NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJNOIN4YHUX NMPENAPATIB), LLIOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPALUIMHNX MATEPIANIB, AKI BHOCATbCA A0 AEP>XXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

DopaTtok 2

po Haka3y MiHicTepcTBa OXOpOHU
3popoB’s YkpaiHu «[po aepxaBHY
nepepeecTpauito fikapcbKknx 3acobiB

(Megn4HUX iMmyHOGionoriyHMx

npenapartiB) Ta BHECEHHSA 3MiH A0

peecTpauinHux maTepianie»

Big 16 rpyaHsa 2022 poky Ne 2271

ob6onoHkoto, no 0,5
MF;

Ne 42: no 21
Tabnetui y 6nicrepi;
no 2 6nictepu B
KapTOHHIN nayi;

Ne 84: no 21
Tabnetui y 6nictepi;
no 4 6nictepu B
KapTOHHIN navui

cTagii BupbHmuTBAa);
LteremaHH
JloHdbepnakyHr &
JoricTiwep Cepsic
e.K., HimewunHa
(BTOPYHHE
nakyBaHHs1)

BunpobyBaHHsA APl abo BMXigHOro MaTepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLECi
BMpobHMUTBa ADI (iHWi 3mMiHM B MeToaax BUNpobyBaHHSA
(Bkntoyaroun 3amiHy abo JOMOBHEHHS) ANA peareHTy, Lo He
CMPUYUHSIE ICTOTHOMO BMNMBY Ha sikicTb ADI) 3miHa meToay
BMNPOOYyBaHHSA BUXiAHOro MaTepiany Xfopuay amoHito 3a
NoKasHUKOM «laeHTnYHICTbY 3 MeTogy «wet chemical test»
Ha meToz «IR». 3miHa 06yMoBneHa ApyKapCbKO MOMUIIKOIO
B HOPMAaTUBHOMY [OKYMEHTI i He NoB’si3aHa 3 PaKTUYHO
3MiHOK MeToAy BUNPOoGyBaHHSA. 3MiHM | Tuny - 3miHn 3
akocTi. A®l. KoHtponb A®I. 3miHa y meTogax BUNpobyBaHHS
A®I abo BuxigHoro matepiany/npoMixkHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLEC
BUpoGHMUTBa ADI (iHWi 3MiHM B MeTogax BUNpobyBaHHS
(BKNtOYaK4YM 3amiHy abo JONOBHEHHST) NS peareHTy, Lo He
CNPUYUHSIE ICTOTHOrO BNNMBY Ha sikicTb ADI) 3miHa meToay
BUNPOBYBaHHS BUXiAHOrO MaTepiany AMMeTUncynbdokeuay
3a MOKasHMKOM «loeHTUYHICTby MeToay «wet chemical test»
Ha meToz «IR». 3miHa 06yMoBneHa ApyKapCbKO MOMMITKOIO
B HOPMaTMBHOMY JOKYMEHTI i He NoB’A3aHa 3 PakTUYHO
3MiHOK MeToAy BUMPoGyBaHHA. 3MiHW | Tuny - 3miHn 3
sikocTi. A®L. KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®I| abo BuxigHOro Matepiany/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLECI
BUpoGHMUTBa ADI (iHLWi 3MiHM B MeTogax BUNPobyBaHHs
(Bkntoyatoun 3amiHy abo JOMOBHEHHS) ANSA peareHTy, Lo He
CNPUYUHSAE ICTOTHOrO BNIMBY Ha skicTb A®I) 3miHa meToay
BUNPOBYBaHHSI BUXiAHOrO MaTepiany TpueTunamiHy 3a
nokasHUKoM «laeHTu4HiCTby 3 MeToay «IR» Ha meTon «Gas
chromatography». 3miHa o6ymoBneHa apykapcbkow
NMOMUIIKOK B HOPMaTUBHOMY AOKYMEHTI i He NoB’A3aHa 3
haKT4HOIO 3MiHOIO MeToay BUNpobyBaHHS. [oaaTkoso,
pefakuinHa npaska B n1.3.2.S.2.3. KoHTponb maTepianis gns

Ne Hasea Popma sunycky 3asieHuK Kpaina Bupo6Huk KpaiHa PeecmpauitiHa npoyedypa Ymosu Homep

n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

1. AOEMMNAC® TabneTkn, BKPUTI Bariep Al HimevuunHa Bariep Al', HimeuyunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/14101/01/05
NniBKOBOIO HimeuumHa (BcCi 3MiHn 3 gxkocTi. A®Il. Kontponb A®I. 3miHa y meTogax peuernmom




2

[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUXiZHOI CUPOBUHWN MANOHOAMHITPWN, a Came BUNPaBMeHHs
mMeToay BunpobyBaHHs 3 «IR» Ha «Raman» ans tecty
«|OEHTUYHICTbY.

AIDEMIMAC®

TabneTku, BKPUTI
NNiBKOBOIO
obonoHkoto, no 1,0
MF;

Ne 42: no 21
Tabnetui y 6nicrepi;
no 2 6nictepu B
KapTOHHIN nayui;

Ne 84: no 21
Tabnetui y 6nicrepi;
no 4 énictepn B
KapTOHHIN nayui

Banep Al

Himevuunna

Bariep Al',
HimeuumnHa (BcCi
cTagii BupoHuuTBa);
LLteremaHH
JloHdbepnakyHr &
JloricTiwep Cepsic
e.K., HimewyumHa
(BTOPYHHE
naKyBaHHs1)

Himevumna

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | Tuny -
3MiHn 3 gkocTi. A®Il. Kontponb A®I. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOro maTepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLIECI
BMpobHMUTBa A®I (iHWi 3MiHM B MeToaax BUNpobyBaHHS
(Bkntoyaroun 3amiHy abo JOMOBHEHHS) ANA peareHTy, Lo He
CMPUYMHSIE ICTOTHOMO BMNMBY Ha sikicTb ADI) 3miHa meToay
BMNPOOyBaHHSA BUXiAHOrO MaTepiany Xfopuay amoHito 3a
NoKasHUKOM «laeHTUYHICTb» 3 MeTogy «wet chemical test»
Ha meTog «IR». 3miHa obyMoBneHa ApykapCbKOK MNOMUITKOK
B HOPMaTUBHOMY [OKYMEHTI i He MoB’sA3aHa 3 PaKTUYHO
3MiHOI0 MeToAy BMNpobyBaHHSA. 3MiHK | Tuny - 3MiHK 3
skocTi. A®I. KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs
A®I abo BuxigHoro matepiany/npoMixKHoro
NpPoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLECI
BupobHMLTBa ADI (iHWi 3MiHM B MeToaax BUNpOoOYyBaHHS
(BKNtoYa4uM 3amiHy abo JONOBHEHHS) AN peareHTy, Lo He
CMPUYKHSIE ICTOTHOMO BMNMBY Ha sikicTb ADI) 3miHa meToay
BUNPOBYBaHHS BUXiAHOrO MaTepiany AMmeTuncynbdokeuay
3a MOKa3HMKOM «loeHTUYHICTb» MeToay «wet chemical test»
Ha meTog «IR». 3miHa obyMoBneHa ApykapCbKOK MNOMUITKOK
B HOPMaTMBHOMY JOKYMEHTI i He NMoB’A3aHa 3 (haKTUYHO
3MiHO MeToAy BUMMPOGyBaHHA. 3MiHM | Tuny - 3MiHn 3
akocTi. A®l. KoHtponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®I| abo BuxigHOro Matepiany/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLIECI
BUpoGHMUTBa ADI (iHWi 3MiHM B MeTogax BUNpobyBaHHs
(Bkntoyatoun 3amiHy abo JOMOBHEHHS) ANSA peareHTy, Lo He
CNPUYUHSE ICTOTHOrO BNAMBY Ha skicTb ADI) 3miHa meToay
BUNPOBYBaHHS BUXiAHOrO MaTepiany TpueTunamiHy 3a
nokasHUKOM «laeHTu4HICTb» 3 MeToay «IR» Ha MeTog «Gas
chromatography». 3miHa obymoBneHa ApykapcbKoro
NMOMWIKOK B HOPMaTUBHOMY AOKYMEHTI i He NoB’si3aHa 3
haKT4HOIO 3MiHOIO MeToAy BUNpobyBaHHSA. [loaaTkoso,
pepakuinHa npaska B n.3.2.S.2.3. KoHTponb maTepianis ans
BUXiAHOT CUPOBMHWN MaroHOAMHITPUI, @ caMe BUMNpPaBfeHHs
mMeToay BunpobyBaHHs 3 «IR» Ha «Raman» ans tecty
«|OEHTUYHICTbY.

3a
peuernmom

UA/14101/01/03

AIEMMNAC®

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, no 1,5
M,

Ne 42: no 21
Tabnetui y bnicrepi;
no 2 6nictepu B
KapTOHHIN nayui;

Ne 84: no 21
Tabnetui y 6nictepi;

Bariep Al

HimevuunHa

Barviep Al',
HimeuumnHa (BcCi
cTagii BupoHuLTBAa);
LteremaHH
JloHdepnakyHr &
JloricTiwep Cepsic
e.K., Himewunna
(BTOPUHHE
nakyBaHHs)

Himeyunna

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MiHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y meToaax
BuNpobyBaHHA APl abo BMXigHOro maTepiany/npomikHOro
NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BUpoGHMUTBa ADI (iHWi 3MiHM B MeToaax BUNpobyBaHHS
(BKntOYaK4YM 3amiHy abo JONOBHEHHS) AN peareHTy, Lo He
CNPUYUHSIE ICTOTHOrO BMNMBY Ha sikicTb A®I) 3miHa meToay
BUNPOBYBaHHS BUXiAHOrO MaTepiany Xnopuay aMoHito 3a
Nokas3HUKOM «laeHTnYHICTbY 3 MeTogy «wet chemical test»
Ha meTo «IR». 3miHa 0byMoBneHa ApyKapCbKOK MNOMUIIKOK

3a
peuerimom

UA/14101/01/04
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 4 Gnictepu B
KapTOHHIN navui

B HOPMaTUBHOMY [OKYMEHTI i He NMOB’si3aHa 3 haKTUYHO
3MiHOK MeToAy BUNPoByBaHHS. 3MiHu | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs
A®I abo BuxigHoro maTepiany/npomMixHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLLECI
BUpobHMLTBa ADI (iHWi 3MiHM B MeTodax BUNpOOYyBaHHS
(Bkrtoyaro4m 3amiHy abo JONOBHEHHS) ANS peareHTy, Wo He
CNPUYUHSAE ICTOTHOrO BNAMBY Ha skicTb ADI) 3miHa meToay
BMNpoOyBaHHSA BUXiAHOrO MaTepiany AuMeTuncynbgokeugy
3a NoKasHMKOM «lgeHTUYHICTb» meTogy «wet chemical test»
Ha meToz «IR». 3miHa obymoBneHa ApyKkapCbKOK MOMUITKOK
B HOPMaTUBHOMY [OKYMEHTI i He NOB’si3aHa 3 (haKTUYHOO
3MiHOIO MeToAy BMNpobyBaHHSA. 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHtponb A®I. 3miHa y meTogax BunpobyBaHHs
A®I abo BuxigHoro maTepiany/npomMixHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECH
B1pobHMUTBa ADI (iHWi 3mMiHM B MeToaax BUNpobyBaHHSA
(Bkntoyaroum 3amiHy abo JONOBHEHHS) NSt peareHTy, Lo He
CMPUYMHSIE ICTOTHOMO BMNMBY Ha sikicTb ADI) 3miHa meToay
BMNPOOYyBaHHSA BUXIAHOrO MaTepiany TpueTunamiy 3a
nokasHukom «laeHTnyHicTby 3 meToay «IR» Ha meTon «Gas
chromatography». 3miHa o6ymoBneHa apykapcbkow
NMOMUIIKOKO B HOPMaTUBHOMY AOKYMEHTI i HE NoB’A3aHa 3
haKkTM4HO 3MiHOK MeToay BunpobysaHHs. JoaaTkoso,
pepakuinHa npaeka B n.3.2.S.2.3. KoHTponb maTepianis ans
BVXiAHOT CUPOBVHWN MarilOHOAUHITPUI, @ CaMe BUNPaBreHHS
meToay BunpobyBaHHs 3 «IR» Ha «KRaman» agns tecty
«lOEeHTUNYHICTbY.

ANEMNAC®

TabneTkn, BKpUTI
NniBKOBOKO
obornoHkoto, no 2,0
MT;

Ne 42: no 21
Tabnetui y 6nictepi;
no 2 6nictepu B
KapTOHHIN nayui;

Ne 84: no 21
Tabnetui y bnicrepi;
no 4 6nictepu B
KapTOHHIN navui

Banep Al

Himeyuunna

Bariep Al,
HimeuumnHa (BCi
cTagii BupbHuuTBa);
LLiteremaHH
JNoHdepnakyHr &
Norictiwep Cepsic
e.K., HimewunHa
(BTOPUHHE
naKyBaHHs1)

Himeyumna

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLIECI
BUpoGHMUTBa ADI (iHWi 3MiHM B MeTogax BUNpobyBaHHS
(Bkntoyaroun 3amiHy abo JOMOBHEHHS) ANSA peareHTy, Lo He
CNPUYUHSE ICTOTHOrO BNAMBY Ha skicTb A®I) 3miHa meToay
BUNPOBYBaHHS BUXiAHOrO MaTepiany Xnopuay aMoHito 3a
NoKasHUKOM «laeHTnuHICTbY 3 MeTogy «wet chemical test»
Ha meTog «IR». 3miHa 0OymoBneHa ApyKapCbKO MOMUITKOK
B HOPMaTMBHOMY JOKYMEHTI i He NoB’si3aHa 3 akTUYHO
3MiHOK MeToAy BUNPOGYBaHHSA. 3MiHM | Tuny - 3miHK 3
skocTi. A®l. KoHtponb A®I. 3miHa y meTogax BUNpobyBaHHS
A®I| abo BuxigHOro Matepiany/npoMixxHoro
NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BMpo6HMUTBa ADI (iHWi 3MiHM B MeToaax BUNPoOyBaHHS
(Bkntoyatoun 3amiHy abo JOMOBHEHHS) ANS peareHTy, Lo He
CNPUYUHSIE ICTOTHOrO BNNUBY Ha sikicTb ADI) 3miHa meToay
BMNpPOOYBaHHSA BUXiAHOrO MaTepiany AuMeTuncynbgokeuay
3a NoKa3HWKOM «lgeHTu4HICTb» MeTogy «wet chemical test»
Ha meToz «IR». 3miHa 0ByMoBneHa ApyKapCbKO MOMMITKOIO
B HOPMAaTUBHOMY [OKYMEHTI i He NOB’si3aHa 3 (haKTUYHOI
3MiHOK MeToAy BUMNPoGyBaHHs. 3MiHuM | Tuny - 3MiHK 3

3a
peuerimom

UA/14101/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs
A®| abo BmxigHOro matepiany/npomixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLLECI
BUpobHMLTBa ADI (iHWi 3MiHM B MeTodax BUNpoOyBaHHS
(Bkntoyaroun 3amiHy abo JOMOBHEHHS) ANS peareHTy, Lo He
CMPUYMHSIE ICTOTHOMO BMNUBY Ha sikicTb ADI) 3miHa meToay
BMNpPoOyBaHHSA BUXiZHOro MaTepiany TpueTunamiHy 3a
nokasHukom «laeHTnyHicTb» 3 metogy «IR» Ha meTog «Gas
chromatography». 3miHa o6ymoBneHa apykapCbkow
NOMUJIIKOK B HOPMaTUBHOMY AOKYMEHTI i He NoB’A3aHa 3
aKTMYHOIO 3MiHOO MeToAy BUNpobysaHHS. [logaTkoso,
penakuinHa npaska B n.3.2.S.2.3. KoHTponb maTepianis ons
BUXiZHOT CUPOBMHWN MariOHOAMHITPUI, @ caMe BUMNpPaBreHHs
mMeToay BunpobyBaHHs 3 «IR» Ha «Raman» ans tecty
«lOEHTUNYHICTBY.

AIEMMNAC®

TabneTkn, BKpUTI
NniBKOBOKO
obornoHkot, no 2,5
MF;

Ne 42: no 21
Tabnetui y 6nicrepi;
no 2 6nictepu B
KapTOHHIN nayi;

Ne 84: no 21
Tabnetui y 6nictepi;
no 4 6nictepu B
KapTOHHIN navui

Bawnep Al

HimevuunHa

Bawnep AT,
HimeuumHa (BCi
cTagii BupbHmuTBAa);
LUteremaHH
JloHdbepnakyHr &
JoricTiwep Cepsic
e.K., Himewunna
(BTOPYHHE
nakyBaHHs1)

Himeyumna

BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHn 3 gkocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BunNpobyBaHHsA APl abo BMXigHOro MaTepiany/npomiKHOro
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLECI
BMpobHMUTBa ADI (iHWi 3mMiHM B MeToaax BUNpobyBaHHSA
(Bkntoyatoun 3amiHy abo JOMOBHEHHS) ANSA peareHTy, Lo He
CMPUYUHSIE ICTOTHOMO BMNMBY Ha sikicTb ADI) 3miHa meToay
BMNPOOyBaHHSA BUXIAHOrO MaTepiany Xfopuay amoHito 3a
NoKas3HUKOM «laeHTnYHICTby 3 meTogy «wet chemical test»
Ha meToz «IR». 3miHa 06yMoBneHa ApyKapCbKO MOMUIIKOIO
B HOPMAaTUBHOMY [JOKYMEHTI i He NoB’si3aHa 3 PaKTUYHO
3MiHOK MeToAy BUNPoGyBaHHA. 3MiHu | Tuny - 3MmiHK 3
akocTi. A®Il. KoHtponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®I abo BuxigHoro matepiany/npoMixkHoro
NpoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BUpoGHMUTBa ADI (iHWi 3MiHM B MeTogax BUNpobyBaHHS
(BKNtOYa4M 3amiHy abo JONOBHEHHS) NSt peareHTy, Lo He
CNPUYMHSIE ICTOTHOrO BNNMBY Ha sikicTb ADI) 3miHa meToay
BUNPOBYBaHHS BUXiAHOrO MaTepiany AMMeTUNCynbdokeuay
3a MOKasHMKOM «loeHTUYHICTb» MeToay «wet chemical test»
Ha meToz «IR». 3miHa 06yMoBneHa ApyKapCbKO MOMUIIKOIO
B HOPMaTMBHOMY JOKYMEHTI i He NoB’si3aHa 3 (haKTUYHOK
3MiHOK MeToAy BUMPoGyBaHHA. 3MiHM | Tuny - 3miHn 3
sikocTi. A®L. KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®I| abo BuxigHOro Matepiany/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLIECI
BUpoGHMUTBa ADI (iHWi 3mMiHM B MeTogax BUNpobyBaHHs
(Bkntoyatoun 3amiHy abo JOMOBHEHHS) ANSA peareHTy, Lo He
CNPUYUHSAE ICTOTHOrO BNNMBY Ha skicTb A®I) 3miHa meToay
BUNPOBYBaHHS BUXiAHOrO MaTepiany TpuetTunamiHy 3a
nokasHUKoM «laeHTu4HiCTby 3 MeToay «IR» Ha meTon «Gas
chromatography». 3miHa 06ymoBneHa apykapcbkow
NMOMWIKOKO B HOPMaTUBHOMY AOKYMEHTI i He NoB’si3aHa 3
chaKT4HOIO 3MiHOIO MeToay BUNpobyBaHHS. [loaaTkoso,
pepakuinHa npaska B n.3.2.S.2.3. KoHTponb maTepianis ans
BUXiAHOT CUPOBMHWN ManoHOAMHITPUI, @ caMe BUMNpaBneHHs

3a
peuernmom

UA/14101/01/01
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[TponoBkeHHs 1oaaTKa 2

nadui; no 100 mn y
riakoHi CKINsIHOMY;
no 1 donakoHy
pa3om 3 MOXKOIo
[03yBanbHO B
navui; no 120 mny
drakoHi

BupoGHuka Shilpa Pharma Lifesciences Limited, IHgis, Ta sk
Hacnigok 3aMiHa HaiMeHyBaHHs BUpobHuka AdI. [litoua
pegakuisa: Shilpa Medicare Limited, IHgis MNponoHoBaHa

pepakuis: Shilpa Pharma Lifesciences Limited, IHais

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
meToay BunpobyBaHHs 3 «IR» Ha «KRaman» ons tecty
«lOEHTNYHICTBbY.
6. AMBPOKCOI | cupon, 15 mr/5 mn, My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/0595/01/01
15 no 50 mn y dnakoHi aKuioHepH akuioHepHe 3MiHn 3 axocTi. CepTudikat BignosiaHocTi/l E-cepTudikat peuenma

nonimepHomy; no 1 e TOBapuCTBoO BiAMNOBIAHOCTI €Bponencokiv papmakonei/moHorpadii.

¢bnakoHy pasom 3 TOBapuUCTB "HaykoBo- MogaHHA HoBOro abo oHoBreHoro cepTudikara

JIOXKKOHO o BUPOGHMYMNIA LLEHTP BiANoBigHOCTI abo BUMy4eHHs1 cepTudgikata BignoBiaHoOCTI

[03yBarnbHOIO B "HaykoBo- "BopLuariscbkui €sponevicbkin bapmakonei: ana A®l; ans BuxigHoro

navui; no 100 mn y BUPOBHUY XimiKo- maTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO

bnakoHi VN LEHTP thapmMaLeBTUYHUIA BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; anst ONOMiKHOT

nonimepHomy abo "Bopuuaris 3asog" peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI €BpONENChKin

GaHLUi noniMepHin; CbKWUi dapmakonei) - OHoBNEHUI cepTudikart Big yxe

no 1 donakoHy abo XiMiKO- 3aTBepaAKeHOro BUpobHuka - NogaHHA OHOBREHOro

no 1 6aHuji pa3om 3 hapmaues cepTtudikaTty BignosigHocTi € Ne R1-CEP 2004-201-Rev

TI0XKKOHO TUYHUIA 05 (satBepmkeHo Ne R1-CEP 2004-201-Rev 04) ans A®l

[03yBarbHO B 3aeoa” AMBpoKcony rigpoxmnopua Bif BXe 3aTBEPAYKEHOTO

nayui; no 100 mn y BUpobHuka Shilpa Pharma Lifesciences Limited, IHgis1, Ta six

bnakoHi CKNsHOMY; Hacnigok 3mMiHa HaiMeHyBaHHsi BUpoOHMka AdL. [itoua

no 1 conakoHy pegakuisi: Shilpa Medicare Limited, IHgis MponoHoBaHa

pa3oM 3 JIOXKOK pepakuisa: Shilpa Pharma Lifesciences Limited, IHaisa

[03yBarnbHO B

nayui; no 120 mn y

dnakoHi

nonimepHomy abo

6aHui nonimepHii;

no 1 cnakoHy abo

no 1 6aHuji pasom 3

TIOXKOH

[03yBarnbHOI B

navui
7. AMBPOKCOI | cupon, 30 mr/5 mn My6niyne YkpaiHa My6nivyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/0596/01/01

30 no 50 mn y dnakoHi aKuioHepH akKujioHepHe 3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l E-cepTudikar peuernma

nonimepHomy; no 1 e TOBapuCTBO BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.

dnakoHy pa3om 3 TOBapuCTB "HaykoBo- MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa

TIOXKKOH o BUPOOHMYUMIA LEHTP Bi4NoOBigHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI

[03yBarnbHOK B "HaykoBo- "BopLuariscbkui €sponevicbkinn papmakonei: ana A®l; ans BuxigHoro

nayui; no 100 mn y BMPOGHUY XiMmiKo- maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo

dnakoHi WA LEHTP dhapmaueBTU4HNUIA BVKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT

nonimepHomy abo "BopLuaris 3asog” peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI €EBponenchki

GaHui nonimepHii; CbKun apmakonei) - OHoBREeHU cepTudikat Bif yxe

no 1 donakoHy abo XiMiKo- 3aTBEPKEHOr0 BUPOOHUKA - [ogaHHsA OHOBEHOro

no 1 6aHuji pasom 3 dapmaues cepTtudikaTy BignosigHocTi € Ne R1-CEP 2004-201-Rev

TOXKOIO TUYHUIA 05 (3atBepaxeHo Ne R1-CEP 2004-201-Rev 04) anst AdI

[03yBarnbHOK B 3aBog" AmBpokcony rigpoxrnopua Bif BXe 3aTBEPKEHOTO
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[TponoBkeHHs 1oaaTKa 2

nakertax ans
hapmaLEeBTUYHOTO
3aCTOCYBaHHS

agpecu Micusa NpoBafKeHHS AisrnbHOCTI BUPOOHMKa
(Bkntoyatoun, 3a HeobXigHOCTI, MicLe NPOBeAEHHS! KOHTPOIIO
sikocTi), abo BnacHvka mactep-garnna Ha AP, abo
noctavanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOIO NPoAykKTY, Lo
3acTocoByThbCS Y BUPoOHUUTBI ADI (sIKLLO 3a3HaYeHO Y
[OCbe Ha nikapcbkui 3acib) 3a BiacyTHOCTI cepTudpikata
BiANOBIgHOCTI €Bponenchkiii papmakonei y 3aTBepaKeHOMY
pocbe, abo BUpoBHMKa HOBOI AOMOMIXKHOT PEHOBUHM (SIKLLO
3a3HayeHo y AOCbE). 3MiHM BHOCATBLCS Y 3B’A3KY 3i 3MiHOH
Ha3Bu BUpobHuka A®I yepes pecTpykTypusaLito komnaHii
Shilpa Ta BignNoBiAHO 4O OHOBMEHMX KEPIBHUX AOKYMEHTIB
ans cyberaHuii AM6pokcony rigpoxnopug. 3MiH y
BMPOBOHMYOMY NpoLeci Ta BUPOBHUYMX NOTYXXHOCTSAX He
Binbynocs). Pepakuisi B Hakasi — LLlinna Megikepe Jlimiteq,
IHAiN.
3anponoHoBaHa peaakuis — Linna ®apma

