupo6Huka M3 TOB "ABaHT", YkpaiHa (nakyBaHHS i3 popmm in
no 50 cpnakoHis 3 bulk dipmu-Brpo6HmKa HCIC Xebe XyamiH ®apmacbtoTikan
MOPOLLIKOM Y Komnari Nimiten, Kutan), 6e3 amiHu micus BUpobHuULTBa - SMiHM
KapTOHHIl kopoOLi BHecCeHi y po3gin "Micue3HaxookeHHs BUpobHWKa Ta agpeca
MicLsi MpoBaKEHHS NOro QisinbHOCTI" B IHCTPYKLUiO Ans
MeOWYHOro 3aCToCyBaHHS Ta sIK HacnigokK - BignoBiAHI 3MiHW y
TEKCTi MapKyBaHHS YNaKkoBKW fikapcbkoro 3acoby. 3miHu | tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHW) 3MiHM BHECEHI B TEKCT MapKyBaHHS! yNakoBOK MikapCbKoro
3acoby WoA0 3a3HaYeHHs OAUHULIL BUMIPIOBaHHS y cuctemi Sl.
3MiHn | TUNYy - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6 (iHWi 3MiHW) AoaaBaHHs
KapTOHHOI kopobku Ansa dnakoHa Ne 1 3 BignoBigHMMU 3MiHamMu a0
posginy «Ynakoska» MKA 3. 3miHn BHeceHi B po3ain "Ynakoska"
B IHCTPYKLiI0 AN MeAUYHOro 3acTOCYBaHHS MikapCbkoro 3acoby y
3B"A3Ky 3 BBEAEHHSAM [OAATKOBOI YMaKoBKM, SIK HACMIAOK -
3aTBEPYKEHHS TEKCTY MapKyBaHHSA [OAATKOBOI YNaKOBKU
nikapcbkoro 3acoby.
323.| LE®OMNEPA30O | nopoLuok Ans TOB YkpaiHa TOB "ABaHT" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/16416/01/02
H nnoc PO34mMHY Ans "ABaHT" (nakyBaHHsi i3 ApnmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM Nikapcbkoro 3acoby - peuenmom
iH ekuii no 1000 dopmu in bulk 3atBepaxeHo: UE®OMEPA3OH-CYNbBAKTAM 3anponoHoBaHo:
mr/1000 mr no 1 ipMun-BUpOBHVKa LIE®OMNEPA3OH MJKOC. 3minn | TMny - AgMiHICTpaTUBHI 3MiHW.
dnakoHy 3 HCIC Xeben 3miHa HaiMeHyBaHHs Ta/abo agpecu Micusi IPOBaKEHHS
NOPOLLIKOM Y XyaMiH AisnbHOCTI BUpOGHUMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,

KapTOHHiI kopobuyj;