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonimepHomy abo
GaHui nonimepHii;
no 1 donakoHy abo
no 1 6aHLi pasom 3
TIOXKOH
[03yBarnbHOI B
navui
8. AMBPOKCOI | tabnetku no 30 mr My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/1437/01/01
Yy no 10 Tabnetok y aKuioHepH akuioHepHe 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenma
FIAQPOXIIOPU | GnicTepi; no 2 e TOBapUCTBO BiNOBIgHOCTI €Bponenchkin dapmakonei/MoHorpadii.
i bnictepn y nayui 3 TOBapuUCTB "HaykoBo- MogaHHA HOBOro abo oHoBMeHoro cepTudikara
KapTOHY o BUPOBHMYMIA LEHTP BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
"HaykoBo- "bopLuarisCcbkui €Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
BMPOGHWY XimiKo- matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
W LEHTP thapmMaLeBTUYHUI BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; Ans 4ONOMiIKHOT
"BopLuaris 3aBog", YkpaiHa pevoBUHU (cepTudikaT BiaNoBIgHOCTI €BpONENChKi
CbKuniA (BMPOBHMLTBO 3a dapmakonei) - OHoBReHW cepTudikaT Bif yxe
Ximiko- NMOBHUM LIUKITOM); 3aTBepOKeHoro BUpobHuka. NogaHHst OHOBNEHOroO
tapmaues ToBapucTBo 3 cepTugikaty BignosigHocTi €P Ne R1-CEP 2004-201-Rev
TUYHUIA obmexeHor 05 (3atBepaxeHo Ne R1-CEP 2004-201-Rev 04) ans AdI
3aeoa” BiANOBIgaNbHICTIO AMBpoKcony rigpoxmnopua Bif BXe 3aTBEPIKEHOTO
"ArPO®APM", BupobHuka Shilpa Pharma Lifesciences Limited, IHgis1, Ta sk
YkpaiHa HacnigoK 3aMiHa HaiMeHyBaHHSA BUPOOHMKa AdI.
(BupoBHULTBO,
nakyBaHHs, BUNYCK
cepint); ToBapucteo
3 0bMexeHo
BiANoOBiganbHICTIO
"Hatyp+", YkpaiHa
(koHTpOIb cepiit)
9. AMBPOKCOI1 | nopotuok TOB YkpaiHa Winna ®apma IHAisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: YTOYHEHHA - UA/19146/01/01
Yy (cybeTaHuis) y "KYCYM JlandpcaneHcis HanucaHHsi Ha3Bu BMpo6HMKa B Haka3i MO3 Ykpainu Ne
rIOPOXNOPU | noaBinHux OAPM" Nimiten 2036 Big 10.11.2022 B npoueci BHECEHHS 3MiH (3MiHu |
a nonieTuneHoBmx TMny - AOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NandpcaneHcis Jlimitea, IHain.
10. | AMIHOMNA3 PO34MH ANS iHPDY3in B. bpayH Himeuunna Brpo6HuuTBO, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/5099/01/01
MAJb® no 500 mny Menb3yHr nepBrHHA Ta 3MiHM Wwoao 6e3nekun/edeKkTUBHOCTI Ta hapMakoHarnagy. peuenmom
FENA - 10% dnakoHax, no 10 eH Al BTOPWHHA yrakoBKa, BBeaeHHs abo 3MiHM A0 y3aranbHeHVX f4aHUX Npo cuctemy
hnakoHiB y kopobui BMNYCK cepii: apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
b. bpayH cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
Menb3ayHreH AT, BiAMNOBIAANbHOI 3a 3AiNCHEHHS (hbapMakoHarnsay; KOHTaKTHOI
Himevuunna ocobu 3 hapmakoHarnsay 3asBHVKa NSt 3AINCHEHHS
KoHTponb sKocTi - tapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHA Bif
i3NYHI/XIMIYHI YNOBHOBaXeHOT 0cobWu, BignoBigansHoi 3a 34iNCHEHHS
BMNPOOYBaHHS, dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo 3miHm
MikpoGionoriyHi Y PO3MilLleHHi MacTep-ainina cuctemmn dapmakoHarnsgy).
BMNPOOYBaHHS 3MmiHa ynoBHoBaXkeHOi 0cobu 3asiBHMKa, BiANoBiganbHOI 3a
(BukntoYaoum apmakoHarnsg.
BMNPOOYBaHHS [itoya pegakuia: Dr. Marco Junginger. lNMponoHoBaHa
CTEepUNbHOCTI): pegaakuisi: Marikn Mapwnep / Michael Marschler. 3miHa
B. BpayH KOHTaKTHMX AaHNX YNOBHOBAaXXEHOI 0COOM 3asBHUKA,
Menb3yHreH Al', BignoBiganbHoi 3a hapMakoHarnag. 3mMiHa KOHTaKTHOI
Himeuyunna ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmMakoHarnsg B
KoHTponb sKocTi - Ykpaini. litoya pegakuis: JlebegnHeus €nnsaseta
i3NYHI/XIMIYHI PomaHiBHa. NponoHoBaHa peaakuis: Muxanntok MapuHa
BUNPOOYBaHHS: CraHicnaBiBHa. 3MiHa KOHTaKTHMX JaHUX YNOBHOBaXEHOT
A&M Crabrect ocobu 3asBHUKA, BiAMOBIAaNbLHOI 3a hapMakoHarnsag.
'M6X (OpHITUHY
naktam), HimevynHa
11. | AHXENIK TabneTkn, BKpUTI Banep Al Himeuunna Banep AT, HimeyumHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu |l Tuny - 3a UA/2242/01/01
060mMoHKOM; HimeyuunHa 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
no 28 tabnetok y (nepBuHHa Ta 3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
6nicTepi 3 BTOPWHHA yrakoBKa, MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYBaHHS y
KaneHgapHo KOHTpOrb cepil, 3B’A3KY i3 HOBVMUW JaHUMWU 3 SIKOCTi, AOKNIHIYHUMU,
LKarnoto, B BiAnoBiganbHWM 3a KNiHIYHUMKW JaHUMK Ta JaHuMn 3 hapmakoHarnsgy. 3MiHm
nanepoBomMy BUNyck cepii); banep BHECEHO [0 iHCTPYKLUi AN MEAUYHOrO 3aCTOCYBaHHSA

MilLIeYKy B KapTOHHIW
nayui

Baiimap M'm6X i Ko.
K", HimewuunHa
(BUpOBHMLTBO

Hepo3adpacoBaHoI
npoaykuir)

nikapcbkoro 3acoby ao posginis "Cnocib 3actocyBaHHsi Ta
nosun", "MepenosysaHHsa". BBeaeHHA 3MiH NpoTArom 3-x
MicsiLiB nicnsi 3aTBepaKeHHA. 3MiHu | Tuny - 3miHu wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepuCTuLi NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynsipHoO OHOBIOBaHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapcbKoro 3acoby B micnspeecTpauiiHni
nepiod, abo sk pe3ynbTaT OLiHKK 3BITY 3 4OCTIAXEHD,
npoBeAeHuX BignoBigHO 40 NnaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogKeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHom). 3MiHY BHECEHO A0 iHCTPYKLT
ONst MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby no
po3ainie "OcobnuBocTi 3acTocyBaHHA", "B3aemogis 3
iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BuaM B3aemogin", a
came OHOBMeEHHSs iHdopMalii 3 6e3neku BignosiaHoO Ao
pekomeHgauin PRAC. BeegeHHs 3MiH NpoTArom 3-x micauis
nicns 3aTBEpAXEHHS.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
12. | ACAKONI® cynosuTopii Tinotc LLIseniapis Bupo6GHuK, LLiBevinapis/ | BHECEHHsI 3MiH [0 peecTpauinHMx maTepianis: 3MiHu | Tuny - 3a UA/4770/02/01
pekTanbHi no 500 dapma Al BiANOBiAaNbHUIA 3a HimeyvunHa 3MmiHu 3 akocTi. A®l. KonTponb A®I. 3miHa y napameTpax peuenmom
Mr; no 5 BUNyck cepin: Tinotc cneumdikaui Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX Y
Cynos3uTopiiB y dapma AT, cneundikauisx Ha A®l, abo BUXIGHUA/NPOMIXKHWIA
6nictepi; no 4 LLisenuapis; npoayKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
Gnictepu B kOpOOLi Bupo6GHuK, BUpobHMLTBa ADI (BUNYyYEHHSI HE3HAYHOTO NMOKa3HUKa SKOCTI
3 KapTOHY BiANoBiganbHUiA 3a (Hanpvknag BUMYyYEeHHs 3acTapinoro nokasHuka)).
[o3oBaHy copmy Ta BunyueHHs 3i cneundikadii Ha APl mecanasnH nokasHuka
nakyBaHHS: "HeponycTumi mikpoopraHiamn" (objectionable
Xaynt ®apma microorganisms). 3miHu | Tuny - 3miHK 3 skocTi. CepTudikat
BronbdiHr MM6X, BignosigHocTi/E-cepTudikaTt BianoBiAHOCTI €BpONENChKin
HimevuunHa dapmakonei/MoHorpadii. NMogaHHs HOBOro abo OHOBNEHOMO
cepTudgikaTa BignoBigHocTi abo BUNy4YeHHs ceptudikara
Bi4NoOBIigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro MPOAYKTY, L0
BUKOPMCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans onoMikHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBNEHUI cepTudikart Big yxe
3aTBepOKeHoro BUpobHuka. NogaHHst OHOBNEHOrO
cepTudikaTa BignoBigHOCTI €Bponecbkoi dapmakonei Ne
R1-CEP 2003-071-Rev 03 (3atBepmkeHo: Ne R1-CEP 2003-
071-Rev 02) ans A®l mecanasuHy Big BXe 3aTBEPAYKEHOIO
Bupo6Huka Cambrex, Karlskoga AB.
13. | ATOPBAKOP | TabneTku, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15677/01/03
® NniBKOBOIO "®apmak” 3MiHu 3 sKocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTponb peuenmom
obornoHkoto, no 40 roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
mr; no 10 TabneTtok cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
y 6nicTepi; no 3 nikapcbkoro 3acoby (iHLWi 3MiHW) - BBEAEHHSI MEPIOANYHOCTI
bnictepu y nayui koHTponto 13 3a nokasHmkoM "MikpobionoriyHa uncrorta™
«Mikpo6ionoriyHuiA KOHTPOMb NPOBOAUTY 3 NEPIOANYHICTIO
nepLua Ta KoXHa gecata HacTynHi cepii, ane He pigwe 1
pasy Ha pik»
14. | ATOPBAKOP | Tabnetku, BKpUTi AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15677/01/02
® NniBKOBOIO "®apmak” 3MiHu 3 sKkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb peuenmom
obornoHkoto, no 20 roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
mr, no 10 TabneTtok cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
y 6nictepi; no 3 abo nikapcbkoro 3acoby (iHLWi 3MiHW) - BBEOEHHSI MEPIOANYHOCTI
4 6nicTepn y navui koHTponto 13 3a nokasHukom "MikpobionoriyHa uncrora™
«Mikpo6ionoriyHuiA KOHTPOMb NPOBOAUTY 3 NEPIOANYHICTIO
nepLua Ta KoxHa gecsata HacTynHi cepii, ane He pigwe 1
pasy Ha pik»
15. | ALUETUNLUMUC PO34MH Ans iH'eKLIN, CaHpos CrnioBeHis BUPOGHMLUTBO 3a CnoBeHis BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/18924/01/01
TEIH 100 mr/mn no 3 mn B dapmach NOBHUM LIMKIOM: 3MiHuM 3 akocTi. [oToBuMI Nikapcbkui 3aci6. KoHTponb peuenmom
CAHOO3® amnynax; no 5 abo toTikana TNek roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
AMNOYIN 10 amnyn y noTKy B n.ao. dapmaueBTUYHa cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
KapTOHHiI kopobLyi KOMMaHis 4.4. nikapcbKoro 3acoby (3By>XeHHS [OMYCTUMUX MEX) BHECEHHS
yTOYHeHb y cneuudikauii M3 Ha BUNyck Ta TepMiH
npuaaTHOCTI Ta METOAU KOHTPOMIO ANS NOKa3HWKIB
«MexaHiyHi BKNIOYEHHS: BUOANMI YacTUHKNY Ta «MexaHiyHi
BKITHOYEHHS: HEBUAUMI YaCTUHKN»
16. | AUMKNOBIP- | tabnetku no 200 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/0991/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OAPHULUA no 10 Tabnetok y "dapmaune "®apmaueBTUYHa 3MmiHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y napameTpax peuenmom
KOHTYPHIl BTUYHA dipma "OapHuusa" cneuudikauivi Ta/abo 4ONYCTUMMX MEX, BUSHAYEHUX Y
YapyHKOBIn ipma cneundikauisix Ha A®l, abo BUXigHUA/MPOMIXKHWUIA
ynakosLi; no 2 "ONapHuus" NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
KOHTYPHI YapyHKOBI BMpobHMLUTBa AD| (BUNYYEHHSI HE3HAYHOTO NMOKa3HMKa SAKOCTI
yNaKoBKW B MayLi (Hanpvknag BUMyYeHHS 3acTapinoro NokasHuka)) -
BUITyYEHHS MOKa3HMKa «3anuLwKoBi KiNbKOCTi opraHiyHnx
po34nHHuKiBY» (Tonyony — He Binblue 0,0045 %) 3i
cneumdikaLii BXigHOro KOHTPOSO auMKNoBipy BUPOBHMKA
Zhejiang Charioteer Pharmaceutical Co., Ltd, China
17. | AUMKNOBIP- | Tabnetkn no 200 wmr; AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/1325/02/01
DPAPMAK no 10 TabneTtok y "®dapmak” 3MiHn 3 sikocTi. ADI. KoHTponb A®I (iHLWi 3MiHK) - BHECEHHS peuenmom

Gnictepi; no 2
bnictepn y nayui 3
KapTOHY

3MiH go Cneumdikauii/ MeTogis KOHTposto 4ns Aitoyoi
pPeyoBMHM aumKoBip BUpobHuka Mylan Laboratories Limited,
IHAis, a came 3 po3giny «lgeHTudikauisa» BuganeHo
NoCUMaHHsA Ha KOHKPETHUI cTaHaapTHUI 3pa3ok (EP CRS).
IHdopMaLis LWoao AKOCTI CTaHAapTHUX 3paskis, Lo
BUKOPUCTOBYIOTLCSA NpW aHanisi cybcTaHuii HaBeaeHa B
po3gini 3.2.5.5 CtangapTHi 3pa3ku abo npenapaTu
peecTpauiiHoro aocbe; 3miHn | Tuny - 3miHn 3 akocTi. API.
KoHTponb A®I (iHWi 3MiHK) - BHECEHHS! 3MiH OO0
Cneuumdikauii/MeTogis BUNpobyBaHHsA ANs Ailo4oi peYoBUHM
auukoBip BupobHuka Mylan Laboratories Limited, IHais
30KpeMa: BUIy4YEHHS1 KOHTPOIIO 3@ NMOKa3HMKOM
"Po34mHHICTL" (HE € 060B'A3KOBMM MOKa3HUKOM, Mae
iHdpopmaTvBHUI XxapakTep); 3miHu | Tuny - 3MiHM 3 AKOCTi.
A®I. KoHTponb A®I. 3miHa y meToaax BunpobysaHHst ADI
abo BuxigHOro mMartepiany/npPoMmiXKHOro NPoAYyKTy/peareHTy,
LLI0 BUKOPUCTOBYETBCA Y NpoLieci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXEHNX MeToAax BUNPODYBaHHS) -
BHECEHHS 3MiH o MeToaiB BUNpobyBaHHs Ans gitoyoi
pPeYoBMHM aumMKIoBip BUpobHuka Mylan Laboratories Limited,
IHAis 30Kpema: BUNyYeHHS MantoHKiB XxpoMaTtorpam 3
po3giny «3anuLIKoBi KiNnbKOCTi OpraHiYHMX PO3YNHHUKIBY Tak
AK Manu iHdopmaTuBHUA xapaktep; 3MiHu | Tuny - 3miHn 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiAMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHOBMEHOro cepTudikara
BigNoBigHOCTI abo BuUMy4eHHs1 cepTudikaTa BignoBiaHOCTI
€sponeiicbkin papmakonei: ans A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchkin
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHMKa - NOAAHHSA OHOBMEHOrO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei Ne
R1-CEP 1998-029 - Rev 09 (3aTBepaxeHo: R1-CEP 1998-
029 - Rev 08) ans Aito4oi pe4oBMHM aLMKIOBIp Bif BXe
3aTBepaxeHoro BupobHuka Mylan Laboratories Limited,
IHgis; 3milm | Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTi €Bponenchbkin
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[TponoBkeHHs 1oaaTKa 2
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n/

Hasea
JliKapcbK020
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3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

capmakonei/MmoHorpadii. 3MiHK, NOB'A3aHi 3 HeObXigHICTIO
npuBeaeHHs y BianoBigHicTb 4o MoHorpadii APY abo
€Bponeickkoi hapmakonei, abo iHLWOoi HauioHanbHoT
capmakonei gepxasu €C (iHwWi 3MiHW) - 3MiHW Yy MeTogax
BMNPOOYBaHHS ANs Ait040T peYoBUHM auMKIOoBIp 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs» (BUNy4YeHo hopMyny
po3paxyHKy)- NpuBegeHo Y BiANOBIAHICTL 4O BUMOT
MoHorpadii Aciclovir EP; 3minu | Tuny - 3miHmn 3 akocTi.
CepTudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€BponeWcokin dhapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BIiANOBIAHICTL 4O MOHOrpadil
[oY abo €sponevickkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxxasu €C (iHLWi 3MiHK) - 3MiHK
y cneundikauii Ta meTogax BUNpoOyBaHHS Ans QitoYoi
PEYOBUHM aLMKIIOBIP 3@ NOKa3HUKOM « CynpoBiaHi 4OMILLKN»
- NnpuBeaeHo Ao Bumor moHorpadii Aciclovir EP. Bunyyeno
NOCUNaHHA Ha KOHKPETHI CTaHAAapPTHI 3pasku, cepTudikatu
Ha C3 npuBegeHi B po3aini 3.2.S.5 CtaHgapTHi 3pasku abo
npenapaTtu peecTpauiinHoro gocke; 3miHu | Tuny -
AaMiHicTpaTVBHI 3MiHU. BunyyeHHsA BUPOBHWYOIT AinbHULI
(BKkntoyaroum ginbHuui gns A®l, npomixkHoro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHWL ANsi NPOBEAEHHS
nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUNYyCK cepiin,
MicLe NpoBedeHHs KOHTPOto cepii) abo noctavanbHUKa
BUXigHOro MaTtepiany, peareHTy abo JOMNOMiXHOI pe4yoBUHU
(AKLLIO 3a3HaYeHO Y AOChE) - BUIYYEHHS BUPOOHMKa Ailo4oi
peyoBuHM auwmknosip Quimica Sintetica, S.A, IcnaHis

18.

AUL®
FAPSAYUNN
HAMW MEQ
JIMMOH

MOpOLLOK AN
oparbHOro Po3ynHy
no 600 mrno 3 r
MOPOLLKY B
nakeTuky; no 6
nakeTukiB y
KapTOHHiI kopobui

CaHpos
dapmacb
loTikana
a.a.

CnoBeHisi

3amboH
Ceituepnang Jita.,
LLisenuapis
(BMpOBHUK in bulk,
TECTyBaHHs,
nakyBaHHs1);
TNinpodapm Mm6X,
Himeuunna
(BMpOGHUK in bulk,
TeCTyBaHHS,
nakyBaHHs1);
Cantotac ®apma
M6X, Himeyunna
(Bunyck cepii)

LLisenuapis/
Himeyumna

BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA nikapcbkuii 3acio. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo JONYCTUMUX MEX NEPBUHHOI YNaKOBKM
roTOBOrO ikapCbKOro 3acoby (BMITyYeHHs1 HE3HAYHOrO
nokasHuka (Hanpwuknag 3acTapinoro nokasHuka)) -
BUITy4YEeHHs1 HE3HaYHOro nokasHuka «Total grammage» i3
cneundikaLii NnepBMHHOIO NakyBaHHS, ONbrM KOMOIHOBaHOT
i3 3 BignoBigHMMK 3miHamu y po3gini 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHu | Tuny - 3miHum 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa y NepBUHHIN
ynakoBLi FOTOBOro Nikapcbkoro 3acoby (skicHWI Ta
KinbKicCHWI cknapg) - TBepai nikapcbki OpMU - BHECEHHS
3MiH go po3aginy 3.2.P.7.Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acib, 3okpemMa: B
cneumdikauii Ha nakyBanbHUA MaTtepian BHECEHO
YTOYHEHHS WoA0 Aiana3oHy TOBLUMHK nanepy, antoMiHieBol
donbru Ta LDPE-nokputTs. 3aTBepaxeHo: Cknag
nepBUHHOrO nakyBaHHs: MNanip: Bara 50+3 r/M2, 6ina rnagka
noBepxHs AntoMiHieBa donbra: ToBLUMHA 9 MKM, YuCTOTa
99% Al, Tun DIN EN 573-3, 12/94, maToBa noBepxHs
npukneeHa o nonietuneHy LDPE-nokputTa: ToBwmHa 50.0
MKM 3anponoHoBaHo: Cknag nepBMHHOIO nakyBaHHs: Manip:

6e3
peuyenma

UA/6568/02/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
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3acoby

®Popma sunycky
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ynakoeka)

3asieHuK
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3asi8HUKa
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Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Bara 50+2.5 r/m2, 6ina rnagka noeepxHsi AntomiHiea
conbra: ToBwmHa 9+1 Mkm, ynctota 99% Al, Tun DIN EN
573-3, 12/94, maToBa NOBEPXHsI NPUKNEEHa 40 NosnieTuneHy
LDPE-nokputTs: ToBLWMHA 50.0 £4 MKM
3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkui 3aci6.
KoHTpOsb AOMNOMIDKHMX PEYOBUH (iHLUI 3MiHW) - OHOBIEHHSI
cneumgikauii gonomixHoi peyoBmHu Honey flavour. Y
pe3ynbTaTi 3asBneHoi npoueaypu 3miHn 6yae BHECEHO [0
po3ainy peectpadiiHoro gocke 3.2.P.4.KoHTpornb
[OMOMIDKHUX pevyoBUH. AKICTb | Cknag apomartusaropa
3anuwalTbCA HE3MIHHUMUK. 3MiHK | TUny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuii 3aci6. KOHTPonb OMNOMIKHUX PEYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo 4ONyCTUMUX MEX
Ons AONOMDKHOT peyoBMHM (JOMOBHEHHS cneundikauii
HOBWM MOKa3HUKOM 3 BifMnoBiAHNMM MeTOAO0M BUNPOOyBaHHS)
- BHECEHHSA B cneumdikaLito 4ONOMIXXHOT peqoBuHM Lemon
flavour HoBoro napametpa «Volatile oil» 3 HopmyBaHHsAM 6,5-
8,5%, i3 BignosigH1Mu amiHamu B n.3.2.P.4. KoHTponb
OOMNOMiXKHUX PEYOBUH

19.

AULU®
rAPSAYNIA
HAMW MEQ
JIMMOH

NMOPOLLIOK ANA
oparnbHOro Po3ynHy
no 200 mrno 3 r
NMOpOLLKY B
nakeTumky; no 20
nakeTukiB y
KapTOHHIN kopobLyi

CaHnpos
dapmach
loTikana
a.n.

CrnioBeHis

3amboH
CeiTuepnang Jlta.,
LLisenuapis
(BMpoBHUK in bulk,
TeCTyBaHHS,
nakyBaHHs1);
Tinpodapm Mm6X,
HimeuunHa
(BpoBHUK in bulk,
TECTyBaHHs,
nakyBaHHs1);
Cantotac ®apma
'M6X, HimeyunHa
(Bunyck cepii)

LLiBeviuapis/
Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny -
3MiHn 3 sikocTi. FoToBMIA Nikapcbkuii 3acit. Cuctema
KOHTeWHep/3akynoptoBanbHuin 3acio. 3miHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKoBKN
roTOBOrO fiKapCbKOro 3acoby (BWIy4YeHHst HE3Ha4YHOro
nokasHuka (Hanpwukrag 3acTapinoro nokasHuka)) -
BUITYYEHHS HE3HaYHOro nokasHuka «Total grammage» i3
cneumdikauii nepBMHHOrO NakyBaHHs, (onbru kombiHoBaHOI
i3 3 BignoBigHWMK 3miHamu y po3gini 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHUin 3aci6. 3miHu | Tuny - 3miHn 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBarnbHuUiA 3acit. 3MiHa y NepBUHHIN
ynakoBL{i FOTOBOro NikapCbKoro 3acoby (AKiCHWNM Ta
KinbKicHW cknag) - TBepAai nikapcbki OpMU - BHECEHHS
3MiH go posainy 3.2.P.7.Cuctema
KOHTeNHep/3akynoproBanbHuii 3acib, 3okpema: B
crneundikauii Ha nakyBanbHWUM MaTepian BHECEHO
YTOYHEHHS WoA0 AianasoHy TOBLUMHK nanepy, antoMiHieBol
donbru Ta LDPE-nokputTs. 3aTBepaxeHo: Cknag
nepBUHHOrO NakyBaHHs: Manip: Bara 5013 r/M2, 6ina rnagka
noBepxHs AntoMiHieBa donbra: ToBLUMHA 9 MKM, YACTOTa
99% Al, Tun DIN EN 573-3, 12/94, maToBa NoBepXHsi
npuvkneeHa go nonietuneHy LDPE-nokputTa: ToBwwmHa 50.0
Mkm 3anponoHoBaHo: Cknag nepBMHHOIO nNakysaHHs: Manip:
Bara 50+2.5 r/m2, 6ina rmagka nosepxHsi AntomiHieBa
donbra: ToBwuHa 9+1 mkm, ynctota 99% Al, Tun DIN EN
573-3, 12/94, maToBa NOBEPXHS NPUKIEeEHa A0 NonieTUneHy
LDPE-nokputTa: ToBWwMHa 50.0 4 MKM
3miHu | TMny - 3MiHKM 3 sikocTi. FoToBUIA Nikapchkuii 3acib.
KoHTponb AONOMIDKHUX PEYOBWH (iHLUi 3MiHW) - OHOBIEHHS
cneundikauii gonomixHoi peyoBuHu Honey flavour. Y
pe3ynbTaTi 3asiBMeHol npoueaypv 3miHv 6yae BHECEHO A0

6e3
peuenma

UA/6568/02/02




12

[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
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po3ainy peectpadiiHoro gocke 3.2.P.4.KoHTpornb
AOMNOMIKHMX pevoBUH. AKICTb | Cknag apomaTtuaaTopa
3anuLaloTbCsl He3MiHHUMUK. 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
["oToBMI Nikapcbknii 3acib. KOHTPonb JOMNOMIKHUX PEYOBUH.
3MmiHa napameTpiB cneumdikauivi Ta/abo 4ONyCTUMUX MEX
ONs AONOMIKHOT peyoBMHM (JOMOBHEHHS cneundikauii
HOBWM MOKa3HUKOM 3 BiAMnoBiAHNM METOAO0M BUNPOGyBaHHS)
- BHECEHHS B crneumdikaLito AONOMDKHOI peqoBuHN Lemon
flavour HoBoro napameTpa «Volatile oil» 3 HopmyBaHHsIM 6,5-
8,5%, i3 BignosigHMMu 3amiHamu B n.3.2.P.4. KoHTponb
AOMOMIXKHUX PEYOBUH

20.

BETNIBEH®

kpem 0,05 % no 25 r
y Ty6i; no 1 1y6i B
KapTOHHIN kopobLi

Anpan-
["aneHcbkn
"
JTabopaTto
piv 4.a.

Xopsaris

Anpan-ManeHcbkmn
TlabopaTopiii 4.4.

Xopsaris

BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo JONyCTUMNX MEX,
BCTaHOBIEHMX Yy cneuundikauisx, nig Yyac BupobHmMuTBa
roTOBOrO fikapcbKoro 3acoby (dogaBaHHsS HOBOroO MeToay
BUNPOOYBaHHA Ta AONYCTUMUX MEX) — BBEAEHHSI HOBOTO
napameTpa KoHTponto «Onucy po3unHy 6eTameTasoHy
aunponioHaTy Ta NpOonineHrnikonto B npoueci BUpobHuuTBa
nikapcbkoro 3acoby (IPC I). 3miHn | Tuny - 3MiHK 3 SKOCTi.
["oToBMI nikapcbkuii 3aci6. 3miHM y BUPOBHMUTBI. 3MiHa
po3Mmipy cepii (BkMo4aroumn gianasoH po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbweHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEpPOKEHUM po3MipoM) — 36inbLUeHHs po3mipy cepii 3 200
0o 600 kr

3a
peuerimom

UA/14119/01/01

21.

BETJIIBEH®

kpem 0,05 % no 25 r
y Ty6i; no 1 Ty6i B
KapTOHHIN kopobLyi

Appan-
["aneHcbkn
"
JTabopaTto
pin a.a.

Xopgaris

ApnpaH-FaneHcbkuii
Tlabopatopin 4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTpornb
roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (3BY>XEHHS OMYCTUMUX MEX)

— 3BY)XEHHSA MexX y cneuudikauii 113 Ha Bunyck 3a
nokasHukom «CynpoBifHi AOMILLIKWY; KpUTEpIl NPUAHATHOCTI
BCTaHOBIeHi y cneundikauii Ha TepMiH NpuaaTHOCTI
3anuweHi 6e3 3amiH. 3miHu | TMny - 3miHun 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(mONOMIDXHMX peYOoBMHAX) FOTOBOrO NiKapCbKoro 3acoby (iHLWi
3MiHW) — 3MiHa y cknagi JONOMiIXKXHMX PEYOBUH NiKapCbKOro
3acoby: 3miHa KoHueHTpauii emynbratopie (Makporon
ueTtocTeapuHoBuii edip (Brij CS12-SS-(RB)®) Ta
LMTOCpEeapunoBuii CnnpT), ANS NiATBEPAKEHHS!
3aTBEPYKEHOI B’A3KOCTI Ta nepexif Ha AOMOMiXKHI pe4OBUHM
apmaLeBTUYHOI SIKOCTi; 3MiHa KoHUEeHTpauii
aHTUMIKPOBHUX KOHCEpBaHTIB Ans 3abe3neveHHs
MikpobionorivyHoi unctoTn J13; BignosigHo 4o 3miHM cknagy
BiAOYynocsi KOpPeKTyBaHHS KinbkocTi BOAW. 3MiHW BHECEHi 0
IHCTPYKUIii ANa MeAMYHOro 3aCTOCYBaHHS NikapCbKOro
3acoby y po3agin "Cknag", sk Hacnigok y po3ain
"OcobnusocTi 3actocyBaHHs". 3MiHu | TMny - 3miHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHLWi 3miHu) —
BHECEHHS 3MiH [0 p. «MapkyBaHHSA» 3aTBepXeHO:
CooTBeTCTBYET NPeAoCTaBNEHHOW MApPKMPOBKE YNakoBKM

3a
peuerimom

UA/14119/01/01
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3anponoHoBaHo: MapKyBaHHS (3rigHO 3aTBEPAXEHOro
TEKCTY MapKyBaHHs1) OHOBIEHHSI TEKCTY MapKyBaHHS
YNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM iHchopMmalLlii
LLOA0 3a3HaYeHHS OAUHNLE BUMIPIOBAHHSA Y cuctemi Sl.
3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkui 3aci6.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOIro
nikapcbkoro 3acoby (BWUNy4YeHHs HE3HaYHOro MoKa3HMKa
(Hanpuknag 3acTapinoro nokasHvka, Takoro sik 3aanax Ta
cmak, abo igeHTudikadis 6apBHUKIB UM CMaKoBUX 406GABOK))
— BUNyYeHHs 3i cneumdikauii N3 nokasHvka «maca
COOEPXKMMOTO YMaKOBKM», OCKINbKWA AaHWUIA NMOKa3HWK
KOHTPOMETLCA M Yac BUPoOHMLTBA. 3MiHK | TUny - 3MiHK
3 AkocTi. FoToBUIA nikapcbknii 3aci6. KoHTponb rotosoro
nikapcbkoro 3acoby (iHLi 3MiHu)

— 3aTBePPKEHHS MEeTO/IB KOHTPOIIO MikapCbKoro 3acoby
YKpaiHCbKOKO MOBOIO (40AATKOBO MPMBEAEHO Ha3BY
[OMOMDKHOT peqoBMHM 0o BuMor EP (BaseniH 6inuii Ha
napaciH Ginun m’sikuin). 3miHn | TMNy - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkui 3aci6. KoHTpornb roToBOro nikapcbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (iHwi 3aMiHM y MmeTogax BunpobyBaHb
(Bkrtovatoumn 3amiHy abo AOMOBHEHHS)) — 3aTBEPOKEHHSA
HoBoro Metoay BEPX ans igeHTudikauii Ta kinbkicHoro
BM3HAYeHHs1 beTaMeTasoHy Ta KOHCEpPBaHTIB, L0
06ymoBneHo 36inbLUeHHAM BMICTY KOHCEPBaHTIB y Cknagi
N3. 3minHun | Tuny - 3miHn 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponk rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNPOOYBaHHSA rOTOBOTO NiKApCbKOro 3acoby (iHLWi 3MiHN y
MeTofax BMNpobyBaHb (BKoYakoum 3amiHy abo
[OMNOBHEHHS)) — BBEAEHHSI HOBOTO MeToAy BUMPODYyBaHHS
BEPX ans BusHa4eHHs cynpoBigHWUX AOMILLIOK. 3MiHuM | Tuny -
3MiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. Onvc Ta cknag.
3MiHa y cknagi (4onoMiXXHUX pevyoBUHaX) FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHK) — 3mMiHa BUPOOHWMKiB
ponomixHux pevouH: CRODA B aKkocTi BUpobHuka
Makporon uetocteapuHouii ecip (Brij CS12-SS-(RB)® Ta
Brij CS25-SS-(RB)® (3atBepmxeHo: BASF), obymoBneHo
TUM, LLO 3aTBEPAKEHNUIN BUPOOHMK HE MOXEe NOCTaBnATH
CYPOBUHY (hapmaLeBTUYHOI sikocTi; BASF s sikocTi
BMpOGHVKa LleTocTeapunosuin cnvpT (3aTBepmKeHo:
Cognic)

22.

BET®EP 1A
nntoc

NopOoLLOK Ans
PO34MHY AnIs iH'eKLin
no 6000000 MO (30
MKr) 1 donakoHy 3
NOPOLLIKOM Y
KoMnnekTi 3 1
amnynoto 3
PO34YMHHUKOM MO 1
mn (Boga Ans

TOB "®3
"BIOPAP
MA"

YkpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHnx maTtepianis: 3miHu Il Tuny
- 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. 3miHn y
BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLITBA rOTOBOIO
nikapcbkoro 3acoby, BKMOYayM NPOMIXKHUIA NPOAYKT, LLO
3aCTOCOBYETLCS NMPU BUPOBGHULITBI FOTOBOIO NiKapCbKOro
3acoby (nikapcbkuii 3acib € nikapcbkum 3acobom
GionoriyHoro/iMyHOMNOr4YHOro NOXoAXeHHs Ta 3MiHa BUMarae
npoBeAeHHS NOPIBHANBHUX AOCHIAKEHb)
3miHa BHOCUTLCS Y 3B’S13Ky 3 HEOBXiAHICTIO NpUBEAEHHS

3a
peuenmom

UA/15462/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iH'ekUin cTepunbHa) peecTpaLinHOro 40ChEe Y BiAMOBIAHICTb A0 BHYTPILLHLOT
y 6nicTepi; no 1 OOKyMeHTauji nignpuemcTBa, a came: 3MiHa CTepuni3y4oro
Gnictepy y nayui 3 inbTPyY Ha cTagii ctepunisytoya dinbTpadis
KapTOHY; 4 donakoHn 3anponoHOBaHO BUKOPUCTOBYBATU CTEPUNbHUI iNbTp
3 MOPOLLIKOM Y «MDlI» AseptiCar KS5” (DKS55301EEXX201), pentuHr
KOMMAEKTi 3 4 3aTpmMaHHsa 0,2 MKM 3aMmicTb cTepunbHoro cinsTpy Domnic
amMmnynamm 3 Hunter Propor HC 2” (ZEHCB-620TT-PN3) perTuHr
PO34MHHUKOM MO 1 3aTtpumManHs 0,2 mkm. Pinbtp «MDI» AseptiCar KS5”
mn (Boga 4ns (DKS55301EEXX201) pekomeHaoBaHW ons QinbTpyBaHHs
iH'eKUin cTepunbHa) PO34MHIB BiOTEXHOMOrIYHOT NPOAYKLi, OCKINbKM
y bnictepi; no 1 XapaKkTepu3yeTbCst HU3bKUM PiBHEM 3B’A3yBaHHSA NPOTEIHIB.
Gnictepy y naydi 3
KapTOHY
23. | BI- Tabnetku; no 30 ne DdpaHuis AH®APM Monbwa/ BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/8748/01/04
NMPECTAPIYM | TabneToky JIABOPAT MignpuemcTtBo DdpaHuis/ 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy. peuenmom
®10 MI/10 KOHTEnHepi ons YAP dapmaueBTuyHe AT, Ipnangis 3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi
Mr Tabnetok; no 1 CEPB'€ MonbLa; MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha

KOHTENHEpPY B
KopobLi 3 KapTOHY

ITabopaTopii Cepe'e
IHgacTpi, paHuis;
Ceps'e (Ipnangis)

IngacTpic Jlta,
Ipnangia

nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby B micnsapeecTpauiiini
nepiog, abo sik pesynbTaT OLiHKM 3BiTY 3 AOCNiAKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnimkeHb (PIP) (3MiHy y3romxeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHU BHEeCEHO A0 IHCTPYKLUii AN MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby aAns Ao3ysaHHs Smr/5mr ta 10mr/10mr
o po3giny "Mo6iyHi peakuii” BignoBigHO 4O OHOBMEHOI
iHcpopMmalii 3 6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn 3acToCyBaHHS NiKapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbTaT OLiHKK 3BITy
3 JocrifxeHb, NpoBeAeHuX BiAnoBiaHO A0 NnaHy
nepiaTpuyHux gocnigpkerns (PIP) (iHwi 3MiHn) 3miHn BHeceHO
[0 IHCTPYKUIi ANns MeaMYHOro 3acTOCYBaHHS MikapCbKOro
3acoby anst fo3yBaHHs Smr/5mr ta 10mr/10Mr go po3ginis
"MpoTunokasaHHs", "B3aemogia 3 iHLIMMK NiKapCbKuMmn
3acobamu Ta iHWi Buam B3aemopain" Ta "OcobnusocTi
3acTocyBaHHA" Bi4NoOBIgHO 4O OHOBMEHOI iHdopMmalLii 3
©e3nekn 3acTocyBaHHs fikapcbkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicsLiB Nicns 3aTBepoKeHHSA. 3MiHu | Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT AN MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3aCTOCYBaHHsI NiKapcbKoro 3acoby B nicnsipeecTpauiiHni
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nepiog, abo sik pesynbTaT OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBeAEeHMX BigNoBIigHO 40 NNaHy negiatpuyHux
pocnigpkeHb (PIP) (3MiHy y3rog)keHo 3 KOMMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLUIii AN MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby ans godysaHHa Smr/5mr ta 10mr/10mr
0o posginy "Mepeno3yBaHHsA" BIANOBIAHO 4O OHOBMEHOT
iHpopMmalii 3 6e3nekn 3acTocyBaHHS MikapCbKoro 3acoby.
BBegeHHs 3MiH NpoTsArom 6-Tv MicAUiB Nicnsi 3aTBEPAXKEHHS.
24. | BI- Tabnetku; no 30 e PdpaHuis AH®APM Monbwa/ BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/8748/01/03
NMPECTAPIYM | TabneToky JIABOPAT MignpuemcTtBo DdpaHuis/ 3MmiHn wopao 6e3neku/edeKTUBHOCTI Ta dhapmakoHarnagy. peuernmom
®10 MI/5 MIC | koHTelHepi ons YAP dapmaueBTuyHe AT, Ipnangis 3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi
Tabnetok; no 1 CEPB'E€ MonbLa; MapKyBaHHS Ta IHCTPYKLUiT ANA MeANYHOro 3acTOCyBaHHS Ha

KOHTEeWHepy B
KopoOLji 3 KapTOHY

JTabopaTopii Ceps'e
IHgacTpi, paHuis;
Cepg'e (IpnaHgis)

InpacTpic JTa,
Ipnangia

nigcTasi perynspHO OHOBIIOBaHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiHuii
nepioa, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIOXEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnigkeHb (PIP) (3MiHy y3rog)keHo 3 KOMNEeTEHTHUM
YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO [0 iHCTPYKUii Anst MeanyYHOro 3acTocyBaHHs
nikapcbkoro 3acoby ans gosysaHHs 10mMr/5Mr go posginie
"MobivHi peakuii" BiANOBIAHO A0 OHOBMEHOI iHdOpMaLlii 3
6e3nekn 3acTocyBaHHs fikapcbkoro 3acoby. BeeeHHs 3miH
npoTarom 6-Tu micsiyiB nicnsi 3aTBepaXkeHHs. 3MiHu | Tuny -
3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MmiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHSI NikapcbKoro 3acoby B nicnsipeecTpauinHui
nepioz, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIAXKEHD,
npoBeAeHuX BignoBigHO A0 NnaHy negiaTpuyHnx
pocnigkeHb (PIP) (iHwi 3mMiHKM) 3MiHK BHeceHo Ao iHCTpyKLUii
0N MeQUYHOro 3acToCyBaHHS NikapcbKoro 3acoby ans
nosyBaHHsa 10Mr/5mr go po3ainie "MpoTunokasaHHs",
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta iHLWi BUan
B3aemopin" Ta "OcobnuBoCTi 3acToCyBaHHs" BigNoOBIAHO A0
OHOBMEHOT iHhopMaLlii 3 6e3nekun 3acTocyBaHHs NikapCbKoro
3acoby. BeefeHHsi 3amMiH npoTsirom 6-T1 MicsLiB nicns
3aTBepAKEHHS. 3MiHu | TNy - 3miHM Wwoao
6e3nekn/eekTMBHOCTI Ta hapmakoHarnsay. 3miHa y
KOPOTKili XapaKTepuCTuULi NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynsipHO OHOBIMOBaHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnspeecTpauiiHni
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCTIAXEHD,
npoBeAeHNX BignoBigHO A0 NnaHy negiatpuyHnx
pocnigkeHb (PIP) (3MiHy y3rogKeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHWUM opraHom) 3MiHM BHECEHO A0 iHCTPYKUii Ansi




16 [TponoBkeHHs qoaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeJMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ans
Ao3yBaHHa 10mr/5mr go posginy "lMepenosyBaHHA"
BiZNOBIgHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
3acToCcyBaHHSA Nikapcbkoro 3acoby. BeeaeHHs amiH
nNpoTSArom 6-Tm MicsAUIB NicNs 3aTBEPAXKEHHS.
25. | BI- Tabnetku; no 30 e PdpaHuis AH®APM Monbwa/ BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/8748/01/02
MPECTAPIYM | Tabnetoky JIABOPAT MignpremcTso PpaHuis/ 3MiHn wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. peuernmom
® 5 MI/10 MI' | koHTenHepi Ans YAP dapmauesTnyHe AT, IpnaHais 3MiHa y KOpOTKil XapaKTepuCTuLi nikapCcbKoro 3acoby, TeKkcTi
Tabnetok; no 1 CEPB'E€ Monba; MapKyBaHHS Ta iHCTPYKLUIT ANs MeaM4YHOro 3acTocyBaHHS Ha

KOHTENHepyY B
KopobLi 3 KapTOHY

JTabopaTopii Cepe'e
IHaacTpi, PpaHuis;
Cepg'e (IpnaHgis)

IngacTpic Jlta,
Ipnangis

nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiHnii
nepiog, abo sik pesynbTaT OLiHKM 3BiTY 3 AOCNiAKEHb,
npoBeaeHVX BiANOBIAHO A0 MaHy nediaTpuyHnx
pocnigxeHb (PIP) (iHwi 3MiHK) 3MiHM BHECEHO A0 iHCTPYKLIT
Ansi MEQUYHOTO 3acTOCYBaHHS nikapcbkoro 3acoby ans
no3yBaHHs 5Mr/10mr go posainis "lMpoTunokasaHHs",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemopin" Ta "OcobnmBocCTi 3acTocyBaHHS" BiANOBIAHO 40
OHOBMEHOI iHdopMaLlii 3 6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby. BeeaeHHst 3MiH npoTaroM 6-tu micsauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHM Woao
6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy. 3miHa y
KOPOTKili XapaKTepuCTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT AN MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsapHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHsI NikapcbKoro 3acoby B nicnsipeecTpauiiHuni
nepioz, abo sk pesynbTaT OLiHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHuX BignoBigHO A0 NnaHy negiaTpuyHnx
pocrnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO A0 iHCTPYKLUii ANns
MeAMYHOro 3aCTOCYBaHHs! NikapCbKoro 3acoby Ans
po3yBaHHs 5mr/10mr go po3ginie "MobiyHi peakuii
BiZNOBIOHO 10 OHOBMEHOI iHdhopMmaLlii 3 6e3neku
3acTocyBaHHs nikapcbkoro 3acoby. BeegeHHst 3aMiH
npoTarom 6-Tu micsiyiB nicnsi 3aTBepakeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MEAUYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B nicnsipeecTpauiiHni
nepioz, abo sik pesynbTaT OLiHKM 3BITY 3 AOCNIAKEHD,
npoBeAeHuX BignoBigHO 40 NnaHy negiatpuyHux
pocnimkeHb (PIP) (3MiHY y3rofxeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHMM opraHoM) 3MiHM BHECEHO [0 iHCTPYKUii Ans
MEeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby Ans
po3yBaHHs 5mr/10Mr go po3giny "Mepeno3syBaHHs"
BiZNOBIOHO 1O OHOBMEHOI iHhopMaLlii 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby. BBegeHHsi 3MiH
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

NpoTSArom 6-T MicsLiB Nicnsi 3aTBEPAYKEHHS

26.

BI-
NPECTAPIYM
® 5 MI/5 Mr

Tabnetku; no 30
Tabnetok y
KOHTeWHepi ans
Tabnetok; no 1
KOHTENHepyY B
KopobLi 3 KapTOHY

ne
JIABOPAT
YAP
CEPB'E€

DdpaHuis

AHOAPM
Mignpuemcteo
dapmaueBTuyHe AT,
MonbLa;
JTabopaTopii Cepe'e
IHaacTpi, ®paHuis;
Ceps'e (IpnaHgis)
IHgacTpic Jita,
Ipnangis

MNonbwa/
PdpaHuis/
Ipnangis

BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHm | Tuny -
3MiHM Wwoao 6e3nekun/edeKkTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKil XapaKTepuCTuLi nikapcbKoro 3acoby, TeKkcTi
MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCcTOCyBaHHS fnikapcbKkoro 3acoby B nicnsipeecTpauinHuni
nepiog, abo sik pesynbTaT OLiHKM 3BITY 3 AOCNIAKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnimkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHM BHECEHO [0 iHCTPYKUii Anst MeAUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ans go3dysaHHs Smr/5mr ta 10mr/10mr
0o posginy "Mo6iyHi peakuii" BianosiaHO 40 OHOBMNEHOT
iHdbopMmalii 3 6e3nekn 3acTocyBaHHS NiKapcbKoro 3acooby.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUiB NiCNs 3aTBEPAXEHHS.
3MmiHu | Tuny - 3MiHn Wwopo 6eanekn/edpekTMBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn 3aCToCyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiod, abo sik pesynbTaT OLiHKK 3BITy
3 JocrifxeHb, NpoBeAeHUX BiAnoBiAHO A0 NnaHy
nepiaTpuyHux gocnigpkers (PIP) (iHwi 3miHM) 3MiHn BHeceHo
00 IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS MikapCbKOro
3acoby anst Ao3yBaHHs Smr/5mr ta 10mr/10Mr go po3ainis
"MpoTunnokasaHHs", "B3aemopis 3 iHLWMMK nikapCbKuMm
3acobamu Ta iHwWi Buam B3aemopnin" Ta "OcobnusocTi
3acTocyBaHHA" BiANoOBigHO 4O OHOBMEHOI iHpopmallii 3
©e3nekn 3acTocyBaHHS Mikapcbkoro 3acoby. BeegeHHs 3MiH
npoTarom 6-Tu micsiyiB nicnsi 3aTBepaXKeHHs. 3MiHu | Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B nicnsipeecTpauiiHni
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 4OCTIAXEHD,
NpoBeAEHNX BigMNoBIigHO 4O NnaHy negiatpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHoMm)
3MiHM BHECEHO [0 iHCTPYKLUiT ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ans fo3ysaHHs S5mr/5mr ta 10mr/10Mr
o posginy "lMNepego3yBaHHsA" BIANOBIAHO 4O OHOBMEHO|
iHdbopMmaLii 3 6e3nekn 3acTocyBaHHS NiKapCbKoro 3acooby.
BBegeHHs 3MiH NpoTsirom 6-Tu MicAUiB Nicnsi 3aTBEPAXKEHHS.

3a
peuerimom

UA/8748/01/01

27.

BICENTON®

Tabnetkn no 100
mr/20 mr no 20
TabneTtok y 6nictepi;

AT

"Apaven
Papma”

MNonblia

AT "Apawvep
dapma”

MonbLla

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
Bi4NOBIgHOCTI €Bponenchkin dapmakonei/moHorpadii.

3a
peuenmom

UA/3027/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 1 Gnictepy B MogaHHA HoBoro abo oHoBneHoro cepTudikara
KapTOHHi kopobuyi, BianoBigHocTi abo BMNyYeHHs cepTudikaTa BiaNoBIgHOCTI
no 1000 TabneTok y €Bponenickkin hapmakonei: gns A®l; anst BUXigHoro
MeTaneBomMy maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
KOHTEeWHepi BMKOPWUCTOBYIOTBCS Y BUPOOHMLTBI A®I; Ans 4ONOMiIXKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIn
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOBMEHOIO
cepTudikaTa BignoBigHoCTi €Bponeinchkin dapmakonei Ne
R1-CEP-1999-172-Rev 02 (3aTBepmxeHo: R1-CEP-1999-
172-Rev 01) ana A®I cynbdameTokcasony Bif paHille
3aTBepakeHoro BupobHuka VIRCHOW LABORATORIES
LIMITED, India.
28. | BICENTON® Tabnetkn no 400 AT Monbwa AT "Apamen Monbwa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/3027/01/02
mr/80 mr; no 20 "Apaven dapma" 3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
TabneTtok y 6Gnictepi; dapma” BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
no 1 6nictepy B MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa
KapTOHHi KOpoOLyi; BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
no 14 tabnetok y €Bponeickkin hapmakonei: gns APl; ans BuxigHoro
6nictepi, no 1 matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Gnictepy B BUKOPMCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
KapTOHHi KOpoOLyi; pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
no 1000 Tabnetok y dapmakonei) - OHoBReHW cepTudikaT Bif yxe
MeTaneBomMy 3aTBEPKEHOr0 BUPOOHUKA - MOAaHHSA OHOBIEHOMO
KOHTeWHepi cepTudikaTa BignosigHoCTi €Bponeiickki hapmakonei Ne
R1-CEP-1999-172-Rev 02 (3atBepmxeHo: R1-CEP-1999-
172-Rev 01) ans A®| cynbdameTokcasony Bif paHille
3aTBepaxeHoro BupobHuka VIRCHOW LABORATORIES
LIMITED, India.
29. | BICENTON® Tabnetkun no 100 AT Monbwa AT "Apamven Monbla BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - - UA/3028/01/01
mr/20 mr in bulk: no "Apnamven Papma” 3MiHn 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
5 kr TabneTok y Papma” BiAMNOBIAHOCTI €Bponencoki dhapmakonei/moHorpadii.
nonieTuneHoBoMy MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
MiLLKY, BMiLLLlEeHOMY Y BignNoBigHOCTI abo BuUny4eHHs cepTudikata BignoBigHOCTI
nonieTuneHoBun €Bponenickkin dapmakonei: ana A®l; anst BuxigHoro
KOHTeNHep matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOrO BUPOOHUKA - MOAaHHS OHOBEHOrO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP-1999-172-Rev 02 (3aTBepmxeHo: R1-CEP-1999-
172-Rev 01) ana A®I cynbdameTokcasony Big paHille
3aTBepakeHoro BupobHuka VIRCHOW LABORATORIES
LIMITED, India.
30. | BICENTON® Tabnetkn no 400 AT Monbwa AT "Apamepn Monblwa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - - UA/3028/01/02
mr/80 wmr; in bulk: no "Apnamven dapma” 3MiHn 3 gkocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
5 kr TabneTtok y dapma” BiANOBIAHOCTI E€Bponenchkii papmakonei/MmoHorpadii.

nonieTuneHoBoMy
MiLLKY, BMiLLlEHOMY Y
nonieTMneHosunm

MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BiZNOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponewcbkin dapmakonei: ans A®l; ans BuxigHoro
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

KOHTENHEpP

maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BpoNeEChKi
dapmakonei) - OHOBNEHUI cepTudikart Big yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOBMEHOTO
cepTugikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
R1-CEP-1999-172-Rev 02 (3aTBepaxeHo: R1-CEP-1999-
172-Rev 01) ana A®I cynbdameTokcasony Big paHille
3aTBepakeHoro BMpobHuka VIRCHOW LABORATORIES
LIMITED, India.

31.