PapmackioTikan

BKITHOYaH4M AiNbHUL BUNYCKY cepii abo micLe npoBedeHHs
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
no 25 pnakoHis 3 Komnani Iimiten, KOHTPOMIO SIKOCTI. (AIANbHICTb, 3a Ky Bignosigae
NOPOLLIKOM Y Kuran) BMPOOHMK/iIMNOpTep, BKMHOYaoYM BUMYCK Cepilt) 3MiHa agpecu
KapTOHHil KOpoOLyi; Bupo6Huka M3 TOB "ABaHT", YkpaiHa (nakyBaHHS i3 popmMu in
no 50 dpnakoHis 3 bulk ipmmn-BupobHuka HCIC Xeben XyamiH ®apmachbtoTikan
NOPOLLIKOM Y Komnani IMimiten, Kutait), 6e3 3MiHM Micus BUpOGHMUTBA - 3MiHK
KapTOHHil kopobui BHeceHi y po3ain "Micue3HaxomkeHHst BUpobHuKa Ta agpeca
MiCLsi MPOBaKEHHS NOro AisiNbHOCTI" B IHCTPYKLUilO Ans
MeOU4YHOro 3aCTOCyBaHHS Ta sIK HAacMiAoK - BigNOBIAHI 3MiHM y
TEKCTi MapKyBaHHS! YNakoBKM fikapcbkoro 3acoby. 3miHu | tuny -
3MiHn wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi
3MiHN) 3MiHN BHECEHI B TEKCT MapKyBaHHS yMakoBOK MiKapCbKoro
3aco0y LWoA0 3a3Ha4YeHHs OAVHMLL BUMIPIOBaHHS y cuctemi Sl.
3MiHn | TUNYy - 3miHK 3 gkocTi. FoToBMI Nikapcbkuii 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acib (iHwi 3aMiHW) goaaBaHHA
KapTOHHOI kKopobkM Ans conakoHa Ne 1 3 BianoBiAHMMK 3MiHamMK 4o
posginy «Ynakoska» MKA 3. 3miHn BHeceHi B po3ain "Ynakoska"
B iHCTPYKLit0 ANsi MEANYHOrO 3aCTOCYBaHHS MikapCbKoro 3acoby y
3B"A3Ky 3 BBEAEHHAM A04aTKOBOI YNaKkoBKK, K HACMigoK -
3aTBEPKEHHS TEKCTY MapKyBaHHSA 4OAaTKOBOI YNaKOBK/
nikapcbkoro 3acoby.
324.| UE®MNOTEK® TabneTkn, BKpUTI HOBEN TypeuumnH HOBEN IJTAY TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHn 3a UA/10429/01/01
200 o6onoHkoio, Mo 200 | ITAY CAHAIT a CAHAI BE 3 AKocTi. FOTOBMI NiKapcbKuii 3aci6. 3MiHM Y BUPOBHULTBI. 3MiHa | peuenmom
Mr o 5 Tabnetok y BE TIOXAPET A.LL. po3mipy cepii (BkroYa4umn giana3oH po3Mipy cepii) roToBOro
6nictepi; no 2 abo 4 TIOXAPET nikapcbkoro 3acoby (3meHLeHHs Ao 10 pasiB) - BBeOEHHSsI
Gnictepn y A.LL [04aTKOBOro po3mipy cepii roToBOro nikapcbkoro 3acoby.
KapTOHHIl ynakoBLj; 3anponoHoBaHo: 220 000 TabneTok; 400 000 TabneTok.
no 7 tabnetok y
Gnictepi; no 2
Gnictepn y
KapTOHHIN ynakoBUj
325.| LE®@TPUAKCO | nopoluok ans MpuBaTHe Ykpaina Ksiny Kurtan BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHK, L0 - UA/13156/01/02
H PO34MHY Ans iH'eKLin | akuioHepHe dapmaveyTikan noTpebytoTb HOBOI peecTpalii (3rigHo Hakazy MO3 Big 23.07.2015
no 0,5 rin bulk: 50 TOBapuCTBO Ko., ltg. (Xan-Tek Ne 460) - 3miHa cunu giji, nikapcbkoi hopmMu Ta cnocoby
cdrakoHiB 3 "Nekxim- 30yH) 3acTocyBaHHs: 3MiHa abo [oaaBaHHSA HOBOI CyUMK fji/po3BefeHHs
NOPOLLIKOM Y Kopobui Xapki" (mopaHHsa HoBoOI cunu Aaii)
3 KapTOHY
MepioanyHiCTb NoAaHHSA perynspHO OHOBIIOBAHOrO 3BITY 3
6esnexu, BianosiaHo Ao MNopsaaky 3aincHeHHs hapMakoHarnsagy,
3aTBepAXeHoro Hakasom MiHicTepcTBa OXOPOHW 340POB’S YKpaiHu
BiA 27 rpyaHa 2006 poky Ne 898, 3apeectpoBaHoro B MiHicTepcTBi
tocTuii Ykpainm 29 ciuna 2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOpOHY 300pOB'st YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMW, 3a3HaYEHUMM Y
nepioanMYHOCTI NOAAHHS perynsipHyX 3BiTiB 3 be3neku.
326, ULUMEBEH® niogpinisat ans YEMNADPAP HimevuuH Bupo6HuLTBO ITanis/ BHECEHHS 3MiH 10 peecTpauiiH1X MaTepianis: 3MiHa 3asiBHUKa 3a UA/10598/01/01
pPO34MHy Ang M a Hepo3dacoBaHoi LLIseninapis/ (BnacHuka peecTpauinHoro nocsig4eHHs) (3rigHo Hakaly MO3 Big | peuenmom
iHy3in no 500 wmr, 1 ApuHanmITT npoayKuir, HimeuunHa 23.07.2015 Ne 460) BeaeHHsi 3MiH NpoTsarom 6-T1 MicauiB nicns
rakoH 3 enb Mv6X nepBuHHe 3aTBEPKEHHS; 3MiHU | TNy - 3MiHK Woao 6e3nekn/edPekTUBHOCTI
nioginisatom y nakyBaHHs, Ta chbapmakoHarnsgy. BeegeHHs abo 3MiHM fo y3aranbHeHVX
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KapTOHHi kopobui BUNPOBYBaHHsI AaHunx nNpo cuctemy papmakoHarnagy (BBeAeHHs y3aranbHeHWX
KOHTPOMIO SIKOCTi: AaHnX nNpo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO!
BCMn ocobu, BignoBiganbHoi 3a 3ailcHeHHs1 hapMakoHarnsaay;
dapmacbtoTikana KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHVKa Ans 34iINCHEHHS
C.n.A., lItanis; dapmakoHarnagy B YKpaiHi, SKLo0 BOHa BiAMiHHa Big
BTopuHHe ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 34inCHeHHS
nakyBaHHs, hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
BUNPOBYBaHHsI po3milLieHHI macTep-hanna cuctemu papmakoHarnsgy) - 3miHa
KOHTPOJIO SIKOCTI: yMNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBiganbHoI 3a 34iNCHEHHS
®.XobdpmaHH-Is dapmakoHarnsagy: [itoua pegakuia: Dr. Birgitt Gellert, MD.
Pow NTg, MponoHoBaHna pepakuis: Dr. Juliane Niessen- Erkel. 3miHa
LLBenuapis; KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
Bunyck cepii: BiAMOBIAaNbHOI 3a 34iNCHEHHst hbapmakoHarnsaay. 3miHa
YEMJIA®APM KOHTaKTHOI 0COOM YNOBHOBaXKEHOI 0COOM 3asiBHUKA,
ApuHanmiTTenb BignoBiganbHOI 3a hapmakoHarnag B YkpaiHi. Jitova pegakuis:
'mM6X, HimewunHa MowHiHa Onbra IBaniBHa. lNMponoHoBaHa pepakuis: BiTkoBcbka
TeTaHa BitaniiBHa. 3MiHa KOHTAKTHUX AAHUX KOHTaKTHOI 0cobu
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
apmakoHarnsg B YkpaiHi. 3amiHa MiCLie3HaxoaXeHHA macTep-
chanina cuctemn chapmakoHarnsgy. 3amiHa micus 34iCHEeHHS
OCHOBHOI AisnbHOCTI 3 hapmakoHarnsgy; amiHu | Tuny - 3miHum 3
[KocTi. [oToBWI nikapcbkuin 3aci6. 3MiHn y BUPOOHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPOIiO
AKOCTi rOTOBOTO Nikapcbkoro 3acoby (3amiHa abo AoaaBaHHS
BUpOOHMKa, LLIO BiaNoBiaae 3a BBe3eHHsA Ta/abo Bunyck cepii) - He
BKJTHO4AK0UM KOHTPOMb/BUNpOOyBaHHSA cepii - 3amiHa BUPOOHWKa,
Lo Bignosigae 3a Bunyck cepii 3 . XoddmaHH-I1a Pow JTTa,
Lseniuapia Ha YETJTA®APM ApuHanmittens Mm6X, HimeuunHa.
3MiHN BHECEHO B IHCTPYKLIiIO ANt MEAUYHOTO 3aCTOCYBaHHS LLOAO
HalMeHyBaHHS Ta MiCLe3HaXOMKEeHHs1 BUpOOHUMKa 3 BiANoBiAHNMM
3MiHaMK y TEKCTi MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby
(BBeaeHHs 3MiH NpoTArom 6-Tv MiCALLIB MiCNsa 3aTBEPHKEHHS)
327, ULUCTUHON TabneTkn, BKpUTI LWanep & HimeuumH LWanep & HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn bes UA/12007/01/01
AKYT obonoHkoto, no 15 Bptommep a Bptommep Mv6X & wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsAay (iHWi 3MiHK) - peuenma
Tabnetok y 6nictepi; mbX & Ko. Ko. KI 3amiHa posginy «l'padiyHe 306pakeHHs ynakoBKu» Ha PO3Ain
no 2 6nictepay KIr «MapkyBaHHa» MKSA N13». 3anponoHoBaHo: MapkyBaHHs. 3rigHo
KapTOHHiIN kopobuyj, 3aTBEPHKEHOro TEKCTY MapKyBaHHSI.
no 20 Tabnetok y 3MiHN BHeCeHi B TEKCT MapKyBaHHS YNakoBKW JlikapcbKoro 3acoby
GnicTepi, no 2 abo 3, LLIOAO 3a3HaYEeHHsI MiXKHApO4HWX NO3HaYeHb OANHULb
abo 5 bnictepiB y BUMIpIOBaAHHS
KapTOHHI kopobui
328, ULUTPAMOH Tabnetku, no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK be3 UA/17370/01/01
MAKCI® Tabnetok y "®apmaneBt "®apmaueBTnyHa wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peuyenma
KOHTYPHil n4yHa cipma dipma "JapHuua” 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
YapyHKOBIN "OapHuus” (BBEOEHHS y3aranbHeHWX AaHWX Npo cucTeMy chapmMakoHarnsay,