BICOMPON®

Tabnetkn no 2,5 wr,
no 10 TabneTtok y
6nictepi; no 2, 3 abo
5 6nicTepis y nayui

AT
"®dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny -
3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BigNoBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans onoMiKHOT
pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBneHW cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTugikaTa BignoBigHoCTi €Bponeinchkin dapmakonei Ne
R1-CEP 2009-044 - Rev 01 ans A®I 6iconponony
ymaparTy Big BXe 3aTBepmKeHoro BupobHuka MOEHS
CATALANA S.L., IcnaHist; 3miHu | Tny - 3miHK 3 sikocTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponevicbkinn dapmakonei/MmoHorpadii. NMogaHHA HoBOro
abo oHoBneHoro ceptudikaTta BiaNoBigHOCTIi abo BUNYyYEHHSI
cepTtudbikaTta BignoBigHOCTI €Bponenchbkin hapmakonei: Ans
AQI; onsa BuxigHoro Matepiany/peareHTy/nPOMiXXHOTO
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Y BUpoOHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXXe 3aTBepAXeHoro BUpobHUKa - NoAaHHsi OHOBMEHOro
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 2009-044 - Rev 00 (3aTBepaxeHo: RO-CEP 2009-
044 - Rev 02) ans A®I 6iconponony dymapary Big Bxe
3aTBepaxeHoro BupobHnka MOEHS CATALANA S.L.,
IcnaHis; 3miHu | Tuny - 3miHn 3 akocTi. A®l. KoHTponb AdI
(iHLWi 3MiHK) - 3MiHK 3a Noka3HukoM «MikpobionoriyHa
4YuCTOTa», @ came: MOBHUIN OMNUC NMPOBEAEHHS METOAUKU
BUIYYEHO i3 po3giny «AHaniTu4Hi metogukny. Kputepii
NPUAHATHOCTI Ta BUMOrU 3anuwieHo 6e3 3miH, HopmMaTuBHe
NOCWMNaHHsi JOMOBHEHO NocunaHHAM Ha OdY* (*- pitove
BUAAHHS)

3a
peuerimom

UA/3214/01/03

32.

BICONPON®

Tabnetku no 5 wmr,
no 10 Tabnetok y
GnicTepi; no 2, 3 abo
5 GnicTepis y navui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3MiHn 3 gkocTi. CepTudikaT BignosiaHocTi/l' E-cepTudikar
BiANOBiAHOCTI E€Bponenchkii hpapmakonei/MmoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikarta BianoBigHOCTI
€Bponewcbkin dapmakonei: ans A®l; ans BuxigHoro

3a
peuenmom

UA/3214/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHoBNeHMN cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS OHOBMEHOTO
cepTugikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
R1-CEP 2009-044 - Rev 01 ans A®l 6iconponony
chymaparty Bif Bxe 3aTBepaKeHoro BupobHnka MOEHS
CATALANA S.L., Icnanisi; 3MiHu | TNy - 3MiHK 3 SIKOCTi.
CepTudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponevicbkin bapmakonei/moHorpadii. NMogaHHA HoBoro
abo OHOBMEHoro cepTudikarta BiaANoOBIAHOCTI 200 BUITyYEHHSI
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei: ons
A®I; onsa BuxigHoro matepiany/peareHTy/MPOMiIKHOIO
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUpOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkin hapmakonei) - OHoBNeHWn cepTudikaT Bif
yXe 3aTBepaKeHoro BUPoGHMKa - MoAaHHsS OHOBMEHOro
cepTugikaTa BignoBigHoCTi €Bponeichkin dapmakonei Ne
R1-CEP 2009-044 - Rev 00 (3atBepaxeHo: RO-CEP 2009-
044 - Rev 02) ans A®I Giconpornony dymapary Big BXxe
3aTBepaxeHoro BupobHnka MOEHS CATALANA S.L.,
Icnanis; 3miHn | Tuny - 3miHn 3 akocTi. A®I. KoHTponb AdI
(iHLWi 3MiHK) - 3MiHK 3a Noka3HukoM «MikpobionoriyHa
4YucTOTa», a came: NMOBHUIN OMNUC NPOBEAEHHSI METOAMUKM
BUITYYEHO i3 po3ainy «AHaniTnyHi metoamkuy. Kputepii
NPUAHSATHOCTI Ta BUMOTY 3anuiieHo 6e3 3miH, HopmaTuBHe
NOCUINaHHsA A0MOBHEHO NocunaHHaM Ha JdY* (*- gitove
BVAAHHS)

33.

BICONPON®

Tabnetkv no 10 wr,
no 10 Tabnetok y
6nictepi; no 2, 3 abo
5 GnicTepis y nayui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencekin dapmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOro cepTudikaTa
BignoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENCHKI
apmakonei) - OHoBREeHUI cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS OHOBMEHOrO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 2009-044 - Rev 01 gnsi A®I 6iconponony
ymaparTy Big BXe 3aTBepmKeHoro BupobHuka MOEHS
CATALANA S.L., Icnanisi; 3MiHu | Tuny - 3miHK 3 sKOCTi.
Ceptudpikat BignosigHocTi/[E-cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei/MmoHorpadii. MogaHHs HoBoro
abo OHOBMEHOro cepTudikarta BiaANoOBIAHOCTI 200 BUITyYEHHSI
cepTudcpikaTa BignosigHocTi €Bponeiickkini hapmakonei: ons
AQIl; onsa BuxigHoro Matepiany/peareHTy/NPOMiXXHOTO
NpoaykKTy, L0 BUKOPUCTOBYHOTLCS Yy BUpOOHMLTBI ADI; Ans
[OOMOMDKHOI pe4oBUHM (cepTudikaT BignoBigHOCTI

3a
peuerimom

UA/3214/01/02




21 [TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
€Bponecbkin dapmakonei) - OHOBNEHU cepTudikaTt Big
yXXe 3aTBepaAXXeHoro BUpobHUKa - NoAaHHsi OHOBNEHOrO
cepTugikaTa BignoBigHoCTI €Bponewchkin dapmakonei Ne
R1-CEP 2009-044 - Rev 00 (3atBepaxeHo: RO-CEP 2009-
044 - Rev 02) ans A®I Giconponony dymapary Bif Bxe
3aTBepaxeHoro BupobHnka MOEHS CATALANA S.L.,
IcnaHis; amiHu | Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdI
(iHWi 3MiHW) - 3MiHK 3a nokasHukoM «MikpobionoriyHa
4YucToTa», a came: MOBHUI OMNUC NPOBEAEHHS METOAUKN
BWUITyYEHO i3 po3ainy «AHaniTuyHi metogukuny. Kputepii
NPUAHATHOCTI Ta BUMOTY 3anuweHo 6e3 3miH, HopmaTueHe
NnocunaHHsi 4ONOBHEHO nocunaHHsaM Ha OOY* (*- pitove
BUAAHHS)
34. | BOTOKC® NOPOLLIOK ANA AnnepraH Ipnangis AnnepraH IpnaHais BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/16656/01/02
KOMMJIEKC po34MHy ons iH'ekuin | Papmach dapmachbioTikans 3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
BOTYNIHIYH no 200 ognHULb- loTikana Ipnangis BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
oro Annepran; 1 IpnaHais MoaaHHsa HoBoro abo oHoBneHoro ceptudikara
TOKCUHY brnakoH 3 NOPOLLKOM BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
TUNY A (BIO B KAPTOHHIl kopobui €Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
CLOSTRIDIU matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
M BUKOPMCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
BOTULINUM) pevoBuHu (FE-cepTudikaT BignoBigHOCTI €Bponencbkin

capmakonei gna AdIl/BuxigHoro
matepiany/peareHTy/npomixkHOro NpoaykTy abo AoMoMiXKHOI
peyoBuHM) - OHOBMEHWI cepTUdikaT Bif BXe
3aTBep4keHoro BUpobHuka - OHoBNeHHs cepTudikaTis
BignosigHocTi R1-CEP 2000-213-Rev 02 ans BUxigHoro
matepiany piboHykneasa A Ta Ans BUxigHoro matepiany
nesokcupiboHykneasa |, R1 - 2000-215- Rev 03 (goaaBaHHs
the USA six anbTepHaTMBHOI KpaiHW NOXOMPKEHHS1 BUXiAHOrO
matepiany bovine pancreas). 3miHu | Tuny - 3MiHK 3 sIKOCTi.
A®|. BupobHuuteo. 3MiHa BUPOGHMKa BUXIAHOrO/MPOMIXXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®I, abo 3miHa BUpobHuka (Bknovarouu, e
HeobXiAHO, MicLie NPOBEeAEHHsT KOHTPOSO sikocTi) ADI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €EBponeinchbkii
dapmakonei y 3aTBepaKeHoMy A0Cbe)(HOBa AinbHULSA Anst
36epiraHHsi FonoBHoro 6aHKy kniTuH Ta/abo Pobounx 6aHkis
kniTuH) [logaBaHHsA anbTepHaTMBHOI AinbHULI 36epiraHHs
KynbTypwu kniTuH AbbVie Biotechnology Ltd (ABL) (in Puerto
Rico) «for Allergan’s original Master Cell Bank (MCB),
Daughter Master Cell Bank (dMCB), WCB» go
3aTBepakeHux dinbHuupb Allergan BioScience Laboratory,
Campbell (BSL), Allergan BioScience Laboratory, Irvine
(BLI) Allergan BioScience Laboratory, Campbell (BSL),
Allergan BioScience Laboratory, Irvine (BLI). 3miHun | Tuny -
3miHu 3 gkocTi. APl. BupobHuteo. 3MiHa BUpOOHWMKa
BWXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpoBHUYOMY npoLeci ADI, abo 3miHa
BUpOGHMKa (BKMOYao4m, ae HeobxigHo, Micue NpoBeAeHHs
KoHTponto skocTi) ADI (3a BigcyTHOCTI cepTudpikata
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BiNOBIgHOCTI €Bponenchkin hapMakonei y 3aTBepmpKkeHoMy
nocbe)(HoBa AinbHuus ans 36epiraHHst FonoBHOro 6aHky
KNiTUH Ta/abo Pobounx 6aHkiB kniTvH) [JogaBaHHsA
anbTepHaTUBHOI OiNbHULI 36epiraHHsA KynbTypy KiTUH
AbbVie Bioresearch Centre (ABC) (Massachusetts) «for
Allergan’s original Master Cell Bank (MCB), Daughter
Master Cell Bank (dMCB), WCB» go 3aTBepmxeHux
AinbHuup Allergan BioScience Laboratory, Campbell (BSL),
Allergan BioScience Laboratory, Irvine (BLI)
35. | BOTOKC® NOPOLLIOK A451s AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/16656/01/01
KOMIMJIEKC PO34MHY Ans iH'eKLin dapmacb dapmachbioTikans 3miHun 3 akocTi. CepTtudikat BignosigHocTi/l'E-cepTudikat peuenmom
BOTYNIHIYH no 100 ognHULb- loTikana Ipnangis BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
oro AnnepraH; 1 IpnaHgis MogaHHA HoBoro abo oHoBreHoro cepTudikara
TOKCUHY NaKkoH 3 MOPOLLKOM BiAMOBIAHOCTI abo BUy4YeHHNA cepTudikaTa BignoBigHOCTI
TUNY A (BIO B KAPTOHHIl kopobui €Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
CLOSTRIDIU mMaTepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
M BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
BOTULINUM) pevoBuHu (FE-cepTudikaT BignoBigHOCTI €Bponenchbkin

dapmakonei gna Adl/BuxiaHoro
matepiany/peareHTy/npomiKHOro NPoayKTy abo AOMOMiIKHOT
pevoBuHK) - OHOBNEHUIA cepTudikaT B BXe
3aTBepAKeHOro BUpobHuka - OHoBNeHHs cepTudikaris
BignosigHocTi R1-CEP 2000-213-Rev 02 ans BUXiaHoOro
matepiany piboHykneasa A Ta Ans BUXigHoro matepiany
AesokcupiboHykneasa |, R1 - 2000-215- Rev 03 (nogaBaHHs
the USA sk anbTepHaTMBHOI KpaiHW NMOXOMKEHHSI BUXIQHOTO
matepiany bovine pancreas). 3miHu | Tuny - 3MiHK 3 sIKOCTi.
A®|. BupobHuuTBO. 3MiHa BUpOBHMKa BUXiQHOMO/MPOMiXXHOIO
NPOAYKTY/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®I, abo 3miHa BUpobHuka (Bknovarouu, e
HeobxigHo, MicLe NpoBeaeHHs KOHTponto fkocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponemncokii
dapmakonei y 3aTBepaKeHoMy A0Cbe)(HOBa AinbHUUS Anst
36epiraHHsa MonosHoro 6aHKy kniTuH Ta/abo Pobounx BaHkis
kniTuH) [logaBaHHA anbTepHaTMBHOI AiNbHUL 30epiraHHs
KynbTypwu kniTuH AbbVie Biotechnology Ltd (ABL) (in Puerto
Rico) «for Allergan’s original Master Cell Bank (MCB),
Daughter Master Cell Bank (dMCB), WCB» go
3aTBepakeHux dinbHuub Allergan BioScience Laboratory,
Campbell (BSL), Allergan BioScience Laboratory, Irvine
(BLI) Allergan BioScience Laboratory, Campbell (BSL),
Allergan BioScience Laboratory, Irvine (BLI). 3miHun | Tuny -
3miHu 3 sikocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHMKa
BVXiAHOrO/NPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpoBHUYOoMY npoLeci ADI, abo 3miHa
BMPOOHMKa (BKntoyatouun, Ae HeobxigHo, MicLe NpoBeAeHHs!
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponenchkii hapmakonei y 3aTBepaKeHOMyY
Oocbe)(HoBa AinbHULSA Ans 36epiraHHs [onoBHOro 6aHky
KNiTWH Ta/abo Poboumx 6aHkiB kniTuH) [logaBaHHs
anbTepHaTUBHOI AiNbHULi 36epiraHHs KynbTypy KMiTUH




23

[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AbbVie Bioresearch Centre (ABC) (Massachusetts) «for
Allergan’s original Master Cell Bank (MCB), Daughter
Master Cell Bank (dMCB), WCB» go 3aTBepmxeHux
ninbHUUb Allergan BioScience Laboratory, Campbell (BSL),
Allergan BioScience Laboratory, Irvine (BLI)
36. | BABAMNPOCT | nopoLuok ans Amgichapm Ipnangis Encika HimeuyunHa BHECEHHS1 3MiH [0 peecTpauiiHux maTepianis: 3amMiHa 3a UA/4517/01/02
AH® po34nHy Ans Timiteq dapmacbtoTrkan3 3asBHUKA (BNacHMKa peecTpauinHoro Noceia4YeHHs) (3rigHo peuernmom
iHdpysin no 60 mkr, 'mM6X, HimeuuunHa Hakady MOS Big 23.07.2015 Ne 460) BeeaeHHst amiH
10 amnyn 3 (KOHTPOSb AKOCTI NPOTArom 6-Tu MicsLiB Micnsi 3aTBEPKEHHS; 3MiHM | Tuny -
NOPOLLIKOM Y Hepo3adhacoBaHoi 3MiHM Wwopo 6e3nekun/edekTUBHOCTI Ta dhapMmakoHarnagy.
KapTOHHIN kopobLi npoaykKuii, BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy
BiANoBiganbHWA 3a dapmakoHarnagy (BBeAeHHs y3aranbHeHWX A4aHnX npo
BUMYCK Cepil; cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
BTOPUHHE BiAMOBIAANbHOI 3a 3AiNCHEHHST bapMakoHarnsAy; KOHTaKTHOI
nakyBaHHs); ocobu 3 hapmakoHarnsgy 3asBHUKa AN 30iINCHEHHS
IOT Bionorika Mm6X, thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHaA Big
Himevuunna YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
(BMPOGHMLITBO dapmMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn
Hepo3dacoBaHoI y PO3MilLleHHi MacTep-daina cuctemmn hapmakoHarnagy) -
npoaykLuii, nepBuHHe 3MiHa ynoBHOBaXeHOI 0cobu 3asiBHMKa, BiAMOBIAANbHOI 3a
nakyBaHHS, tapmakoHarnag. Litova pegakuia: Henri Jacoby.
Bi3yanbHui MponoHoBaHa peaakuis: Nowel Redder. 3miHa KOHTaKTHMX
KOHTPOIb, KOHTPOIb AaHVX yNOBHOBaXeHOi 0cobu 3asBHVIKa, BignoBigansHoi 3a
cTepurbHocCTI/GakTe dapmakoHarnsig. 3miHa KOHTaKTHOI 0cobY YNOBHOBaXEHOI
pianbHUX ocobu 3asBHUKa, BiAnoBiaanbHOI 3a 3iNCHEHHS
€HOTOKCUHIB dapmakoHarnsaay B YkpaiHi: [litova pepakuis: Ypetin Ceprin
Hepo3adpacoBaHoi IBaHOBMY. [MponoHoBaHa pepakuis: CtedaHcbka Onbra
npoaykuir) BanepiiBHa. 3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0cobu
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi. 3MiHa micus 34iCHEHHS
OCHOBHOI AisinbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa
37. | BASANPOCT | nopotuok ans Amgicapm IpnaHpis IOT Bionorika MMGX, HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a UA/4517/01/01
AH® po34nHy Ans Timiteq Himeuunna 3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuernmom
iHdpysin, 20 mkr, 10 (BUpOBHMLTBO noceigyeHHs) (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
amnyn (o6'emom 5 Hepo3adpacoBaHoI BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUB NiCNs 3aTBEPAXEHHS;
MIT) 3 MOPOLLKOM Y npoaykLuii, NnepBuHHe 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKkTNBHOCTI Ta
KapTOHHiI kopobui nakyBaHHs, dapmakoHarnsay. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX
BizyanbHuWi AaHUX Npo cuctemy apmMakoHarnsgy (BBeAeHHst
KOHTPOIb, KOHTPOIb y3aranbHeHuX AaHnx Npo cuctemy papmakoHarnsagy, 3amiHa
cTepunbHocTi/ yMNOBHOBaXeHOi 0cobu, BiAnoBiAanbHOI 3a 3A4iNCHEHHS

GakTepianbHUX
€HIOTOKCHHIB
Hepo3adhacoBaHoI
npoaykuii)
Ewncika
dapmacboTukan3
'mM6X, HimeuunHa
(KOHTpOIb SKOCTI
Hepo3sdpacoBaHoi

hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3asiBHUKA ANA 34iCHEHHs dhapmakoHarnsay B YKpaiHi, SKwo
BOHa BiIMiHHa Bif, YNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a
3[iCHeHHs1 hapmakoHarnaay (BKMoYaum KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MilLeHHi MacTep-darina cuctemu

dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOT 0cobu 3asiBHUKa,

BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuisa: Henri

Jacoby. MNponoHoBaHa pepakuis: Nowel Redder. 3miHa

KOHTaKTHWX A@aHUX YMOBHOBAXEHOT 0cObU 3asiBHMKa,
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

npogykuii Ta
BignoBiganbHWIM 3a
BUMYCK cepii;
BTOPUHHE
naKkyBaHHs)

BignoBiganbHoi 3a hapMakoHarnag. 3mMiHa KOHTaKTHOI
0cobu ynoBHOBaXeHOI 0cobu 3asiBHUKA, BiAMNOBiAarnbHOI 3a
3piicHeHHs chapmakoHarnagy B Ykpaini: [itoua pegakuis:
YperTin Ceprint IBaHoBMY. [ponoHoBaHa pegakuis:
CtedaHcbka Onbra BanepiiBHa. 3MiHa KOHTAKTHUX J4aHUX
KOHTaKTHOI 0COOM yNOBHOBaXXeHOT 0CO0M, BignoBiganbHoi 3a
3aiicHeHHs cdhapmakoHarnsgy B YkpaiHi. 3MiHa micus
3iNCHEHHSA OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3MiHa
MiCLe3HaxoMKeHHA macTep-dainna cuctemm
chapmakoHarnsgy Ta noro Homepa

38.

BA3OKET®

Tabnetkun no 600 mr
no 15 rabnetok y
Gnictepi; no 2
Gnictepu B navui

CrtpareH
dapma CA

LLiseninapisa

diteo JlabopaTtyap

PpaHuia

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTBHOCTI Ta hapMakoHarnagy.
BBepgeHHs abo 3MiHM 0 y3aranbHeHUX gaHuxX Npo cucTemy
bapmakoHarnsgy (BBe4eHHs y3ararnbHEHUX AaHUX Npo
cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHST dhapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKa ANs 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
YNOBHOBa)eHOT 0cobWu, BignoBigansHoi 3a 34iMCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
Y PO3MilLieHHi MacTep-aiina cuctemmn dapmakoHarnsgy).
3miHa ynoBHoBa)keHOi 0cobu 3asiBHMKa, BiANoBiAanbHOI 3a
dapmakoHarnag,.

[Litova pepakuis: Manarad ManuHa MeTpisHa. MNponoHoBaHa
pepakuis: EHHi-Knog BeHiwy, 4.M.H. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0COOM 3asBHUKA, BiANOBI4anbHOI 3a
hapmakoHarnsig. BeegeHHst KOHTaKTHOI 0cobu 3asiBHMKA,
BiAgnoBiganeHoi 3a hapMakoHarnag B YkpaiHi. [MponoHoBaHa
pepakuia: CtedaHcbka Onbra BanepiiBHa. BBegeHHsi
KOHTaKTHMX JaHMX KOHTaKTHOT 0CoOU 3asiBHUKA,
BignosiganeHoI 3a hapMakoHarnsg B YkpaiHi. BBegeHHs
MiCUs1 30iNCHEHHST OCHOBHOI AiNbHOCTI 3 hapMakoHarnsay.
BBeaeHHs MicuesHaxomkeHHA macTep-ganna cuctemu
dapmakoHarnsay Ta vioro Homepa.

6e3
peuenma

UA/4403/01/01

39.

BEHTOJIH™
EBOXAJIEP™

aeposonb ans
iHransauin,
nososaHui, 100
MKr/go3y; no 200
no3 'y 6anoHi; no 1
6anoHy B KapTOHHIN
KopobLi

"makcoCwmi
TKnanH
Ekcnopt
TimiTen

Benuka
BpuTaHis

'makco Bennkom
MpogakLuH,
®dpaHuis; Makco
Bennkom C.A,,
IcnaHisa

DdpaHuis/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiHMX MmaTepianis: 3miHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLITBA rOTOBOIO
nikapcbkoro 3acoby, BKIOYAYM NPOMiIXKHUA NPOAYKT, L0
3aCTOCOBYETLCH NPV BUPOBGHULITBI FOTOBOTO NiKapcbKoro
3acoby (He3HayHa 3MiHa y npoueci BUPOOHULITBA) HE3HAYHI
3MiHM Y BUPOOHUYOMY MpPOLIECi, @ Came BBEAEHHS
[0AaTKOBOI EMKOCTI AN MPUrOTYBaHHSA CyMiLli
canbbyTtamony cynbdary 3 NponeneHToM B Mexax
BVIKOPVCTOBYBaHOIro BUpobHnyoro npouecy. 36inbLeHHs
KOMBGIHOBaHOI MOTYXXHOCTi IBOX EMKOCTEN [ANs NPUrOTyBaHHS!
CyMiLLi 103BONSIE BUrOTOBNSATY 36inbLUeHnii 06'eM cymidi, i
SK pesynbTaT, GinbLunii po3mip cepii.

BBegeHHs 3MiH NpoTArom 4 micsUiB MicNs 3aTBEPOXKEHHS.
3MiHu |l Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.

3a
peuenmom

UA/2563/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHM y BUpOOHMLUTBI. 3MiHa po3mipy cepii (Bknoyatoum
nianasoH po3mipy cepii) rotToBoro nikapcbkoro 3acoby (3MiHa
CTOCYETbCSA BCIiX iHLUMX NiKapCbKnx hopM CyKymnHOro
(KOMMNIEKCHOro) BUPOBHMYOrO NpoLecy) BBEAEHHS
anbTepHaTMBHOro po3mipy cepii 113 — 300 000 iHransTopis
(3aTBepakeHo 40 000 ta 70 000 iHransaTopis). BBegeHHs
3MiH NpoTAroM 4 MicsauiB nicnsa 3aTBepAXeHHs
40. | BIHMOLUETH TabneTku no 5 mr no MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/8199/01/01
H 10 TabneTok y "Ximcpapm "Ximcpapmsasog 3MiHM Wwoao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsgy peuenmom
6nictepi; no 3 abo 3aBog "YepeoHa 3ipka" (iHWi 3MiHwW).
no 5 Gnictepis y "YepBoHa OHOBEHHS TEKCTY MapKyBaHHS YMaKOBKW MikapCbKOro
nadui 3 KapToHy 3ipka" 3acoby y 3B'A3Ky 3 BUNYYEHHSIM iHpopMalLii pocCiicbkoto
MOBO. BBeaeHHs1 3MiH NpoTsirom 6-Tu Micauis nicns
3aTBEpPAKEHHSA
41. | BIHNOLUETH Tabnetku no 10 wmr, MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauliMHuX maTepianis: 3miHu | Tuny - 3a UA/8199/01/02
H no 10 Tabnetok y "Ximdapm "Ximhapmsasog 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy peuernmom
GnicTepi; no 3 3aBoj "YepsoHa 3ipka" (iHWi 3MiHNK).
Gnictepy B nayui 3 "YepBoHa OHOBEHHs TeKCTY MapKyBaHHS YNakoBKW MikapCbKoro
KapTOHY 3ipka" 3acoby y 3B'A3Ky 3 BUIyYEHHSIM iHOpMaLlii pOCiliCbKO
MOBOI0. BBeaeHHs 3MiH NpoTArom 6-Tv micsAUiB nicns
3aTBEPAKEHHS
42. | BONBIT® TabneTkn, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHAisa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/9290/01/01
060noHkKot, No 5 wmr; "TNEOPA MNBT NTA 3MiHun 3 akocTi. [oToBMI nikapcbkui 3acib. CTabinbHICTb. peuenma
no 10 Tabnetok y PM NTO" 3miHa y TepMiHax npuagaTHocTi abo ymoBax 36epiraHHsi
6nicTepi; no 3 roTOBOro MiKapCbKOro 3acoby (36inbLUeHHS TepMiHy
Gnictepn y NpVAATHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [1ns Toprosoi
KapTOHHIN ynakoBLi ynakoBKu (MiATBEPAXYETbCH 4aHUMU pearbHOro Yyacy)
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO fiKapCbKOro
3acoby.
3aTBepaxeHo: 3 poku. 3anponoHoBaHo: 4 poku. BBeaeHHst
3MiH NPOTArom 6-TM MicALIB NiCNs 3aTBEPPKEHHS
43. | BMNPIB NOPOLLIOK ANs LWanep Ipnangis BetTep ®apma- Himeuumna/ BHeceHHs 3MiH Ao peecTpauiiHnx maTtepianis: 3minu Il Tuny 3a UA/15706/01/01
PO34MHY Ans dapmach PeprirtoHr M'M6X Higepnangm - 3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y meToaax peuenmom
iHdpysin, no 400 Of; toTikan3 Exg Ko. KT, / BunpobyBaHHa APl abo BuxigHOro martepiany/npoMiKHOro
1 dprakoH 3 IpnaHais Himeuunna CLUA/ npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLIECI
MOPOLLIKOM Y Nimiteq (BUpOBHMLTBO IpnaHgis/ BUpoGHMUTBa ADI (CyTTEBa 3MiHa Y
KapTOHHIl kopoOLi nikapcbkoro 3acooy, Cnony4yeHe GionoriyHomy/iMyHOMNOriYHOMY/iMyHOXIMIY4HOMY MeTOZi

KOHTPOIb SKOCTI
cepii, BisyanbHa
iHcnekuis); Bettep
Papma-PepTirtoHr
mM6X EHng Ko. KT,
HimeuunHa
(BidyarnbHa
iHcnekuisn); BeTttep
Papma-PepTirtoHr
'mM6X EHp Ko. KT,
HimeuunHa
(KOHTpOnb SKOCTI
cepii, BizyanbHa
iHcnekuis); Bettep

KoponisctBO

BuUNpobyBaHHsa abo MeTofj, y SKOMYy BUKOPUCTOBYETLCS
GionoriyHuii peareHT ans GionoriyHoro A®I, abo oro
3amiHa) 3aMiHa iCHyr4YOro MeToay KapTyBaHHS [TiKaHiB,
AKUIA Nonsarae B MPSIMOMY BUSIBINIEHHI BUBINbHEHMX TMiKaHIiB B
AKTUBHI PEYOBUHI LLNAXOM BUCOKOE(EKTUBHOI
aHiOHOOBMiHHOI XpomaTorpadii 3 MynbCyYUMm
amnepomeTpuyHumM fetektopom (HPAEC-PAD) Ha meToz
BMUCOKOE(EKTUBHOI aHIOHOOOMIHHOT XpoMaTorpadii 3
dnyopumeTpuyHum aetektopom (HPAEC-FLD), Ta
BiNOBIAHE OHOBMIEHHS OMUCY KPUTEPIKD MPUNHATHOCTI Y
cneundikauii APl Wwoao BUsSBNEHHA Ta peecTpauii rmikaHis
HOBVM METOZOM.

BBeneHHs 3MiH npoTsirom 6-Tu MicsLiB nicnsi 3aTBepaXKeHHS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

dapma-depTirtoHr
'm6X Eng Ko. KT,
HimeyuunHa
(KOHTpOIb SIKOCTI
cepii, BisyanbHa
iHcnekuis); QIERYERN
Cannnai YenH,
Higepnangn
(MapkyBaHHs Ta
nakyBaHHs,
anctpubyuis
roToBOro
nikapcbKoro
3acoby); OiIEnYEn
Cannnai YenH,
Higepnangu
(mMapkyBaHHA Ta
nakyBaHHs,
ancTpubyuis
roToBOro
nikapcbKoro
3acoby); EMiHeHT
Cepsices
KopnopeiwH, CLUA
(MapkyBaHHs Ta
nakyBaHHs,
ancTpubyuis
HanoBHEHHWX
HeMapKoBaHUX
nakoHiB); KeHoxiH
Baro®apma, T
(n6a EmeppxeHT
BarnoConywwiHs
(CibiAw), CLLA
(BUpOBHMLTBO
nikapcbkoro 3acoby,
KOHTPOIb SKOCTI
cepii); Yapnb3a Pisep
JlabopaTtopis
Anneng NnTa,
IpnaHais (koHTpOnb
SKOCTI cepil);
Yapnb3a Pisep
JlabopaTtopis
Epin6ypr N1a.,
Cnony4yeHe
KoponisctBo
(KOHTpOnb SKOCTI
cepii (3a BUHATKOM
BMNPOBOYBaHHS Ha
CTEPUIIBHICTB));
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Wanep
dapmacbtoTikans
Ipnangis Iimiteq,
Ipnangis
(BignoBiganbHWi 3a
BUNYyCK cepii);
LWanep XbtomeH
IxeneTik Tepanic,
CLUA (koHTponb
SIKOCTi cepii)
44. | BYrinns Tabnetkn no 0,25, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauinHMx martepianis: 3miHu | Tuny - 6e3 UA/9148/01/01
AKTUBOBAH | no 10 TabneToky "Ximcbapm "Ximcbapmaasoa 3MiHM Wwoao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsgy peuyenma
E Gnictepax; no 10 3aBog "YepeoHa 3sipka" (iHWi 3MiHW).
Tabnetok y 6nictepi; | "YepsBoHa OHOBMEHHSA TEKCTY MapKyBaHHS YNaKoBKU MiKapCbKOro
no 2 abo no 10 3ipka" 3acoby y 3B'A3Ky 3 BUNYYEHHSIM iHpopMalLii pocCiicbkoto
GnicTepiB y nayui 3 MOBO}O.
KapTOHyY BBegeHHs 3MiH NpoTsaromM 6-Tu MicauiB nicns 3aTBepaXeHHS
45. | TABICKOH® TabneTku XyBasnbHi PekkiTT Benwka BUPOBHMLTBO in Benvka BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/9210/01/01
NMONYHUYHI no 8 tabnetok y BeHkizep Bputanis bulk, nakyBaHHs, BputaHisa AamiHicTpaTuBHI 3MiHW. 3MiHa HaVimeHyBaHHA Ta/abo peuenma
TABNETKU GnicTepi; no 2 abo Xenckep KOHTPOIb Mpn agpecu Micusa NpoBaMKeHHS AisrnbHOCTI
no 3 Gnictepn y (FOKewn) BUNYCKY, BUMYCK BUPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
KapTOHHIN kopobLi Timiteq cepil: BKIIONAI04M AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
PexkkiTT BeHkizep KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
Xenckep (KOKen) BUPOGHMK/IMNOPTEP, HE BKIOYa0YM BUMYCK CEpiit)
NimiTen, Benuka YTOUHEHHs1 agpecu Ta Ha3Bu BUpobOHMKa, BIANOBIAHO A0
Bputanis HoBoro cepTudikaty GMP. BupobHuya ainbHunus Ta yci
BTOPUHHE BMPOGHMYI onepalLlii 3anvwwaTbCs HE3MIHHUMMU.
nakyBaHHsI:
dapwmallac (KOken)
JimiTen, Benuka
BpuTtaHisa
46. | TENATOKC KOHLeHTpaT Ans TOB YkpaiHa BTopuHHa ynakoBka, | HimeuyunHa/ | BHeceHHsi 3MiH 0O peecTpauinHux MaTepianis: 3MiHu | Tuny - 3a UA/12890/01/01
po34nHy Ans «DPAPMA KOHTPOIb: Ykpaina 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y peuernmom
iHdy3in, 500 mr/mn CEJl» XONOMMAK BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYOTLCS
no 10 mn B amnyni; DeprnakyHrcTexHik BUMYCKY cepil Ta KOHTPOSIO SKOCTi FOTOBOTO fiKapCbKOro
no 10 amnyn y nayui m6X, HimeuunHa 3acoby (3amiHa abo foaaBaHHSA BUpobOHMKa, Lo BianoBiaae
3 KapTOHY Brpo6HuuTBO 3a BBe3eHHS Ta/abo Bunyck cepii) - Bkntovatoum
Hepo3adhacoBaHoI KOHTpOnb/BUNpobyBaHHs cepii - foaaBaHHs BUPOBHUYOT
NpPOAYKLii, NepBUHHa oinbHuui TOB "®APMACEIJT", YkpaiHa BignosiganeHoi 3a
Ta BTOPUHHA KOHTPOMb, BUMYCK cepii. 3MiHN BHECEHI B iHCTPYKLit0 AnS
yMaKoBKa, KOHTPOb: MeAMYHOro 3aCTOCYBaHHsI NikapCbkoro 3acoby y po3ain
XOJTOMAK "Micue3HaxomxeHHst BUpPOOHUKIB Ta agpeca micus
depnakyHrcTexHik NPOBaXXEHHS iX AiSNbHOCTI" Ik HACMNIAOK NosiBa NaKyBaHHs
M6X, Himeyunna Ons AogaTkoBoi AinbHUUI. BBeaeHHs 3MiH NpoTarom 6-tu
KoHTponb, Bunyck MicsLiB nicnsi 3aTBepOKEHHS
cepii:
TOB
«DPAPMACE»,
YkpaiHa
47. | TIOPOKCUKA | kancynu no 500 wr, MicTtpan AHmia Oesa Xongixr A.LL. TypeyuunHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/18217/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PBAMIO- no 10 kancyny Kenitan 3miHun 3 akocTi. CepTudikat signosigHocTi/lE-cepTudikat peuenmom
BICTA 6nictepi; no 10 Menenxm BiAMNOBIAHOCTI €Bponencekiv papmakonei/moHorpadii.
GnictepiB y €eHT MogaHHA HoBoro abo oHoBreHoro cepTudikara
KapTOHHIl kopobui Nimiten BigNoBigHOCTI abo BUNyYeHHs cepTudikaTta BignoBigHOCTI

€sponevicbkin bapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIn
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOro
cepTudikaTa BignosigHocTi €Bponeiichbkin hapmakonei Ne
R1-CEP 2005-051 - Rev 04 (3atBepaxeHo: R1-CEP 2005-
051 - Rev 03) ans A®l rigpokcrkapbamigy Bia Bxe
3aTBepakeHoro BupobHnka SHANDONG ANXIN
PHARMACEUTICAL CO., LTD; 3minu | Tuny - 3MiHu 3
sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencekin dpapmakonei/MmoHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTbCS Y BUPOBHMLTBI ADI; Anst 4ONOMDKHOT
peyosuHu (FE-cepTudpikat BignosigHoCTI €EBponenchKin
capmakonei gna Adl/BuxiaHoro
matepiany/peareHTy/npomixkHOro NpoaykTy abo AoMOMiXKHOI
peyoBuHM) - HoBuin cepTudpikat ans BUXigHoro
matepiany/peareHTy/npomixkHOro NpoaykTy abo AoMOMiXKHOI
peYvoBMHY Bif HOBOro abo BXXe 3aTBepAXeHOro BUPobHYKa -
nopaHHs Hosoro ['E-cepTudikarta BignosigHoCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2010-043 - Rev 00
Ans XenaTtuHy Bif HoBoro BupobHuka Rousselot Peabody
Inc; 3amiHm | TUNy - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BianosigHocTi €Bponenchbkin
apmakonei/MmoHorpadii. NMogaHHA HoBoro abo OHOBNEHOTO
cepTudikaTa BignosigHocTi abo BUNy4YeHHs ceptudikaTta
BinoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXiHOrO MaTepiany/peareHTy/MpoMiKHOrO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI A®I; Anst fonomikHOT
peyoBuHu (FE-cepTudikat BignosigHocTi €EBponeiichkin
dapmakonei ans Adl/sBuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY abo JOMOMIKHOT
peyoBuHM) - OHOBNEHWI cepTudikaT Bif BXe
3aTBepAKEHOro BUPobHYMKa - noaaHHs oHoBneHoro IME-
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 2000-045 - Rev 04 (3atBepaxeHo: R1-CEP 2000-
045 - Rev 03) ans xenaTuHy Bif BXe 3aTBEPKEHOrO
BMpo6HuKa PB Gelatins; 3miHu | Tuny - 3miHW 3 sKocTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei/MmoHorpadii. MogaHHs HoBoro
abo OHOBMEHOro cepTudikarta BiaANoOBIAHOCTI 200 BUITyYEHHSI
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei: ons
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

A®I; onsa BuxigHoro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; Ans
[onomixHoi pevoBuHu (ME-cepTudikaT BigNoBigHOCTI
€Bponencbkin dapmakonei gns Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoAyKTy abo AOMOMIKHOI
peyoBUHM) - BunyyeHHs cepTudikaTie (y BUNagKy HasiBHOCTI
MynbTUNIETHOrO cepTudikaTa Ha MaTepiarn) - BUIy4YeHHs
[E-cepTudpikatis BignosigHOCTi €Bponenchbkin bapmakonei
ons xenatuHy: R1-CEP 2000-027 Bupo6Huka Rousselot,
R1-CEP 2001-332 Bupo6Huka Rousselot, R1-CEP 2002-110
Bupo6Huka PB Gelatins, R1-CEP 2003-172 BupobHuka
Gelita Group, R1-CEP 2004-247 Bupo6Huka Nitta Gelatin;
Nitta Gelatin R; 3amitun | Tuny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTi €Bponenchbkin
dapmakonei/MoHorpadii. NMogaHHs HoOBOro abo OHOBNEHOMO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
BignoBigHOCTI €Bponencokin dapmakonei: ana APl ans
BMXiQHOro Matepiany/peareHTy/NpoMi>KHOro NPOAYKTY, L0
BUKOPMCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
peyosuHu (FE-cepTudpikat BignosigHOCTI €EBponeNchKin
dapmakonei gna Adl/BuxiaHoro
mMaTtepiany/peareHTy/NpoMiXKHOro NPoAyKTy abo JOMOMIKHOT
peyoBuHM) - OHOBNEHWN cepTudikaT Big BXe
3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2005-217 - Rev 02 (R1-CEP 2005-217 - Rev 00)
[Ons XenaTuHy Bif BXe 3aTBepxeHoro BupobHuka Nitta
Gelatin; miHm | Tvny - 3miHun 3 sikocTi. CepTudikat
BignosigHocTi/IE-cepTudikaTt BignoBigHoOCTi €Bponenchkin
apmakonei/MmoHorpadii. NMogaHHA HoBoro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
Bi4noBigHOCTI €Bponenchkin dapmakonei: ana ADI; ans
BMXiQHOro Matepiany/peareHTy/npoMiXKHOro MPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyosunu (FE-cepTudpikat BignosigHoCTI €EBponenichKin
dapmakonei ans Adl/sBuxigHoro
matepiany/peareHTy/npomixkHOro NpoaykTy abo AoMoMiXKHOT
peyoBuHM) - OHOBNEHWI cepTudikaT Bif BXe
3aTBEpKEHOr0 BUPOBHUKa - MOAaHHSA OHOBIIEHOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2000-344 - Rev 03 (R1-CEP 2000-344 - Rev 02)
AONs XenaTuHy Bifj BXe 3aTBepxeHoro BupobHuka Nitta
Gelatin

48.

FOTPUD®

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto no 20
Mr; N0 7 TabneTok y
nepdgopoBaHoOMy
GnicTepi; no 1
6nictepy B
namiHoBaHoOMy

BepiHrep
IHrenbxaw
M
IHTepHeLwu
HN TMBX

Himeyuunna

BUPOOHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTi Ta
BUMYCK cepii:
Bepinrep
IHrenbxanm ®apma

Himeyunna

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
AAMiHiCTpaTMBHI 3MiHU. BunyyeHHs1 BUPOGHMYOT AinbHUL
(Bkntovaroum ainbHuui ans A®l, npomixkHoro npoaykTy abo
roTOBOrO fikapCbKoro 3acoby, AiNbHULI Ans NpoBeAEHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUMycK cepii,

MicLie NpoBeAeHHS KOHTPOMo cepii) abo nocTavanbHUKa

BMXiQHOro mMartepiarny, peareHTy abo JONOMiXXHOI pe4OBUHM

(KW 3a3HaYeHOo y A0CbE). BunyyeHHs anbTepHaTUBHMX

3a
peuerimom

UA/15816/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

anoMiHieBoMy calle
3 NakeTom
[ecukaHTy; no 4
arnoMmiHieBux cawle y
KapTOHHiI kopobui

'M6X i Ko. KT,
Himeyuunna
anbTepHaTUBHa
nabopatopis gns
NpoBeEAEHHS
KOHTPOIIO SKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
yuctoTa:

CIrC Inctutyt
DdpeseHiyc M'M6X,
HimevuunHa
Jla6op JIC CE eHp
Ko. KI', HimeuyunHa
anbTepHaTUBHA
ainbHUUA ans
KOHTPOIIO SKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NoKa3HWKOM
"Po3knagaHHs
aimetunaminy™:
€spodiHc PACT
'M6X, HimewunHa
anbTepHaTUBHa
ninbHUUA ans
KOHTPOIHO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
aimetunaminy":

A enp Em Ltabrect
Nabop dyp
AHaniTuk yHa
CrabinitatcnpydyHr
eH 'mbX,
HimeyuunHa

AiNbHULE ANA MapKyBaHHSA Ta BTOPMHHOTO MaKyBaHHS.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAuiB Nicns 3aTBEPAXEHHS.

49.

FIOTPUD®

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkoto no 30
Mr; no 7 TabneTok y
nepdopoBaHoMy
Gnictepi; no 1
6nictepy B
namiHoBaHoMy
antoMiHieBomy calue
3 MakeTom

AecukaHTy; no 4

BepiHrep
IHrenbxaw
M
IHTepHeLw
HN TmEX

HimevuunHa

BUPOGHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTi Ta
BUWMYCK Cepii:
Bepinrep
IHrenbxanm ®apma
m6X i Ko. K,
HimeyunHa
anbTepHaTUBHa

Himeyunna

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
AAMiHiCTpaTMBHI 3MiHW. BunyyeHHs1 BUPOGHWYOT AinbHUUI
(Bkntovaroum ainbHuui ana A®Il, npomixkHoro npogykTy abo
roToBOro fikapCbKoro 3acoby, AinbHWLI AN NpoBeAeHHs!
nakyBaHHsi, BAPOOHUKA, BiANOBiAaNbHOrO 3a BUMYCK CEpIl,

MicLie NpoBeAeHHs KOHTPOMHo cepii) abo noctayanbHUKa
BMXiQHOro Martepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHU
(AKLLIO 3a3HaYeHo y AOCbE). BunyyeHHs anbTepHaTUBHMX
OiNbHWLB ANS MapKyBaHHS Ta BTOPMHHOIO NaKyBaHHS.

BBeaeHHs 3MiH NpoTarom 6-Tu MicALIB NiCNs 3aTBEPAXXEHHS.

Ba peuerimom

UA/15816/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

anomiHieBnx calle y
KapTOHHiI kopobui

nabopatopis ans
NpoBEAEHHS
KOHTPOSIO SIKOCTI 3a
NMoKa3HUKOM
MikpobionoriyHa
yucToTa:

CI'C InctutyT
PpeseHiyc Mvb6X,
HimevuunHa
Jla6op NIC CE eHg
Ko. KT, Himeu4nHa
anbTepHaTUBHa
ainbHUUA ans
KOHTPOIIO SKOCTI
roTOBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"PosknagaHHs
dimeTunaminy":
€spochiHc PACT
'M6X, HimewunHa
anbTepHaTUBHa
ainbHUUA ans
KOHTPOIMHO SIKOCTI
roTOBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"PosknagaHHs
aimetunaminy":
A eHp Em WTabTect
Nabop dyp
AHanITUK yHg
CrabinitatcnpygyHr
eH 'mbX,
HimevuunHa

50.

FIOTPUD®

TabneTku, BKPUTI
NniBKOBOO
o6ornoHkoto no 40
Mr; o 7 TabneTok y
nepdopoBaHoOMy
Gnictepi; no 1
6nictepy B
namiHoBaHoOMy
antomiHieBomy caiue

BepiHrep
IHrenbxaw
M
IHTepHeLwl
HN TmBX

HimevuunHa

BUPOGHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTi Ta
BMNYCK cepii:
Bepinrep
IHrenbxanm ®apma
v6X i Ko. K,

Himeyunna

BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis: 3miHu | Tuny -
AaMiHiCTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOT AinbHULI
(Bkmtovaroum ginbHuui ans A®l, npomixkHoro npogykTy abo
rOTOBOrO fikapCbKOro 3acoby, AinbHULi AN NPOBEAEHHS
nakyBaHHsi, BAPOOHUKA, BiANOBiAanNbHOrO 3a BUMYCK Cepilt,

MicLie NpoBeAeHHS KOHTPOMIo cepii) abo noctavanbHuKa

BMXiQHOro mMartepiany, peareHTy abo JONOMiXXHOI pe4yoBUHU

(AKLWO 3a3HayYeHo y Aocke). BunyyeHHs anbTepHaTMBHUX
AiNbHULE ANS MapKyBaHHSA Ta BTOPUHHOMO NaKyBaHHS.

Ba peuerimom

UA/15816/01/03
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3 nakeTom
AecukaHTy; no 4
anomiHieBnx catlle y
KapTOHHiI kopobui

HimevyuunHa
anbTepHaTUBHa
nabopatopis ans
NpoBeAEHHS
KOHTPOSIO SIKOCTI 3a
NOKa3HUKOM
MikpobionoriyHa
yucToTa:

CI'C InctutyT
PpeseHiyc Mv6X,
HimevuunHa
Jla6op NIC CE eHg
Ko. KI', HimeuyunHa
anbTepHaTVBHa
ainbHUUA ans
KOHTPOIIO SKOCTI
roTOBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
dimeTunaminy":
€spodiHc PACT
'M6X, HimewunHa
anbTepHaTUBHa
ninbHUUA ansa
KOHTPOIIO SIKOCTI
roTOBOro
nikapcbkoro 3acoby
Ta 3a NoKa3HWKOM
"PosknagaHHs
aimetunaminy":
A enp Em Ltabrect
Nabop dyp
AHanITUK yHg
CrabinitatcnpygyHr
eH 'mbX,
HimeuvuunHa

BBeaeHHs 3MiH NpoTarom 6-Tu MicauiB Nicns 3aTBepaXEHHS.

51.

FIOTPUD®

TabneTkn, BKpUTI
NMiBKOBOKO
o6ornoHkoto no 50
Mr; o 7 TabneTok y
nepdopoBaHoOMy
GnicTepi; no 1
Gnictepy B

BepiHrep
IHrenbxaw
M
IHTepHeLwl
HN TmBX

Himeyuunna

BUPOOHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTi Ta
BUMYCK cepii:
BepiHrep

Himeyunna

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. BunyyeHHsA BUPOBHWYOT AinbHULI
(Bkmtovaroum ginbHuui ans A®l, npomixkHoro npogykTty abo
roTOBOrO fikapCbKoro 3acoby, AiNbHULI Ans NpoBeAEHHS
nakyBaHHsi, BAPOOHMKA, BiANOBiAanNbHOroO 3a BUMYCK CEpIl,

MicLie NpoBeAeHHS KOHTPOMo cepii) abo nocTavanbHUKa

BUXigHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4yoBUHU

pa peuernmom

UA/15816/01/04
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

namiHoBaHomy
antomiHieBomy caiue
3 MaKkeTom
AecukaHTy; no 4
anomiHieBnx catlle y
KapTOHHIl kopobui

IHrenbxanm ®apma
Mv6X i Ko. KT,
Himeyuunna
anbTepHaTBHA
nabopatopis ans
NpPOBEAEHHS!
KOHTPOIIO SKOCTI 3a
NOKa3HUKOM
MikpobionorivyHa
yucToTa:

CIC Inctutyt
PpeseHiyc Mv6X,
Himevuunna
Jlabop NNIC CE eHp
Ko. KI', HimeuyunHa
anbTepHaTVBHa
ainbHUUA ans
KOHTPOIIO SKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
dimeTunaminy":
€spodiHc PACT
'M6X, HimeyunHa
anbTepHaTUBHa
ninbHUUA ansa
KOHTPOIIO SIKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
dimeTunaminy™:
A enp Em WTabTect
Nabop dyp
AHanITUK yHg
CrabinitatcnpygyHr
eH 'MBX,
Himeyuunna

(AKLLIO 3a3HaYeHo Y AOCbE). BunyyeHHs anbTepHaTUBHMX
OiNbHWUB ANS MapKyBaHHS Ta BTOPUHHOMO NaKyBaHHSI.
BBeaeHHs 3MiH NpOTArom 6-Tu MicALIB NiCNs 3aTBEPAXKEHHS.

52.

FO3EPENIH
3EHTIBA

imnnadTat no 10,8
Mr no 1 imnnaHTarty

3eHTiBa,
K.C.

Yecbka
Pecnybnika

AMB 'm6X,
Himeyuunna

Himeuumna/
LLisenuapis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l' E-cepTudikar

y wnpuuy- (BMpPOBHMLTBO "in BiANOBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
annikaTtopi (Lwnpwuy- bulk", nepBuHHe Ta MogaHHA HoBOro abo oHOBMEHOro cepTudikara
annikatop BTOPUHHE Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
CKNagaeTbcs 3 nakyBaHHs, €Bponewcbkin dapmakonei: ans A®l; ans BUxigHoro

3a
peuenmom

UA/15570/01/02




34 [TponoBkeHHs qoaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
noniMepHoro KOHTpOrb cepii, matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
Kopnycy 3 Tpumayem Bignosigae 3a BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
ans imnnadTary, BUNYyCK cepii); peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
rofikK Ta NopLUHS); €BpodiHC dapmakonei) - OHOBNEHUI cepTudikar Big yxe
no 1 wnpuvuy B Bio®apma MNpoagakt 3aTBepAKEeHOro BUpobHuka. NMogaHHs OHOBNEHOro
nakeTuky; no 1 abo TecTiHr MioHxeH cepTtudikaTa BianosigHocTi €Bponeiicbkint hapmakonei Ne
3 nakeTukn y 'M6X, HimeyunHa R1-CEP 2003-037 - Rev 03 (3atBepaxeHo: R1-CEP 2003-
KapTOHHIN nayui (mikpobionoriyHe 037 - Rev 02) ans A®I rosepeniHy Bif BXe 3aTBEPAXEHOrO
TECTYBaHHS); BUpobHmka Bachem AG, LUeeliLapisi, ik Hacnigok 3amiHa y
CuHepaxi Xeanc crneundikaLii 3a NOKa3HMKOM «3anuLIKOBI PO3YNMHHUKNY .
Annepcxay3seH
'mM6X, HimeuumHa;
CuHepaxi Xeanc
OanikeH En[lxi,
LLisenuapis
(cTepunisauis); BB
CrepinizenwHcepsi3
'm6X, HimeuunHa
(cTepunisauis,
MikpobionoriyHe
TecTyBaHHs1); llabop
JIC CE & Ko. KT,
HimeyunHa
(mikpobionoriuHe
TECTYBaHHs1)
53. | FO3EPENIH imnnaHTaTt no 3,6 wr, 3eHTiBa, Yecbka AMB I'mbX, Himeuuunna/ BHECEHHS 3MiH IO peecTpaLinHmMx maTtepianis: 3miHu | Tuny - 3a UA/15570/01/01
3EHTIBA no 1 iMnnaHTaty y K.C. Pecnybnika HimeyuunHa Lisenuapis 3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikat peuenmom

wnpuuy-annikatopi
(wnpuy-annikatop
cknagaeTbecs 3
nonimepHoro
KOprycy 3 TpymayemM
ans imnnadTary,
rOnNK1 Ta NOpPLUHS);
no 1 wnpuvuy B
nakeTtuky; no 1 abo
3 nakeTukn y
KapTOHHIN nayui

(BMpPOBHMLTBO "in
bulk", nepeuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTpOrb cepii,
Bignosigae 3a
BUMNYCK cepii);
€BpodiHC
Bio®apma lMpogaxT
TecTiHr MioHxeH
m6X, HimeyuunHa
(mikpobionoriuHe
TECTYBaHHs);
CuHeppxi Xeanc
AnnepcxayseH
'm6X, HimeuunHa;
CuHeppxi Xeanc
HaHikeH En[lxi,
LLiseniuapis
(cTtepunisauis); BB
CrepinizewHcepsi3
'mMG6X, HimeuunHa
(cTepunisauis,
MikpobionoriyHe

BigMNoBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBigHOCTI
€sponevicbkinn apmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €Bponenchkin
dapmakonei) - OHoBneHW cepTudikat Bif yxe
3aTBepAKeHoro BUpobHuka. MogaHHs oHOBNEHOro
cepTudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2003-037 - Rev 03 (3atBepaxeHo: R1-CEP 2003-
037 - Rev 02) ans A®I rosepeniHy Bif BXe 3aTBEpPOXKEHOIO
BMpoGHMKa Bachem AG, LLBeliuapisi, sk Hacnigok amiHa y
cneumdikaLii 3a NOKa3HMKOM «3anMLLIKOBI PO3YNMHHUKIY .