ynakosui; no 1, no 2
abo no 5 KOHTYPHMX
YapyHKOBUX
yNaKoBOK y nayi

3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIAANbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asiBHUKa
Ons 34icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bif YNOBHOBa)XEHOT 0COOW, BiANOBIgANbHOI 3@ 34iNCHEHHS
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hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-anna cuctemm papmakoHarnsay) - amiHa
yrNoBHOBaXeHoi ocobu 3asiBHMKa, Bi4MOBiganbHOI 3a
dapmakoHarmnsa.
lMponoHoBaKra pepakuis: Typok B'ayecnas B'auecnasosuy
329.| UIAHOKOBAIA | nopoLuok CaHodi Ximi PdpaHuis CaHodi Ximi dpaHuis BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3MiHu - UA/15783/01/01
MIH (cybeTaHuis) B 3 akocTi. A®l. BupobHuuTtseo. 3miku B npoueci BupobHuutea AdI
anoMiHieBux 6aHkax (He3HayHa 3miHa y npoueci BUpobHuutea AdI) - logaBaHHA
ansa anbTepHaTMBHOIO CNocoby NpoBeAeHHs eTany eKCTpakLii B
dapmaLeBTU4HOro nepLIOMy LMK BUPOBHMYOro npoLecy OTpUMaHHS
3acToCyBaHHsA LiaHokobanamiHy, Ans AOTPUMaHHS HOBUX MICLEEBUX HOPM
OXOPOHW AOBKINNSA. Y NOTOYHOMY MPOLECi Ni3NC Ta NepeTBOPEHHS
Ha UiaHokobanamiH NOEAHYETLCA B €4MHY CTagito, a B
anbTepHaTUBHOMY pPO3AineHi Ha okpemi ctagii. Tomy B
anbTepHaTMBHOMY cnocobi byae BUKOPMCTOBYBaTUCA MEHLUE
BUXiZHMX MaTepianis. LLUNsx cMHTE3y He 3MIHIOETbCS, He
[0[aThCA HOBI BUXIAHI MaTepianu, pO34nHHKKM abo peareHTu, He
3MIHIOETLCS CTaist OUYNLLIEHHS
330.| YUCTOTINY TpaBano 50 ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3mMiHu | Tuny - 3MiHK 3a UA/12678/01/01
TPABA naykax 3 BHyTpiwHiM | PapmaueBT dapmaveBTMyHa wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi amiHn) - | peuenmom
naketom; no 1,5ry U4Ha abpuka "Biona" 3MiHN BHECEHI B TEKCT MapKyBaHHs1 YNaKoBKM NikapcbKoro 3acoby
dinbTp-NakeTi; No abpvka (n.17) WOA0 HAaHECEeHHSA TOProBOi MapKw.
20 dinbTp-nakeTiB y "Biona"
nayui 3 KApToHy
331, WUnNwuHU nnoawn, no 100 r abo MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3mMiHu | Tuny - 3MiHK bes UA/2271/01/01
nnoagu no 130 r y naukax 3 dapmaueBT dapmaueBTNYHa wopao 6esneku/edeKkTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHwm) - peuenma
BHYTPILLUHIM U4Ha pabpuka "Biona" OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW fikapcbKkoro 3acoby Ta
nakeTom; no 3ry habpvka [ONOBHEHHS M. 17 iHopMaLielo MPO HaHECEHHSA TOProBOi Mapku
dinbTp-NakeTi, No "Biona"

20 dinbTp-nakeTiB y
nayui

FeHepanbHUK AnpeKTop

OupekTopaTy dpapmaueBTUYHOro 3abe3neyeHHs

Onekcangp KOMAPIOA