35 [TponoBkeHHs qoaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TecTyBaHHs1); llabop
JIC CE & Ko. KT,
HimeyuunHa
(mikpobionoriyHe
TECTYBaHHs)
54. | TPACTUM® PO34MH NS iH'EKLiNn, O-p IHAisa O-p Peppi'c IHgia BHECEHHS 3MiH O peecTpauinHuX maTepianis: TexHiyHa - UA/11872/01/01
0,3 mr/mn; in bulk: Peppi'c Jla6opaTopic Jltg nomwunka (3rigHo Hakasy MOS3 Big 23.07.2015 Ne 460)
no 1 mn y donakoHi; INNabopato TexHiYHi TOMUNKK, SKi HOCATL CYTO TEXHIYHWI XapakTep,
no 1000 dhnakoHiB y pic IlTa BUNPABIIEHO B €NEKTPOHHI Bepcii iHCTPYKLi Ans MeguyHoro
Kopobui 3acTOCyBaHHS NikapcbKoro 3acoby B po3ginax
"®apmakoTepaneBTuyHa rpyna"”, "OcobnueocTi
3acTtocyBaHHs", "Mo6iyHi peakuii”. 3a3HadyeHe BUNpaBreHHs
BiANOBIgAE apXiBHUM MaTepianam peecTpauinHOro 4oChe.
55. | FPACTUM® PO34MH AN iH'eKLN, O-p IHAis O-p Penpi'c IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: TexHivyHa 3a UA/0633/01/01
0,3mr/mMi; no 1 mny Pepai'c JlabopaTopic Jltg nomunka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenmom
dnakoHi; no 1 ITabopato TexHiYHi MOMUIKK, SKi HOCATb CYTO TEXHIYHWUI XapakTep,
dnakoHy B pic Iltg BWMpPAaBIIEHO B €NEKTPOHHIV BEPCil iHCTPYKLUIii AN MEAUYHOro
KapTOHHiI KOpoOLyi; 3acTocyBaHHS nikapcbkoro 3acoby B po3ainax
nolmny "®apmakoTepaneBTuyHa rpyna"”, "OcobnueocTi
nornepegHbLo 3actocyBaHHs", "MobivHi peakuii”. 3a3HayeHe BUNpaBrneHHs
HanoBHEHOMY BiANOBIgAE apXiBHUM MaTepianam peecTpauifnHoro 4ocke.
wnpwui; no 1
LLUNPULY B KAPTOHHIN
KopoobLi
56. | TPUNEKC NOPOLLOK ANg HOHinab, CWA TOB HOC dapmauis, Monbwa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/6285/01/01
XOTAKTUB oparnbHOro PoO34nHy, n MonbLya (BMpObHUK, 3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat peuenma
MAKC no 5 r NopoLuky y BignosiganbHWM 3a BigMNoBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.

cawe; no 5 cawe
abo no 8 cawe y
KapTOHHIN navui

BMPOGHMLTBO 3a
MOBHUM LKIIOM)

MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHOCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€sponevicbkinn papmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchkin
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2003-179 - Rev 04 (3aTtBepaxeHo: R1-CEP 2003-
179 - Rev 03) ana A®I ceHinedpuHy rigpoxnopvay Bif BXxe
3aTBepakeHoro BupobHuka Malladi Drugs &
Pharmaceuticals Limited Unit-3, India.
3Minn | TUny - 3miHm 3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANoBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BiANoBigHOCTI €Bponenchkii papmakonei: ans AdI; ana
BVXiAHOrO Marepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpobHuUTBI A®I; Ans AonomikHOT
peyvoBUMHM (CepTuUdikaTt BianoBigHOCTI EBponenchki
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKa - MOAaHHSA OHOBIEHOTO
cepTudikaTta BignoBigHocTi €Bponenchkin hapmakonei Ne
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
R1-CEP 2015-075 - Rev 00 (3atBepaxeHo: RO-CEP 2015-
075 - Rev 01) ans A®I cdeninedpurHy rigpoxnopuay Bif Bxe
3aTBepakeHoro BMpobHuka Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd., China.
57. | BEKCA- pPO34mMH AN iH ekuinn, | Tosapuct YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/15314/01/01
300POB'A 25 mr/mn; no 2 mn B BO 3 obmexeHow 3MiHM Wwopo 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy. peuenmom
amnyni; no 5 abo 10 | obmexeHo BiAMOBIAANBLHICTIO 3MiHM y KOPOTKil XapaKTepuCTMLI nikapCcbKoro 3acoby, TeKkcTi
amnyn y KapTOHHIN 10 "®apmaueBTnyHa MapKyBaHHS Ta iHCTPYKLIT A4NS MEANYHOro 3acTOCyBaHHS
Kopobui 3 Bianosiga KOMMNaHis reHepuYHMX/ribpnaHux/6ionofibHMX nikapcbknx 3acobis
neperopogkamu; no TNbHICTIO "3popos’s" nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA npenapaTt
2 mMn B amnyni; no "®apmaue (3miHa He noTpebye HagaHHS XOOHWMX HOBUX AOAATKOBMX
10 amnyn y 6nictepi; BTUYHA AaHux). 3MiHM BHECEHO [0 IHCTPYKLUii Ans MeanyHoro
no 1 Gnicrepy y KOMNaHisa 3acTocyBaHHS nikapcbkoro 3acoby y po3ainu:
KapTOHHIN KOpoOLyi; "300poB’s "®apmakornorivyHi BnactusocTi”, "lNMpoTunokasaHHs",
no 2 mn B amnyini; " "B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
no 5 amnyny B3aemogin", "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
6nictepi; no 1 abo 2 nepiog BaritTHocTi abo rogyBaHHs rpyaa”, "Cnocib
Gnictepn y 3acTocyBaHHsA Ta go3un", "MobiyHi peakuii 3rigHo 3
KapTOHHIl kopobui iHCbopMaLieto LWOAO0 MEAMYHOrO 3acTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (QEKCAJTTH® IH'EKT,
pPO34nH s iH’ekuin, 25 mr/mn). BBegeHHs 3aMiH npoTsirom 6-
TV MicaUiB Nicnsa 3aTBepaKEHHSA
58. | AENPATAN Tabnetkn AT Monbwa BMPOBHMLTBO MonbLa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/17428/01/02
KULLKOBOPO3YMHHI MO "Apaven "rpaHynaTy": 3MiHu 3 gKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3miHn y peuenmom
60 mr; mo 7 Papma” AT «Apamen BMPOBHMLTBI. 3MiHa po3Mipy cepii (BKMoY4aoum gianasoH
Tabnetok y obnicrepi; dapmav, MonbLa po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs o
no 1 abo 4 6nictepu BUPOGHMLTBO, 10 pasiB NopiBHSHO i3 3aTBEpAKEHNM po3mipom) BBeaeHHs
Y KapTOHHIl kopobui nepBuHHe Ta po3mipy cepii 113 119,4 kr 400 000 TabneTok Ans
BTOPUHHE Henpartan, TabneTkv KMLLKOBOPO34MHHI no 60 mr
nakyBaHHs1, BUMYCK 3atBepaxeHo The intended commercial batch Duloxetine 60
cepii: mg gastro-resistant tablets will be approximately about 50
AT «Agameq kg. which theoretically yield 166 666 tablets 3anponoHoBaHo
dapmay, MonbLwa The intended commercial batch Duloxetine 60 mg gastro-
BMPOGHMLUTBO resistant tablets will be approximately about 50 kg. which
"rpaHynaTy": theoretically yield 166 666 tablets, or 119.4 kg which
AT «Apnamvep theoretically yield 400 000 tablets BeegeHHs 3MiH NpoTsirom

®dapmanr, MonbLa

6-Tv MicaLiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3miHuM 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3amiHa abo BBeAEeHHS [10AATKOBOI AiNbHUL BUPOBHMLTBA
Ans YacTuHKM abo BCbOro BUPOBHNYOro NpoLecy roToBoro
nikapcbkoro 3acoby (QinbHMLA, Ha SKii NPOBOAATLCS Oyab-
sIKi BUpOOHWYI cTafii, 3a BUHSATKOM BUMYCKY Cepiii, KOHTPOItO
AIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NaKyBaHHS, Ans
HecTepurbHMX Nikapcbkux 3acobiB) BBeaeHHA Ao4aTKOBOT
AiNbHWL BUPOBHULTBA ANS YaCTUHKM BUPOBHMYOro npouecy
N3, Ha sikili NPOBOAATLCS BUPOBHULTBO «rpaHynsTy» B
npoueci BupobHuutea J13 AT «Apamen ®apmar NeHbKoB,
Byn. M. AgamkeBuya 6A, 05-152 YocHoB 3 micLem
Bupo6HuUTBa: AT «Agamen ®apmay, Byn. Mapw. Ix.
Mincyacbkoro 5, 95-200, Mab’aHiue. BBegeHHs 3MiH
npoTsArom 6-Tv MicauiB nicns 3aTBepaXeHHsA. 3Minm Il Tuny -
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BMPOBHMLTBI. 3MiHM BUNpobyBaHb abo JOMyCTUMMX MEX,
BCTaHOBIEHMX Yy cneuudikauisx, nig 4yac BupobHmuTBa
roTOBOro MikapCbKoro 3acoby (PO3LMPEHHS 3aTBEPXKEHNX
OOMyCTUMUX MEX A1 MOKa3HWKIB, AKi MOXYTb MaTu iCTOTHUIA
BMIMB Ha 3arasbHy SKICTb FOTOBOTO NikapCbkoro 3acoby)
Po3swupeHHs nimiTy 4ns napameTpy «aHani3 npocitoBaHHA»
Ha cTagii «rpanynsuii» 3atsepaxeHo He meHLwwe Hix 60%
YaCcTUHOK giameTpom noHag 160 mkm 3anponoHoBaHo He
MeHLUe Hix 54,9% vacTuHOK giameTpom noHag 160 Mkm
BBegeHHs 3MiH NpoTarom 6-Tu MicaUiB Nicns 3aTBEPAXEHHS.
59. | AENPATAN TabneTkn AT Monbwa BUPOBHMLUTBO MonbLlwa BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/17428/01/01
KULLKOBOPO34YMHHI NO "Agaven "rpaHynaty": 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y peuenmom
30 mr;no 7 dapma" AT «Apamen BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKMoYaoum gianas3oH
TabneTtok y Gnictepi; dapmay, MonbLa po3Mmipy cepii) roToBoro nikapcbkoro 3acoby (36inbLUeHHs 4o
no 1 abo 4 Gnictepu BUPOBHMLUTBO 10 pasiB NOPIBHSAHO i3 3aTBEpAXEHNM PO3MipoM) BBeaeHHs
Y KApTOHHI Kopobui "rpaHynaTy": po3mipy cepii 113 119,4 kr 800 000 TabneTtok ans
AT «Apnamvep [enpatan, TabneTku KUWKOBOPO34MHHi no 30 mr
dapmay, MonbLa 3aTtBepaxeHo The intended commercial batch Duloxetine 30
BUPOBHMLTBO, mg gastro-resistant tablets will be approximately about 50
nepBUHHE Ta kg. which theoretically yield 333 333 tablets 3anponoHoBaHo
BTOPUHHE The intended commercial batch Duloxetine 30 mg gastro-
nakyBaHHs1, BUMYCK resistant tablets will be approximately about 50 kg. which
cepil: theoretically yield 333 333 tablets, or 119.4 kg which
AT «Apamven theoretically yield 800 000 tablets

dapmay, Monbwa

BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3miHu | TNy - 3miHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
3MiHn y BUpobHMUTBI. 3amiHa abo BBegEHHSI 40OaTKOBOI

[inbHULi BUPOOHULTBA ANst YacTUHU abo BCbOro

BMPOGHMYOro NpOLECY rOTOBOIO fikapcbKoro 3acoby
(minbHMUS, Ha skl NpoBoAATLCA Byab-siKi BUPOOHWYI cTagii,
3a BUHATKOM BUMYCKY Cepii, KOHTPOSIKO SKOCTi, MEPBUHHOIO
Ta BTOPWHHOIO NaKyBaHHS, A HECTEPUNbHUX MiKapCbKuX
3acob6iB) BeegeHHst gjogatkoBoi AinbHULI BUpobHULTBa Ans
YacTuHK BUpobHM4Yoro npouecy 13, Ha sk npoBoasTbCA
BUPOGHMLTBO «rpaHynsTy» B npoueci BupobHuuTtea J13 AT
«Agameg ®apma» NeHbkos, Byn. M. Ajamkesuya 6A, 05-
152 YocHoB 3 micuem BupobHuuTBa: AT «Agamen dapmay,

Byn. Mapw. . Mincyacekoro 5, 95-200, Ma6’sHiue

BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
3MiHum |l Tuny - 3MiHm 3 sikocTi. FoTOBMI Nikapcbkui 3acib.

3MiHu y BUpoGHMUTBI. 3MiHU BUNpobyBaHb abo AonycTUMmX

MeX, BCTAHOBINEHWX Y cneumdikauisx, nig yac BMpobHuUTBa

roTOBOrO NiKapCbKOro 3acoby (PO3LUMPEHHS 3aTBEPAKEHNX

OOMyCTUMUX MeX AN MOKa3HWKIB, SKi MOXYTb MaTu iCTOTHUIA
BB Ha 3ararnbHy SIKICTb FOTOBOrO NikapCbKoro 3acoby)

PoswmpeHHs nimiTy Ana napameTpy «aHani3 npocitoBaHHS»
Ha cTagii «rpaHynsuii» 3atBepaxeHo He MeHLwwe Hix 60%
YacTUHOK AiameTpom noHaz 160 mkm 3anponoHoBaHo He
MeHLUe Hix 54,9% vacTuHOK giameTpom noHag 160 Mkm

BBeaeHHs 3MiH NpoTSArom 6-TM MicAUB Nicns 3aTBEPAXKEHHS.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
60. | AEPEBIIO TpaBano 50ry MpAT YkpaiHa MpAT "NliktpaBn" YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/5671/01/01
TPABA naykax 3 BHyTpiwHimM | "Iliktpasun” 3MiHun wopo 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay peuenma
naketom; no 1,5ry (iHWi 3miHWM) OHOBMNEHHSI TEKCTY MapKyBaHHS YNaKoBKU
dinbTp-nakeTi; No nikapcbkoro 3acoby (n. 17 IHLE). BBeaeHHsi 3MiH NpoTarom
20 ginbTp-nakeTiB y 6-Tn MicaLiB nicns 3aTBepaXeHHS
navui abo y nayui 3
BHYTPILUHIM NaKeTOM
61. | AETPAINEKC TabneTku, BKPUTI e PpaHuis Na6opaTopii Ceps' € ®paHuis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3minu Il Tuny bes UA/4329/01/01
® NniBKOBOIO JIABOPAT IHoacTpi - 3MiHu wopno 6eanekn/edbeKTUBHOCTI Ta hapmakoHarnsgy. peuenma
o6onoHkoto, no 500 YAP 3MiHM y KOPOTKi XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
mr, no 15 Tabnetok CEPB'€ MapKyBaHHS Ta iHCTPYKUIT ANA MEANYHOrO 3aCTOCYBaHHS y
y 6nicTepi; no 2 abo 3B’A3KY i3 HOBUMMW JaHUMW 3 SIKOCTi, AOKNIHIYHUMN,
4 6nictepn B KNiHIYHUMW gaHUMK Ta AaHuMK 3 dpapMakoHarnagy - 3MiHv
KOpOOGLi 3 KapTOHY BHECEHO A0 iHCTPYKLUi A1 MEAUYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o poaginy "Cnocib 3actocyBaHHsl Ta
[03n" BignoBigHO 40 MaTepianiB peecTpauiiHoro 4OCLE.
BBegeHHs 3MmiH npoTarom 9 micsuUiB Micnsa 3aTBEPAKEHHS
62. | AETPAJIEKC TabneTkn, BKPUTI e dpaHuis JlabopaTopii CepB' € dpaHuia BHECEHHS 3MiH 40 peecTpauinHmx maTtepianis: 3miHu Il Tuny 6e3 UA/4329/01/02
® 1000 MI NniBKOBOIO JTABOPAT IHpacTpi - 3miHn wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. peuenma
obornoHkoto, no 1000 YAP 3MiHU y KOPOTKiVi XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
Mr, no 9 TabneTok y CEPB'E€ MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3aCTOCYBaHHS Y
6nictepi; no 2 3B’A3KY i3 HOBMMMW JA@HUMWU 3 SIKOCTi, AOKMIHIYHUMN,
Gnictepn B Kopobui KMiHIYHUMW JaHUMK Ta AaHnMK 3 dbapmakoHarnsagy - 3MiHn
3 KapToHy, no 10 BHECEHO [0 IHCTPYKUiT ANs MeANYHOro 3acTOCyBaHHS
Tabnetok y onicrepi; nikapcbkoro 3acoby oo po3aginy "Cnocib 3actocyBaHHA Ta
no 3 abo 6 brictepis [o3n" BiAnoBiaHO A0 MaTepianis peecTpauiiHoro foChe.
B KOpobLji 3 KapTOHY BBefeHHs 3MiH npoTsirom 9 MicsiLiB nicns 3aTBepAKEHHS
63. | AUMETUN®Y | kancynu 3 Mictpan AHrnis BrpobHuuTBO Yuni/ BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/18285/01/01
MAPAT- MoaudpikoBaHUM Kenitan roTOBOI NiKapCbKOl Icnanis/ 3MiHM Wwoao 6e3neku/edPeKTUBHOCTI Ta dhapMakoHarnagy. peuenmom
BICTA BUBIMbHEHHAM MO MeHemxm cdopmMu, NepBrHHA Yecbka 3MiHM y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
120 mr, no 10 eHT Ta BTOPUHHA Pecny6nika/ MapKyBaHHS Ta iHCTPYKUiT ANA MeANYHOro 3acToCyBaHHS
Kancyn y 6nictepi; Timiteq yrnakoBKa, KOHTPOIb HimeyumHa reHepuy4HMX/riopnaHnx/GionoAibHNx nikapcbkmx 3acobis

no 2 6nictepu B
KapTOHHIN navi

cepil, BUMNyCK cepii:
CiHToH Yuni N1pa.,
Yuni
MepBuHHA Ta
BTOPWHHA YNaKoBKa,
KOHTpOrb cepii,
BUMYCK cepii:
CiHTOH XicnaHis,
C.1., Icnanisa
KoHTponb cepii:
KeiHTa-AHaniTika
C.p.o., Yecbka
Pecnybnika
KoHTponb cepii
(mikpobionorivyHui):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
KoHTponb cepii
(mikpoGionoriyHui):

nicns BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHUI npenapat
(3MiHa He nNoTpebye HagaHHS XOAHMX HOBUX 40OATKOBMX
naHux) 3MiHM BHECEHi [0 iHCTPYKLIi AN MeguyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"dapmakonoriyHi BnactmsocTi", "OcobnueocTi
3acTocyBaHHs", "lMepeno3yBanHHs", "MobivHi peakuii” 3rigHo 3
iH(bopMaUi€to WoA0 MeAUYHOT0o 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Tecfidera 240 mg,
racTpopesunCTEHTHI kancynu TBepai) BBegeHHs 3miH
NpOTHArom 6-Tu MicsILiB Nicns 3aTBepoXKEHHS




39 [TponoBkeHHs qoaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Jlabop N+C Al ,
HimeyuunHa
64. | AUMETUN®Y | kancynu 3 MicTtpan AHrnia BupobHuLTBO Yuni/ BHECEHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/18285/01/02
MAPAT- moaucpikoBaHUM Kenitan roTOBOI NiKapCbKoi Icnanis/ 3miHu Wwopao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay. peuenmom
BICTA BVBINIbHEHHAM MO Menenxm dopmu, NepBnHHa Yecbka 3MiHM y KOPOTKil XapaKTepUCTMLI nikapCcbKoro 3acoby, TeKkcTi
240 wr, no 10 EeHT Ta BTOPVHHA Pecny6nika/ MapKyBaHHS Ta IHCTPYKLUiT 4Ns MEAWYHOro 3aCTOCYBaHHS
Kancyn y énictepi; Timiteq ynakoBKa, KOHTPOmb HimeyvunHa reHepuyHUX/ribpnaHmx/6ionoaibHMxX nikapcbkux 3acobiB
no 6 6nicTtepis B cepii, BUNYyCK cepil: nicns BHECEHHS TiEl caMoi 3MiHM Ha pedepeHTHMI npenapaT
KapTOHHIN nayui CiHToH Yuni N1pa., (3miHa He noTpebye HagaHHS XXOOHUX HOBUX OOAaTKOBMX
Yuni naHux) 3MiHM BHeCeHi [0 iHCTPYKLii Ans MeguyHoro
MepBuHHa Ta 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
BTOPMHHA yNakoBKa, "dapmakonoriyHi BnactmsocTi", "OcobnuneocTi
KOHTPOIb cepii, 3acTocyBaHHs", "lMepeno3yBaHHs", "MobiuHi peakuii” 3rigHo 3
BMNYCK cepii: iHbopmaLiieto LWoA0 MEANYHOIO 3aCTOCYBaHHS
CiHTOH XicnaHis, pedepeHTHOro nikapcbkoro 3acoby (Tecfidera 240 mg,
C.J1., IcnaHis racTpopesnCcTeHTHI kancynu TBepai) BeegeHHs 3MiH
KoHTponb cepii: npoTArom 6-Tu MicsUiB Nicns 3aTBepaKeHHS
KBiHTa-AHaniTika
C.p.o., Yecbka
Pecnybnika
KoHTponk cepii
(mikpoGionoriyHuin):
ITECT nnioc, c.p.o.,
Yecbka Pecny6nika
KoHTponb cepii
(mikpobionorivyHun):
TNa6op N+C Al",
HimeyunHa
65. | AUTUNIH NMOPOLLIOK TOB YkpaiHa HaykoBo- Pecnybnika BHECEHHS 3MiH [0 peecTpaLiiHUX MaTepianis: 3MiHa - UA/10238/01/01
(cybeTaHuis) y "BIONIK TEXHOMNOTIYHNIA Bipmeisi 3asiBHUKA (BnacHWKa peecTpauintHoro nocigvyeHHst). TepMiH
6aHkax abo y PAPMA" LEHTp OpraHiyHoi Ta BBEAEHHA 3MiH - NPOTArom 6 micALiB nicnsa 3aTBEpAXKEHHS.
MilLKkax ons apmaLeBTUYHOI
BUPOGHMLTBA ximii HAH PB
CTEepUIbHUX OepxaBHa
nikapcbkux hopm HekomepLjinHa
opraHisauis
(HTLUO®X) HAH PB
OHKO IHcTuTyT
TOHKO| OpraHiyHo|l
Ximii im. AJ1.
MHaxosiHa
66. | OIOKOP TabneTku, BKPUTI TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/11341/01/01
COJIo 160 NniBKOBOO "ACIHO 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l' E-cepTudikar peuenmom
obornoHkot, no 160 YKPAIHA" BiAMOBIAHOCTI €Bponencbkin dapmakonei/MmoHorpadii.

Mr, no 10 TabneTok
y 6nicTepi; no 1 abo
3, abo 4, abo 9
GnicTepi y
KapTOHHIN nayui

MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BiZNOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponenickkin dpapmakonei: gna A®l; anst BUxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; AN [onoMikHOT
peyoBUHYM (cepTudikaT BiaNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHoBNeHMN cepTudikart Big yxe
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[TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

3aTBepOKeHoro BUpobHUKa - BBegeHHs1 oHoBrneHoro CEP Ne
R1-CEP 2010-072-Rev 02 gnsa A®| BancapTaH Big Bxe
3aTBEepAKeHOro BMpobHuKka “Zhejiang Huahai
Pharmaceutical Co., Ltd”, Kutain. (3aTtBepmkeHo: Ne R1-CEP
2010-072-Rev 01)
Y oHoBneHin Bepcii CEP Biabynmcb HacTynHi 3MiHK:

1. P. BUpoGHMUTBO KiHLEBUI NPOAYKT: A0AAHa [odaTKoBa
CTapisa rpaHynsauii; BUpoGHUYMIA Npouec cTagili cuHTesy 6yB
OMTMMI30BaHUM ONA 3MEHLLEHHS KiNbKOCTi AeAKNUX BUXiOHNX

MaTepianis, 6e3 3MiHu cTagin cnHTesy.

2. P. BupobH1uTBO NpomixkHuii npoaykT: 36inbweHo
HOPMYBaHHS1 BMICTY a3ugy Y BUXigHOMY (MPOMiDKHWI
NPOAYKT) BancapTaHi, BignoBigHO ckoperoBaHa
KOHLIEHTpaLis BUNpobyBaHOro po3ymHy. HopmyBaHHa Asngy
Y KiHUEeBOMY MpoAyKTi 3anuwaeTbcs 6e3 3MiH.

3. P. Cneuudikauis Ta MmeToam KOHTPOM0: 3MEHLIEHO
HopmyBaHHs Ang Aomiwok NDMA ta NDEA fo He GinbLue
0,03 ppm (6yno NDMA He 6GinbLue 0,300 ppm 1a NDEA He
6inbwe 0,082 ppm) BiANOBIAHO 3MiHEHWIA METOL, KOHTPOSIO 3
'X-MC Ha 'X-MC/MC. JogaHo KOHTPOSb MyTareHHOi
nomiwku 5-(4’-(asngomeTtun)-[1,1’- GicheHin]-2in)-1H-
TeTpason (AZBT) (CAS 152708-24-2) metogom PX-MC/MC
(He 6inbwe 4,7 ppm) BignosigHo o ICH M7 (metoamnka
HaBegeHa B CEP);
3MiHu | Tuny - 3MiHu 3 skocTi. A®l. KonTtponb A®I. 3miHa y
napameTpax crneuudikadin Ta/abo JonycTMMUX Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiOHW/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea A®I (iHwwi 3miHu)
- 3MiHa y cneumdikauii BxigHoro koHTpornto APl BancapTtaHy
BMpo6HMUTBa “Zhejiang Huahai Pharmaceutical Co., Ltd”,
Kutaii (koHTporb (i3nKo-XiMiYHMX MOKa3HUKIB SKOCTI
«CynbdaTtHa 30na», «3anuLKoBi KiNbKOCTi OpraHiyHnx
PO34YMHHUKIB», IPOBOAMUTLCS B PEXUMI MOHITOPUHTY, ane He
pigwe 1 pasy Ha pik. B iHnX BUNagkax pesynbtatu
KOHTPOIIO NEPEHOCHATLCS i3 cepTudpikaTy SKocTi BUpobHUKa
A®I| B AHaniTuuHun 3BiT TOB «®apma CtapT»); 3MiHu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MonaHHs HoBOro abo OHOBMEHOrO cepTudikaTa
BigNoOBIigHOCTI abo BUNy4eHHs ceptudikarta BianoBigHOCTI
€Bponevickkin dpapmakonei: gna A®l; anst BUxigHoro
marepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
apmakonei) - OHoBNEeHU cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHUKA - nofaHHsa oHoBneHoro CEP Ne

R1-CEP 2014-008-Rev 01 gnsa A®| BancapTaH Big Bxe

3aTBepakeHoro BupobHuka « SECOND PHARMA CO.,

LTD.», Kutan.

(3atBepmxkeHo: Ne R1-CEP 2014-008-Rev 00)
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky

(nikapcbka ¢gpopma,

ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Y Hogin Bepcii CEP Bigbynucb HacTynHi 3MiHK:

1. 3MiHEHO HOpMYBaHHS - AN5 MOKA3HWKIB HATpilo a3ng, 4-
6pommeTun-2-umaHobicperiny, 4’,4’-gubpoMmmeTnn-2-
umnaHobicbeHin ameHLwweHo 4o He Ginble 4,6 ppm ans

nokasHukie N-Hitposo-gumetunamiin (NDMA), N-
Hitposoametunamin (NDEA) oo He 6inblue 0,03ppm
2. [lonaHo NoKa3HWKM KOHTPOSO goMilika 5-(4'-
(asnpomeTun)-[1,1- BicbeHin]-2in)-1H-TeTpason (He Binblue
4,6 ppm), 3aranbHa KinbKiCTb MyTareHHMUX LOMILLIOK (He
Ginbwe 15,625 ppm);
3miHu | Trny - 3minm 3 akocTi. A®l. Kontpone A®I. 3miHa y
napameTpax crneuudikauin Ta/abo gonycTuMux Mex,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BVXiAHWIN/NPOMDKHUIA NpOAYyKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea AdI (iHwi 3MiHKM)
- BHECEHHS 3MiH 4O peecTpauinHNX maTepianis Ha
nikapcbkuii 3acib, y 38’A3Ky 3 BBEAEHHSAM A0AATKOBOTO
NnoKasHuKa KOHTPOIo «3aranbHa KinbKiCTb MyTareHHux
nowmiwok» B APl BancaptaH Bupo6Huka « SECOND
PHARMA CO., LTD.», Kutain, a came AONOBHEHHS
BignosigHoi ClL, Ha A®| npumiTKotO LOA0 AOMILLIOK «5» -
Cyma BCiX NOTEHLiNHO MyTareHHMX JOMILLIOK,
nepepaxoBaHux y CEP, Bkntovatoun: Asug, 4-6pommeTtnn-2-

umaHobideHin, 4’,4’-aubpommeTun-2-unaHobidpeHin, 5-(4'-

(asnpomeTun)-[1,1’- GicpeHin]-2in)-1H-TeTpaszon; amiHu | Tvny
- 3MiHu 3 akocTi. ADL. KoHTponb A®I. 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNpobyBaHHSA
(Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BWXiAHOro/NpOMIDKHOrO NMPOAYKTY) - BHECEHHS 3MiH [0
peecTpauinHMx MaTepianis Ha nikapcbkvn 3acib, a came
BBEJIEHHS anbTepHATUBHOI METOANKN BU3HAYEHHSI
nokasHukis koHTponto A®| BancaptaH N-
HitposoanmeTtunamin (NDMA) Ta N-HiTpo3o-gnetunamin
(NDEA) pospobneHroi TOB «®apma CtapT» Ha OCHOBI
meToay, BBefeHoro BupobHukamu Ad| «Zhejiang Huahai
Pharmaceutical Co., Ltd», Kutan Ta « SECOND PHARMA
CO., LTD.», Kutan

67.

AIOKOP
cono 8o

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 80
Mr, no 10 TabneTok
y 6nicTepi; no 1 abo
3, abo 4, abo 9
GnicTepi y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€sponevicbkin papmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BMKOPUCTOBYIOTbCA Y BUpobHuUTBI A®I; Ans AonomikHOT
peyvoBUHM (CepTuUdikaT BianoBigHOCTI EBponenchki
apmakonei) - OHoBREeHUI cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - BBEAEHHS OHoBNeHoro CEP Ne
R1-CEP 2010-072-Rev 02 ans A®| BancapTaH Big BXe

3a
peuenmom

UA/11341/01/02




42 [TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aTBEepAKeHOro BMpobHuKka “Zhejiang Huahai

3aTBEPAKEHOr0 BUPOOHUKA - NnofaHHsa oHoBreHoro CEP Ne

Pharmaceutical Co., Ltd”, Kutan. (3atBepaxeHo: Ne R1-CEP
2010-072-Rev 01)

Y oHoBneHin Bepcii CEP Biabynucb HacTynHi 3MiHK:

1. P. Bupo6HMLTBO KiHLIEBUIA NPOAYKT: AodaHa fodaTkosa

cTagis rpaHynsuii; BApobHUYMiA npouec cTagin cuHTesy byB

ONTMMI30BaHUNM ANA 3MEHLLEHHS KiNbKOCTi OeAKNUX BUXiQHNX

matepianis, 6e3 3MiHV cTagin CMHTe3Yy.

2. P. BUpo6HULTBO NPOMiXKHMI NpoayKT: 36inbLueHo

HOPMYBaHHS BMICTY a3ugy Y BUXigHOMY (MPOMIDKHUI
npoayKT) BancapTaHi, BiANOBIAHO CKoperoBaHa

KOHLIEHTpaLis BUNpobyBaHoro po3ymHy. HopmyBaHHs Asngy

Y KiHUEeBOMY NpOoAYyKTi 3anuwaeTbcst 6e3 3miH.

3. P. Cneuudpikauia Ta meToam KOHTPOO: 3MEHLIEHO
HopMyBaHHs anst gomiwok NDMA ta NDEA 1o He 6inbLue
0,03 ppm (6yno NDMA He 6inbLue 0,300 ppm Ta NDEA He

6inbwe 0,082 ppm) BiANOBIAHO 3MiIHEHUI METOZ, KOHTPOSHIO 3

'X-MC Ha N'X-MC/MC. JogaHo KOHTPOSb MyTareHHoi

nomiwkm 5-(4’-(asngomeTun)-[1,1’- GicheHin]-2in)-1H-
TeTpason (AZBT) (CAS 152708-24-2) metogom PX-MC/MC

(He GinbLwe 4,7 ppm) BignosigHo o ICH M7 (MeToaunka
HaBegeHa B CEP);
3MiHn | Tuny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTuMmnx Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWIN/NPOMIDKHUI NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuuytea API (iHwi 3miHm)
- 3MiHa y cneumdikauii BxigHoro koHTpornto APl BancapTtaHy
BUpobHMUTBa “Zhejiang Huahai Pharmaceutical Co., Ltd”,

Kutaii (koHTporb i3nKo-XiMiYHMX NOKa3HUKIB SIKOCTI

«CynbdaTtHa 30na», «3anuLKoBi KiNbKOCTi OpraHiyHnx
PO3YMHHUKIB», MPOBOANTBLCS B PEXUMI MOHITOPUHTY, ane He
piawe 1 pasy Ha pik. B iHLIKX BUNagkax pesynbTatu
KOHTPOIMIO NEPEHOCHATLCS i3 cepTudikaTy sIKOCTi BUpOBHWMKa
A®I| B AHaniTnuHun 3BiT TOB «®apma CtapT»); 3MmiHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BigMNoBigHOCTI E€Bponenchki papmakonei/MmoHorpadii.

MogaHHA HoBOro abo oHoBMEHOro cepTudikara

Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkin papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo

BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI API; ansg nonomMikHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI €EBponenchki
dapmakonei) - OHoBneHu cepTudikat Bif yxe

R1-CEP 2014-008-Rev 01 gns A®| BancapTaH Big Bxe
3aTBepakeHoro BMpobHuka «SECOND PHARMA CO.,
LTD.», Kutan.

(8aTtBepakeHo: Ne R1-CEP 2014-008-Rev 00)

Y Hosili Bepcii CEP Bigbynuce HacTynHi 3MiHu:

1. 3MiHEHO HOPMYBaHHS - AN NOKA3HUKIB HATPItO a3ung, 4-
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6pommeTun-2-umaHobideriny, 4’,4’-gubpoMmmeTnn-2-
uMaHobicbeHin 3MeHLWweHo Ao He Ginblue 4,6 ppm ans
nokasHukie N-Hitposo-gumetunamid (NDMA), N-
Hitposoametunamin (NDEA) oo He 6inblue 0,03ppm
2. [logaHo NOKa3HWKM KOHTPOIIO AoMillka 5-(4'-
(asnpgomeTun)-[1,1’- 6icdeHin]-2in)-1H-TeTpason (He GinbLue
4,6 ppm), 3aranbHa KinbKiCTb MyTareHHUX SOMILLIOK (He
6inbLe 15,625 ppm);
3minn | TMny - 3miHn 3 sikocTi. A®I. KoHTponb AL, 3miHa y
napameTpax crneuudikauin Ta/abo JonycTUMUX MeX,
BM3HaYeHux y cneumdikauisx Ha Adl, abo
BUXIZHWMI/MPOMIDKHMIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea AdI (iHwi 3miHK)
- BHECEHHS 3MiH 4O PeecTpaLinHux maTtepianis Ha
nikapcbkuii 3acib, y 3B’s13Ky 3 BBEAEHHSIM 404ATKOBOIO
NnoKasHWKa KOHTPOIto «3aranbHa KinbKiCTb MyTareHHUX
Aomiwok» B APl BancaptaH BupobHuka «SECOND
PHARMA CO., LTD.», Kutan, a came A0OMNOBHEHHS
BignosigHoi ClL| Ha A®| npumiTKotO LWOA0 AOMILLIOK «5» -
Cyma BCiX NOTEHUINHO MyTareHHMUX JOMILLIOK,
nepepaxoBaHux y CEP, Bkntouatoun: Asung, 4-6pommeTnn-2-
umnaHobiceHin, 4’',4’-guépommeTnn-2-umaHobicdeHin, 5-(4'-
(asanpomeTnn)-[1,1’- BicpeHin]-2in)-1H-TeTpason; amiHm | Tny
- 3miHu 3 akocTi. ADI. KoHtponb API. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BMpOGHMUTBa ADI (iHLWIi 3MiHM y MeToAax BUNPOGYBaHHS
(Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BWXiAHOro/MPOMIDKHOrO MPOAYKTY) - BHECEHHS 3MiH A0
peecTpauinHmx MaTepianisB Ha nikapcbkuii 3acib, a came
BBEIEHHS anbTepHATUBHOI METOAMKM BU3HAYEHHSI
nokasHukie koHTponto APl BancaptaH N-
HitposoammeTtunamin (NDMA) ta N-HiTpo3o-gnetunamin
(NDEA) po3po6neHoi TOB «®apma CtapT» Ha OCHOBI
meToay, BBefeHoro BupobHukamm Ad| «Zhejiang Huahai
Pharmaceutical Co., Ltd», Kutait Ta «< SECOND PHARMA
CO,, LTD.», Kutan

68.

AIP0PC 160

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, 5
mr/160 mr; no 10
Tabnetok y 6nictepi;
no 1 abo 3 Gnictepu
B KapPTOHHIN mayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/lE-cepTudikat
BiANOBigHOCTI €Bponenchkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BigNoBigHOCTI abo BUMy4eHHs1 cepTudikata BignoBiaHOCTI
€sponeiicbkint papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyvoBUHM (CepTuUdikaT BiANOBIgHOCTI €Bponeinchkii
dapmakonei) - OHoBreHu cepTudikat Bif yxe
3aTBepOKeHOro BUpobHuka - OHoBNEHWI cepTudikar Big
yxe 3aTBepakeHoro BupobHuka(b.lll.1. (a)-2,IB) - BBeaeHHs
oHoBneHoro CEP Ne R1-CEP 2010-072-Rev 02 gns A®|
BancapTtaH Big Bxe 3aTBeppkeHoro BUpobHuka “Zhejiang

3a
peuerimom

UA/12365/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

Huahai Pharmaceutical Co., Ltd”, Kutaii. (3aTBepaxeHo: Ne
R1-CEP 2010-072-Rev 01). Y oHoBneHin sepcii CEP
Bigbynuce HacTynHi amitu: 1. P. BUpobHUUTBO KiHLEBWUIA
NPOAYKT: AOAAHa AoAaTKoBa CTaAis rpaHynsuii; BUPOOHNYMIA
npouec cragii cuHTe3y 6yB ONTUMI30BaHWIA 4151 3MEHLLEHHS
KiNbKOCTi AesKMX BUXiAHUX maTepianis, 6e3 3MiHu cTagin
cuHTesy. 2. P. BUpoGHMUTBO NPOMIDKHMIA NPOAYKT:
306inbLIeHo HOpMYyBaHHSI BMICTY a3uay Y BUXiGHOMY
(NpoMibXHWIA NPOAYKT) BaricapTaHi, BignoBigHO ckoperosaHa
KOHLeHTpaList BunpobysaHoro po3yvHy. HopmysaHHs Asugy
y KiHLIeBOMY NpOoAyKTi 3anuwaeTbcs 6e3 3miH. 3. P.
Cneuudikauisi Ta MeToam KOHTPOM: 3MEHLLEHO
HopMyBaHHs anst gomiwok NDMA ta NDEA o He 6inbLue
0,03 ppm (6yno NDMA He 6inbLue 0,300 ppm ta NDEA He
6inbwe 0,082 ppm) BiANOBIAHO 3MiHEHWIA METOL, KOHTPOSIO 3
['X-MC Ha N'X-MC/MC. JogaHo KOHTPOSb MyTareHHoi
Aomiwku 5-(4’-(asmgometun)-[1,1’- Gidperin]-2in)-1H-
TeTpason (AZBT) (CAS 152708-24-2) metogom PX-MC/MC
(He GinbLwe 4,7 ppm) BignosigHo go ICH M7 (meToamka
HaBeaeHa B CEP); 3miHu | Tuny - 3miHu 3 akocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax cneumdikauin Ta/abo
OOMYCTUMUX MeX, BU3HaYeHUX y cneundikauisx Ha Adl, abo
BVXiAHWIN/NPOMDKHWIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYOTbCS Y npoueci BupobHuutea A®I (iHLwi 3miHM)
- 3MiHa y cneumdikauii BxigHoro koHTpornto A®l BancaprtaHy
BMpobHMUTBa “Zhejiang Huahai Pharmaceutical Co., Ltd”,
Kutaii (koHTporb (i3nKo-XiMiYHMX NOKa3HUKIB SIKOCTI
«CynbdaTtHa 30na», «3anuLKoBi KiNbKOCTi OpraHiyHnx
PO3YMHHUKIB», MPOBOANTBLCS B PEXUMI MOHITOPUHTY, ane He
piawe 1 pasy Ha pik. B iHLIKX BUNagkax pesynbTati
KOHTPOIMIO NepeHOCHATLCS i3 cepTudikaTy sSiIKoCTi BUpoBHuMKa
A®I| B AHaniTuyHun 3BiT TOB «®apma CtapT»); 3miHm | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BigMNoOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MoaaHHsa HoBoro abo oHoBneHoro ceptudikarta
Bi4NoBigHOCTI abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€Bponevicbkinn apmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BVIKOPVCTOBYIOTbCH Y BUpobHUUTBI ADI; Ans AonomikHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI €EBponenchkii
dapmakonei) - OHoBneHu cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - NnofaHHsa oHoBreHoro CEP Ne
R1-CEP 2014-008-Rev 01 gns A®| BancapTaH Bia Bxe
3aTBepakeHoro BMpobHuka «SECOND PHARMA CO.,
LTD.», Kutan. (3atBepmxeHo: Ne R1-CEP 2014-008-Rev
00). Y Hosin Bepcii CEP Binbynucb HacTynHi amiHu: 1.
3MiHEHO HOPMYBaHHS - AN NOKa3HMKIB HaTpito asug, 4-
OpommeTun-2-umaHobideriny, 4',4’-gubpoMmmeTnn-2-
umaHobiceHin 3mMeHLweHo o He Ginblue 4,6 ppm Ans
nokaaHukie N-HitposogmumeTtunamin (NDMA), N-
Hitposogunetunamid (NDEA) go He 6inbwe 0,03ppm. 2.
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[logaHo NokasHMKM KOHTPOI0 AoMillka 5-(4'-(asngomeTnn)-
[1,1- BicdbeHin]-2in)-1H-TeTpason (He GinbLue 4,6 ppm),
3ararbHa KinbKicTb MyTareHHUX JOMILOK (He Ginble 15,625
ppm); 3miHn | TMny - 3MiHmn 3 sikocTi. APIl. KoHTponb ADI.
3miHa y napameTpax cneumdgikadin Ta/abo gonycTummx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BUXIZHWMI/MPOMIDKHMIA NpOAyKT/peareHT, Wwo
BMKOPWUCTOBYIOTBCS Y Npoueci BUpobHuuTBa A (iHLWi 3MiHK)
- BHECEHHS 3MiH 0O peecTpauinHnX maTepianis Ha
nikapcbkuii 3aci6, y 38’s13Ky 3 BBEAEHHSIM JOAATKOBOIO
noKasHuKa KOHTpOosto «3aranbHa KifbKiCTb MyTareHHuX
nowmiwok» B APl BancaptaH Bupo6Huka « SECOND
PHARMA CO., LTD.», Kutan, a came A0OMNOBHEHHS
BignosigHoi ClL, Ha A®I BianoBiAHOK NPUMITKOIO LLOAO
OOMiILOK «5» - Cyma BCiX NOTEHUiHO MyTareHHUX JOMILLOK,
nepepaxoBaHux y CEP, Bkntouatoun: Asug, 4-6pommeTnn-2-
umaHobideHin, 4’,4’-aubpommeTnn-2-umnaHobidpeHin, 5-(4'-
(asupgomeTun)-[1,1’- GideHin]-2in)-1H-TetTpason; 3miHun |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb AdL. 3miHa y meTogax
BunpobyBaHHA APl abo BMxigHOro maTtepiany/npomMikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpobHMuTBa AP (iHWi 3MiHM Yy MeTogax BUNpobyBaHHS
(Bkrtoyatoum 3amiHy abo gonosHeHHs) AD| abo
BWXi4HOro/NPOMI>KHOrO MPOAYKTY) - BHECEHHS 3MiH A0
peecTpauinH1Mx MaTepianiB Ha nikapcbkuin 3acib, a came
BBEAEHHS anbTepHATVBHOI METOANKN BU3HAYEHHS
nokasHukis koHTponto A®| BanbcaptaH N-
HitposogumeTtunamin (NDMA) Ta N-HiTpo3ognetunamiH
(NDEA) pospobneHroi TOB «®apma CtapT» Ha OCHOBI
meToay, BBefeHoro BupobHukamu Ad| «Zhejiang Huahai
Pharmaceutical Co., Ltd», Kutait Ta «<SSECOND PHARMA
CO., LTD.», Kutan; 3miHn | Tvny - 3MiHM 3 SIKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHoOCTI
€Bponevicbkint apmakonei/MmoHorpadii. MogaHHa HoBoro
abo OHOBMEHOro cepTudikarta BiANOBIAHOCTI 200 BUITyYEHHSI
cepTudpikaTa BignosigHOCTi €Bponenchkint hapmakonei: ans
AQI; onsa BuxigHoro Matepiany/peareHTy/nPOMiXXHOIO
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXXe 3aTBepaKeHoro BUPOGHMKa - BBEAEHHSI OHOBIIEHOTO
CEP Ne R1-CEP 2002-072-Rev 09 gnsa A®| AmnoguniHy
Gecunarty Big Bxe 3aTBepaXkeHoro BupobHuka «Glochem
Industries Private Limited», IHgis. (3aTBepmpkeHo: Ne R1-
CEP 2002-072-Rev 08). Y oHoBneHin Bepcii CEP Binbynucb
HacTynHi 3aMiHK: 1. 36inbLUeHHs po3Mmipy cepii NPoMiXKHOro
npoaykTy dranimigo amnoguniHy, BMpobHuuTtea Lofty
Laboratories Ha Il Ta IV cTagii Bupo6Huyoro npouecy AdI
amnoaunivy 6ecunaty; 2. PO3LUMPEHHS MEX HOPMYBaHHsI
YMCTOTU, XIOpoLieTONy Ta eTunaueTaTy y cneuudikauii Ha
eTun 4- xnopauetoaueTar; 3. BknioyeHHs HopMyBaHHS Ans
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HeBigomMoi gomiwkm npu RRT 0,79 y npomixHi cneumdikauii
amnoauniny 6ecunarty, ctagia-IV(B); 4. 3miHa Ha3Bu
BUPOGHMKa BUXiZHOrO MaTepiany eTun 4-
xrnopauetoaueTtarty; 5. BunyyeHHst Deacel Chemical
Industries Ltd, sik BUpoBHMKa BuxigHOro MaTtepiany ans etun
4- xnopaueToaueTart; 6. [Nepernag KinbkocTi
MOHoeTaHonamiHy 3 0,996 monspHoro BigHoweHHs o 1,02
MOTNSIPHOTO BiHOLLEHHS Y NpoLeci BUpobHuLTBa
amnogunidy 6ecunary, cragis |
69. | AOHA® PO34MH NS iH'EKLiN; MEOA Himeyunna Bionorivi ITanis ITania BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4178/01/01
no 2 mn B amnyni A dapma INa6opatopis C.p.J1. AamiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peuernmom
B KOMMMekTi 3 1 mn 'M6X eHp agpecu Micua NpoBagKeHHs OisinbHOCTI
PO3YMHHUKA Ko. KI BUPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
(oietaHonamiH, Boga BKITHOYAK04M AinNbHUL BUNYCKY cepii abo micLe npoBeaeHHS
ans iH'ekuin) B KOHTPOSIO SIKOCTI. (QisNbHICTb, 3a Ky Bignosinae
amnyni B; no 6 BUPOGHMK/iMNOpTEp, He BKIOYaouM BUNycK cepiin) 3MiHa
amnyn A Ta 6 amnyn MOYTOBOrO IHAEKCY Ta YTOYHEHHSA A0 agpecy BUpPObHMKa
By cdoytnsapi; no 1 BignoBigansHoro 3a 6ionoriYHMA KOHTPOIb.
dyTnspy B kopobui 3
KapTOHY
70. | APOCMI®PEM | Tabnetku, BKpUTI TOB YkpaiHa Mibe M'mB6X HimeuyunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/15867/01/01
® 20 NNiBKOBOKO «MIBE ApuHaimiTTenb 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnagy. peuenmom
o6ornoHkoto, no 0,02 | YKPATHA» 3MiHa y KOPOTKil XapakTepucTuLi NikapcbKkoro 3acoby, TEKCT
Mr/3 mr no 28 MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
Tabnetok y 6nictepi nigcTasi perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
(24 akTnBHI nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
TabneTku poxeBoro 3aCTOCyBaHHsI NikapcbKoro 3acoby B nicnsipeecTpauiiHni
Konbopy + 4 nepioz, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIAXKEHD,
TabneTkun nnaue6o npoBeAeHVX BiANoBiAHO A0 MnaHy neaiaTpu4HnX
6inoro konbopy); no pocrnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
1, abo no 3, abo no YNOBHOBAXXEHVM OpraHom)
6 6nicTepis B 3MiHV BHECEHO A0 IHCTPYKLUIi Ans MeaMYHOro 3aCTOCYBaHHS
KapTOHHIN ynakoBLj nikapcbkoro 3acoby Ao po3aginis "lMpoTunokasaHHs",
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii" BignosigHoO
[0 OHOBIEHOI iHbopmaLii 3 6esnekn 3acTocyBaHHS Aikounx
PEYOBUH.
BBefeHHs 3MiH NpoTArom 6-Tn MicsiLiB Nicns 3aTBepAKEHHS
71. | APOCMNIPEM TabneTtkn, BKpUTI TOB YkpaiHa Mibe Mmb6X HimeuunHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/15868/01/01
® 30 NNiBKOBOIO «MIBE ApuHanmiTTens 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
o6oroHkoto, no 0,03 | YKPAIHA» 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi

Mmr/3 mr no 21
Tabnetui y 6nictepi;
no 1, abo no 3, abo
no 6 Gnictepis y
KapTOHHIN ynakoBuj

MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynsipHO OHOBIIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro 3acoby B micnspeecTpauiiHni
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 4OCHIAXEHD,
NpOBeAEHNX BiMNOBIgHO 4O NNaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogKeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHNM OpraHom)
3MiHM BHECeHO [0 IHCTPYKLii Ans MeguyHoOro 3acTocyBaHHs!
nikapcbkoro 3acoby o po3sginis "lMpoTunokasaHHs",
"OcobnueocTi 3acTocyBaHHs", "MobiyHi peakuii" BignosigHo
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[0 OHOBIEHOI iHbopmaLii 3 6esnekn 3acTocyBaHHS gikoUnx
peyoBUH. BBeaeHHs 3MiH NpoTArom 6-Tu micauiB nicns
3aTBEpPAKEHHS

72. | OIONOK® Kancynm AT YkpaiHa JTABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - - UA/16565/01/01

KWLLKOBOPO3UMHHI "®apmak” HOPMOH, C.A. 3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l E-cepTudikat

TBepai no 30 wmr; in
bulk: no 11,66 kry
GapabaHax

BiNOBIgHOCTI €Bponeinchkin thapmakonei/MoHorpadii.
MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BiANoBigHOCTI abo BUMy4eHHs1 cepTudgikata BignoBiaHoOCTI
€Bponenckkin hapmakonei: gns A®l; anst BUxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHU (cepTudikaT BiaNoBIgHOCTI €BpONENChKi
dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTudikaTta BignoBigHoCTi €Bponenchkin dhapmakonei Ne
RO-CEP 2012-118 - Rev 03 (3atBepaxeHo: RO-CEP 2012-
118 - Rev 02) ans gito4oi peyosuHu Duloxetine
hydrochloride Big Bxxe 3aTBepaxeHoro BupobHuka Alembic
Pharmaceuticals Limited, IHgis; 3miHn | TNy - 3miHn 3
akocTi. CepTtudikaT BignosigHocTi/l'E-ceptudikat
BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHoCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI EBponenchkin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignosigHocTi €Bponeiicbkin dhapmakonei Ne
RO-CEP 2012-118 - Rev 04 ans gito4oi pe4oBuHU
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BMpo6HMKa Alembic Pharmaceuticals Limited, IHgis; 3miHu |
TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikar BiaNoBIAHOCTI €EBpONENChKIN
apmakonei/moHorpadii. NMogaHHA HoBoro abo oHoOBNEHOro
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoOBIigHOCTI €Bponeinchkin dapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOTrO MPOAYKTY, L0
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €BpoONeEChHKi
apmakonei) - OHoBREeHU cepTudikat Bif yxe
3aTBEPKEHOrO BUPOOHUKA - MOAaHHS OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
RO-CEP 2012-118 - Rev 05 ans gito4oi pe4yoBuHM
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BUpobHuka Alembic Pharmaceuticals Limited, IHgisi; 3minum |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosiaHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignoBigHOCTi abo BUINyYeHHst cepTudikaTta
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BignoBigHoCTI €Bponeinchkin dhapmakonei: gna Adl; ans
BWXiAHOro matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
pevoBUHM (cepTudikaT BiaNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHoBneHun cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOrO
cepTugikaTa BignoBigHoCTI €Bponewchkin dapmakonei Ne
R1-CEP 2012-118 - Rev 00 ans gito4oi pe4yoBuHM
Duloxetine hydrochloride Big Bxe 3aTBEpIKEHOrO
BupobHMKa Alembic Pharmaceuticals Limited, IHZis; amiHn |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. NMogaHHs HoBOro abo OHOBNEHOMO
cepTtudikaTa BignosigHocTi abo BUnyyYeHHs ceptudikaTta
BignoBigHoCTi €Bponeicokin thapmakonei: ans Adl; ans
BMXiQHOro Matepiany/peareHTy/NpPoOMiXKHOrO NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHU (cepTudikaT BiaNoBIgHOCTI €BpONENChKi
dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
3aTBEPAKEHOr0 BUMPOOHMKA - NOAAHHS OHOBMEHOro
cepTudikaTa BignoBigHoCTi €Bponenchkin dapmakonei Ne
R1-CEP 2012-118 - Rev 01 gnsa gito4oi pe4oBuHu
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BMpo6HmKka Alembic Pharmaceuticals Limited, IHgis

73.

AIOJNIOK®

Kancynu
KWLLIKOBOPO3YMHHI
TBepAi no 60 mr; in
bulk: no 11,66 kry
b6apabaHax

AT
"®apmak”

YkpaiHa

JNNIABOPATOPIOC
HOPMOH, C.A.

IcnaHia

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l E-cepTudikar
BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHsa HoBoro abo oHoBnEHOro cepTudikaTta
BiANoBigHOCTI abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€sponevicbkinn dpapmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BVIKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonoMiKHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchkin
dapmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
RO-CEP 2012-118 - Rev 03 (3aTBepaxeHo: RO-CEP 2012-
118 - Rev 02) ans gitovoi peyoBuHu Duloxetine
hydrochloride Big Bxe 3aTBepmxeHoro BupobHuka Alembic
Pharmaceuticals Limited, IHgia; 3miHn | Tny - 3miHn 3
skocTi. CepTtudikaT BignosigHocTi/l'E-cepTudikat
BiANOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4eHHs cepTudikarta BianoBigHOCTI
€Bponeiicbkin papmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BMKOPUCTOBYIOTbCA Y BUpobHuUTBI A®I; Ans AonomikHOT
peyvoBUHM (CepTuUdikaT BianoBigHOCTI EBponenchki
apmakonei) - OHoBREeHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOTO
cepTudikaTa BignoBigHocTi €Bponewncbkin dapmakonei Ne

UA/16565/01/02
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RO-CEP 2012-118 - Rev 04 ans gito4oi pe4yoBuHM
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BMpobHuka Alembic Pharmaceuticals Limited, IHgis;; 3miHum |
Tmny - 3MiHm 3 sikocTi. CepTudikat BignosigHocCTI/IE-
cepTudikaT BiaNoBiAHOCTI EBpONENChKIN
dapmakonei/MoHorpadii. NMogaHHA HOBOro abo OHOBNEHOMO
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikata
BignoBigHoCTi €Bponencokin dapmakonei: ana A®l; ans
BMXiQHOro matepiany/peareHTy/npoMiXKHOTO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; anst ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
3aTBEPKEHOr0 BUPOOHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponenchbkin hapmakonei Ne
RO-CEP 2012-118 - Rev 05 gnsa gito4oi pe4oBuHu
Duloxetine hydrochloride Big Bxxe 3aTBEpPIKEHOMO
BMpobHmka Alembic Pharmaceuticals Limited, IHgisi; 3miHum |
Tmny - 3MiHun 3 sikocTi. CepTudikaT BignosiaHocTI/lE-
cepTudikaT BianoBigHOCTI €BponencbKin
dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
BignoBigHoCTi €Bponeichkin thapmakonei: ans Adl; ans
BVXiAHOro martepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi ADI; Anst JonoMixxHOT
peyvoBUHM (cepTuUdikaT BignoBigHOCTI €EBponemnchkil
dapmakonei) - OHoBneHu cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - MOAaHHS OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2012-118 - Rev 00 ans gito4oi pe4yoBuHM
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BUpo6GHMKa Alembic Pharmaceuticals Limited, IHgis; 3miHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/MmoHorpadii. NMogaHHA HoBoro abo OHOBNEHOTO
cepTtudikaTa BignosigHOCTi abo BUNy4YeHHs ceptudikarta
BinoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BMXiQHOro MaTtepiany/peareHTy/NpoMiXKHOrO MPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyoBUHY (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPAKEHOro BUPOOHUKA - NOAAHHSA OHOBEHOTO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 2012-118 - Rev 01 ans gito4oi pe4oBuHM
Duloxetine hydrochloride Big BXe 3aTBepmkeHOro
BUpobHMKa Alembic Pharmaceuticals Limited, IHgis

74.

AIOJIOK®

Kancynm
KWLLKOBOPO3YUHHI
TBepai no 30 mr; no
10 kancyn y
Gnictepi; no 3 abo 6
GnicTepiB y nayui 3

AT
"®apmak”

YkpaiHa

AT "®apmak”,
YkpaiHa
(nakyBaHHs i3 in bulk
hipMun-BUPOGHIMKa
JTabopaTtopioc
HopmoH, C.A,,

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu | Tuny -
3MiHn 3 gkocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BiZ4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponewcbkin dapmakonei: ans A®Il; ans BuxigHoro
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peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOBMEHOIO
cepTugikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
RO-CEP 2012-118 - Rev 03 (3atBepaxeHo: RO-CEP 2012-
118 - Rev 02) ans gitovoi peyosuHu Duloxetine
hydrochloride Big Bxxe 3aTBepaxeHoro BupobHuka Alembic
Pharmaceuticals Limited, IHgisi; 3miHum | Tuny - 3MiHm 3
akocTi. CepTtudikaT BignosigHocTi/l'E-cepTudikat
BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BiANoBigHoCTi abo Buny4eHHs cepTudikarta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHU (cepTudikaT BiaNoBIgHOCTI €BpONENChKi
dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTudikaTa BignoBigHoOCTIi €Bponeinchkin hapmakonei Ne
RO-CEP 2012-118 - Rev 04 gns gito4oi pe4oBUHn
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BupobHMKa Alembic Pharmaceuticals Limited, IHgis; 3miHn |
TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikar BiANoBIAHOCTI €BpONENCHKIn
apmakonei/moHorpadii. NMogaHHA HoBoro abo oHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHOCTI €Bponeincokin dapmakonei: ana A®l; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro MPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI APIl; Anst fonoMixHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - MOAaHHS OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
RO-CEP 2012-118 - Rev 05 ans gito4oi pe4yoBuHM
Duloxetine hydrochloride Big Bxe 3aTBepaxeHOro
BupobHMKa Alembic Pharmaceuticals Limited, IHZis; 3miHn |
Tnny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiANoBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadgii. NMogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BuUNy4YeHHs ceptudikata
BignoBigHoCTI €Bponelickkin dhapmakonei: ans AdDl; ans
BVXiAHOro Marepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BVKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyvoBUHM (CepTuUdikaT BianoBigHOCTI EBponenchki
dapmakonei) - OHoBReHu cepTudikaT Bif yxe
3aTBEPKEHOro BUPOBHUKa - MoAaHHSA OHOBIEHOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2012-118 - Rev 00 ans gito4oi pe4yoBuHM

Duloxetine hydrochloride Big BXe 3aTBEpmKeHOro
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KapTOHY Icnanist) mMaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
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BupobHMKa Alembic Pharmaceuticals Limited, IHgis; 3miHu |
Tmny - 3MiHn 3 axocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBOro abo OHOBNEHOMO
cepTudikaTa BignosigHocTi abo BUNyYeHHst cepTudikata
BignoBigHOCTI €Bponeinchkin dhapmakonei: gna Al ans
BMXiQHOro Matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI A®I; Ans 4ONOMIXKHOT
peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikart Big yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHS OHOBMEHOro
cepTudikaTa BignoBigHoCTIi €Bponeinchkin dhapmakonei Ne
R1-CEP 2012-118 - Rev 01 gnsa gito4oi pe4oBuHu
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BUpo6HMKa Alembic Pharmaceuticals Limited, IHgis

75.

AIOJNIOK®

Kancynm
KWLLKOBOPO3YMHHI
TBepai no 60 mr; no
10 kancyn 'y
6nictepi; no 3 abo 6
GnicTepiB y nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”,
YkpaiHa
(nakyBaHHs i3 in bulk
hipMu-BnpobHMKa
JTabopaTopioc
HopmoH, C.A,,
Icnanist)

YkpaiHa

BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l E-cepTudikat
BigNoBIigHOCTI €Bponeichkiln thapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BiANoBigHoCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoAykKTy, LWo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyvoBUHM (CepTuUdikaTt BianoBigHOCTI EBponenchkin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOrO
cepTudikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
RO-CEP 2012-118 - Rev 03 (3aTBepaxeHo: RO-CEP 2012-
118 - Rev 02) ans gitovoi peyosuHu Duloxetine
hydrochloride Big Bxe 3aTBepmxeHoro BupobHuka Alembic
Pharmaceuticals Limited, IHgis; 3miHu | TUny - 3miHu 3
skocTi. CepTtudikaT BignosigHocTi/l'E-cepTudikat
BiAMNOBigHOCTI E€Bponenchkit papmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
Bi4NoBigHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponevicbkinn apmakonei: ana A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI A®I; Anst fonomikHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI €EBponenchkin
apmakonei) - OHoBReHUA cepTudikat Bif yxe
3aTBEpKEHOr0 BUPOBHUKa - MoAaHHSA OHOBIEHOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
RO-CEP 2012-118 - Rev 04 ans gito4oi pe4oBuHM
Duloxetine hydrochloride Big BXe 3aTBepmkeHoOro
BUpoGHMKa Alembic Pharmaceuticals Limited, IHgis; 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosiaHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BPONENChKIN
papmakonei/moHorpadii. NMogaHHsA HoBoro abo oHOBNEHOrO
cepTudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoBigHOCTI €BponeNnchkin dhapmakonei: ana A®l; ans
BMUXiAHOrO MaTepiany/peareHTy/NnpoMiXXHOr0 NPOAYKTY, LU0
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BMKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; Anst ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €BpONENCHKIn
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPKEHOr0 BUPOBOHUKa - MoAaHHSA OHOBIEHOrO
cepTudikaTa BignosigHocTi €Bponenichbkin dapmakonei Ne
RO-CEP 2012-118 - Rev 05 ans gito4oi pe4oBuHM
Duloxetine hydrochloride Big Bxe 3aTBEpIKEHOrO
BUpoGHMKa Alembic Pharmaceuticals Limited, IHgis; 3amitm |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHocCTI/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
BignoBigHocTi €Bponeicokin hapmakonei: gns Al ans
BVXiAHOro Martepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BUKOPMCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBneHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOMO
cepTudikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
R1-CEP 2012-118 - Rev 00 ans gito4oi pe4yoBuHM
Duloxetine hydrochloride Big Bxxe 3aTBEpIKEHOrO
Bupo6HMKa Alembic Pharmaceuticals Limited, IHgis; amiHn |
Tmny - 3MiHn 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBiaHOCTI €BpoONenchbKin
apmakonei/MmoHorpadii. NMogaHHA HoBoro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs ceptudikaTta
BignoBigHoCTI €Bponelichkin dapmakonei: ans AdI; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro NPOAYKTY, L0
BVIKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNoMiKHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €EBponenchbki
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOrO
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2012-118 - Rev 01 ans [ito4oi pevyoBuHA
Duloxetine hydrochloride Big Bxe 3aTBepaxeHoro
BUpobHMKa Alembic Pharmaceuticals Limited, IHgis

76.

EKCTPAKT
LWABMIT 3
BITAMIHOM
C OP. TAACC

TabneTkun ans
CMOKTaHHs, no 12
Tabnetok y 6nictepi;
no 1 a6bo no 2
6nictepu B
KapTOHHiIl kopobui

Op. Tancc
HaTypBap
eH 'mbX

HimevuunHa

Op. Tancc

HatypBapeH mM6X

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny -
3miHn 3 akocTi. A®Pl. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXigHUIA/MPOMIXHUIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpOGHMLUTBa ADI (iHLWi 3MiHW) - NpuBeAeHHs cneuudikauii
anst A®I onii waenii ganmMaTuHCbKOI (CkNagoBoto Aikoyol
peyoBuHYM onii Wwasnii) Ao Bumor DAC (Deutsche
Arzneimittel-Codex/HiMmeubkuii kogekc nikapcbkux 3acobis).
MonepeaHs cneumdikauia onii Wwasnii AanMaTUHCLKOT
BignoBigana Bumoram moHorpadii “Onis wasnii”
LwBenuapcbkoi chapmakonei (Pharmacopoeia Helvetica). Ak
Hacnigok, Yepes 3MiHy KpUTepiiB NPUAHATHOCTI BMICTY
TYNOHY B Ofii LWaBnii AanMaTUHCBKOI 3MIHIOETBCS
iHdbopMmalLlis B iIHCTPyKUii ANsi MeAnYHOro 3acToCyBaHHS

6e3
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(po3gin «OcobnMBOCTI 3aCTOCYBaHHSI») NPO BMICT TYMOHY B
1 TabneTui AN cMOKTaHHSA. 3MiHM BHeceHo B IHCTpykKUito
ONst MEQUYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby Ao
po3ainy "OcobnmBOCTi 3aCTOCYBaHHSA" CTOCOBHO BMICTY
TynoHy B 1 TabneTui BignosiaHo Ao MaTepianis
peecTpauiiHoro aocke; 3MiHu | Tuny - 3miHN 3 AKOCTi.
["oToBMI nikapcbkuii 3acib. Onuc Ta cknag. 3miHa y cknagi
(mONOMiXXHUX peyvoBMHAaX) rOTOBOTO NikapCbKoro 3acoby (iHLwi
[OMOMDKHI pedoBUHM) - Byab-sika He3Ha4YHa 3MiHa
KiNbKiICHOro cknagy OOMOMDKHUX PeYOBUH Y FOTOBOMY
nikapcbkoMy 3acobi - HagnmLok ctabinidytoyoi fobasku
(ackopbiHoBa kucnota) ameHwyeTbes 3 4 Mr (20 % Big,
kinbkocTti A®I ackop6iHoBoi kucnotu) go 3 mr (15%). Ana
36epexeHHs 3aranbHoi Macy BiANOBIAHO 36iNbLUYETHCA
KiNbKiCTb caxapo3au; 3aMiHu | Tuny - 3miHn 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha KA 30INCHI0ETLCS
KOHTPOrnb/BUNPOOYBaHHS cepii) - BBEASHHSA AiNbHUL Ansi
BUNPoOyBaHHS KoHTponto sikocTi 113, Simec AG,
LLeeviuapis; 3MiHu | Tuny - 3miHn 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa po3mipy cepii
(Bkntoyatoum AianasoH po3Mipy cepii) roTOBOro nikapcbKkoro
3acoly (iHLWi 3miHW) - BBEAEHHSI Aiana3oHy po3Mipy cepii
N3 3atBepoxeHo: 2200 kr 3anponoHoBaHo: 1000 — 3000
Kkr; 3miHu | TMny - 3miHK 3 sKocTi. FoTOBUIA NikapcbkuiA 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX roTOBOrO
nikapcbkoro 3acoby (BUNy4YeHHs1 HE3HAYHOro NokKasHWKa
(Hanpvknag 3acTapinoro nokasHuka, Takoro sik 3anax Ta
cmak, abo ineHTudikauia 6apBHUKIB Y CMaKoBMX 40OABOK))
- napameTp "Hac posnagy" Buny4vaeTbes i3 cneundikadii,
OCKiNbKN € HECYTTEBUM NapaMeTpoM, Ta, 3rigHo 3
BiAnoBigHo MoHorpadieto €Bp. Papm. « OpoOMyKO3Hi
nikapcbki 3acobu» He BUMaraeTbCa Ans nikapcbkoi dopmu y
BUrMsgi TabneTok Ans CMOKTaHHS (NbOASHUKIB); 3MiHM | TUny
- 3MiHu 3 gkocTi. FoToBUIA nikapcbkuii 3acib. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OoNyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHwi 3amiHu) - Yepes ypaxyBaHHs 3 Mr
(15 %) nobaBku Ha cTabinbHICTL ackopbBIHOBOI KMCNOTH
(monomixxHa peyvoBuHa: cTabinisytoda gobaska (kMcnoTa
ackopbiHoBa)) 36iNbLUYETLCS BEPXHS JOMYCTMMA Mexa
BMICTY ackop6iHOBOI kncnoTu B cneundikauii I'113. Paniwe
MeXi BMICTy ackop6iHOBOT KUCNOTK Bynu BCTaHOBMEHI
BMXOASYMN 3 HOMIHAMbHOI KiNlbKOCTi ackop6iHOBOI KUCMOTY B
Tabnetui (20 Mr) 6e3 ypaxyBaHHs cTabinidytoyoi fobaBku.
3atBepaxeHo: 18-22 mr/TabneTky Ansi CMOKTaHHS
3anponoHoBaHo: 18,0-25,3 mMr/TabneTky ons CMOKTaHHS;
3MiHu | TMny - 3MiHK 3 akocTi. FoToBUI Nikapcbkui 3acib.
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KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauivi Ta/abo 4ONYCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (iHwi 3miHun) - BignosigHo oo

po3noyaTux AocnigXeHb cTabinbHOCTi BBOAUTLCA OKpeMa
cneuudikaLis Ha TepMiH NPMAATHOCTI FOTOBOIO MiKapCbKOro
3acoby; 3MiHu | Tuny - 3MiHK 3 AKOCTI. FOTOBWIA NikapCbKuii
3aci6. KoHTporsb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHS rOTOBOTO MikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax BUNpobyBaHHS) -
KOpuryBaHHsi MeToay igeHTudikauii onii waenii Ta ekctpakTy
waenii metogoM TLLX: He3HayHi 3miHM y npoboniaroToBu;i

PO34MHIB ANs aHani3y Ta OuiHLi pe3ynbTaTiB BUNPOOYBaHHS;

3MiHuM | TUny - 3MiHK 3 skocTi. FoToBUIA NikapcbkuiA 3aci6.

KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax

BMNpoOyBaHHS roTOBOro NikapcbKoro 3acoby (HeaHayHa
3MiHa Y 3aTBEpPAXKEHNX METOAAX BUNPOOYBaHHS) -OHOBIEHHS
aHaniTMYHOro mMeToay ineHTUdiIKauii onii wasnii Ta
BU3HAYEHHS BMICTY UuHeony i kamdpopu y 113 3a
ponomoroto MX: onTumisauis nigroToBkn 3paskiB, yTOMHEHHSA
opMynu po3paxyHKy Ta iHLi He3HaYHi 3MiHW; 3MiHu | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nnikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA roTOBOIO MikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEpOKEHNX METOAAX BUNPOOYBaHHS) - HE3HaYHe
KOpUryBaHHS METOAMKN BU3HAYEHHS BMICTY edipHUX onin
LUMAXOM MEPEroHKN 3 BOASHOK Naporo — 3MiHM y NiAroToBLj
3paskiB Ans npouecy auctunsadii; aminm | Tuny - 3miHum 3
sikocCTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeToAax BunpobyBaHHS
roTOBOro fikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNPoDByBaHHS1) - OHOBMEHHSI
aHaniTMYHOro MeToAy iaeHTUdIKaLii Ta BUBHAYEHHS BMICTY
ackopbiHoBOI kMcnoTu 3a gonomoroto BEPX: 3a3HayeHHs
peareHTiB Ta MaTepianiB, He3Ha4Hi 3MiHK y NnpoboniaroToBLi
PO34MHIB i XxpomaTorpadiyHx yMoBax, yTOHHEHHS POpMynn
po3paxyHky; 3MiHu | Tuny - 3MiHu 3 sKkocTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3akynoproBanbHUiA
3aci6. 3MiHa y NepBUHHI yNaKoBLji roOTOBOrO fikapCbKoro
3acoby (Tun KoHTerHepa abo AoAaBaHHsi HOBOTO

KOHTelHepa) - TBepai, M’'siki Ta HECTEPUNbHI piaki Nnikapcbki

dopmu - BBOAMTLCHA AOAATKOBUI OricTep y HENpo3opomy

konbopi (Opaque). Matepian (MNBX / MBaX) 3anuwaeTtbca
HE3MIHHUM, 40 HbOro AoAaHWUN Tinbku 6apBHUK; 3MiHK | TUNy
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MoaaHHsa HoBoro abo oHOBNEHOro cepTudikaTta
BiZNOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponenickkin dpapmakonei: gna A®l; anst BUxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHuUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €BpONENChKin
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dapmakonei) - HoBuin cepTudpikat Big HOBOro BUpOGHMKa
(3amiHa abo gonoBHeHHs1) - nogaHHsa HoBoro CEP R1-CEP
1996-078 - Rev 04 gns A®I kucnota ackopbiHoBa Big,
HoBoro Bnpo6bHuka DSM Nutritional Products Ltd; 3miHu |
Tmny - 3MiHn 3 axocTi. CepTudikat BignosigHocTiI/TE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
capmakonei/MmoHorpadii. 3MiHK, NOB'A3aHi 3 HEOBXIgHICTIO
npuBeaeHHs y BianoBigHicTb 4o MoHorpadii APY abo
€Bponewckkoi hapmakonei, abo iHLWOoi HauioHanbHoT
capmakonei gepxasun €C (3MiHa y cneumdikauii
HedapmakoneriHoro A®l ana npuBeaeHHs y BioNOBIAHICTb
0o sumor dY abo €sponeiicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei agepxasu €C) - AdI - aganTauis
crneundikaLii Ha onito Wwaenii icnaHCbKOoI (CknagoBa Aitodoi
peyoBuMHYM onii wasnii) 3 nonepegHeoi DAC (Deutsche
Arzneimittel-Codex/HimeLbkuin kogekc nikapcbkux 3acobiB)
Ao sumor €sp. PapM.; 3MiHu | Tuny - 3MiHK 3 SKOCTiI.
["oToBMI Nikapcbknit 3acib. KOHTPorb roTOBOrO MikapCbKoro
3acoby. 3miHa napameTpiB cneundikali Ta/abo
AOMNYCTUMKX MEX rOTOBOrO NiKapCbKoro 3acoly (iHLui 3miHW) -
3MiHWN CTOCYHOTbCS pefakuinHnX NpaBokK y cneundikadii Ha
BUMYCK, a came: NopsaaKy HagaHHs iHdopmauii 3a
nokasHukom "BnacTtusocTi", yTOYHEHHS (hOpMyroBaHHA
KpUTEpIiB NPUAHATHOCTI 3a NokasHnkoM "OfHopigHiCTb
macu", yTOYHEHHSI ONYCTUMMUX MEX 3a NMOKa3HUKaMu
"KinekicHui ananis. 1,8-unHeon. Kamdopa. EdipHi onii”;
3MiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BkMoYaym dinbHuui ans Adl,
NPOMIKHOTO MPOAYKTY abo roToBOro nikapcbkoro 3acooby,
OinbHWL ANst NPOBEAEHHSI NaKyBaHHS, BUPOOHMKa,
BiANoOBiganbHOro 3a BUNYcK cepin, Micue NpoBeAeHHs
KOHTpOIO cepii) abo nocTayanbHyKa BUXIQHOTO maTepiany,
peareHTy abo AOMOMiXXHOT PEYOBUHM (SIKLLLO 3a3HaYeHO Y
[OCbE) - BUINYYEHHS 3aTBEPAXEHMX BUPOOHUMKIB ADI
ackopbiHoBoi kucrotu: Kpemep & MaptuH M'mbX,
HimeuumHa, Ta Jiangsu Jiangshan Pharmaceutical Co. Ltd,
Kutan

77.

EHAXXEPUKC
™ _B I
ENGERIX™-B
BAKLUHA
ansa
NPO®INAKT
NKK
BIPYCHOIO
FENATUTY B,
PEKOMBIHA
HTHA

cycneHsia ans
iH’ekuin, 20 mkr/1
M, no 1 mn (20 mkr)
(1 posa gnsA
nopocnux) Ta no 0,5
M (10 mkr) (1 gosa
ons giten) y
dnakoHi; no 1, abo
10 abo 25 cknsHMX
MOHOZA03HUX
drakoHiB y
KapTOHHiIl kopobuyj;
no 1 mn (20 mkr) (1
[03a Ans 4opocnux)

"makcoCwmi
TKnanH
Ekcnopt
TimiTen

Benuka
BpuTaHis

makcoCmiTKnsanH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS roOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHN y
MeToAax BMNpobyBaHb (BKMYaoum 3amiHy abo
OonoBHeHHs1)). 3MiHa cepii cTaHgapTHOro 3paska ans
ineHTudiKauii Ta BU3Ha4YeHHsA BMiCTy aHTuUreHy Hepatitis B
Virus (HbsAg) 3 SWN0568A09 (AHBVC661A) Ha
SWNO0568A11 (AHBVCB861A).

3a
peuerimom

UA/15740/01/01
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Tano 0,5mn (10
Mkr) (1 gosa ans
niten) y
nonepeaHL0
HanoBHEHOMY
wnpwui; no 1
nonepeaHL0
HanoBHEHOMY
LUNPULY B KAPTOHHIN
Kopobui
78. | ECOON masb no 30 ry Ty6i MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3amiHu | Tuny - bes UA/8518/01/01
anoMmiHiesin; no 1 "Ximcbapm "Ximcbapmaasoa 3MiHM Wwoao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsgy peuyenma
Ty6i B nayui 3 3aBog "YepeoHa 3sipka" (iHWi 3MiHW).
KapTOHY "YepBoHa OHOBMEHHSA TEKCTY MapKyBaHHS YNaKoBKU MiKapCbKOro
3ipka" 3acoby y 3B'A3Ky 3 BUNYYEHHSIM iHpopMalLii pocCiicbkoto
MOBOH.
BBegeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns 3aTBepaXeHHs
79. | ETOKCUCKN PO34MH AN iH'EKLN, Kemive HimevuunHa Kemiye ®abpik HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | Tuny - 3a UA/13387/01/01
EPON 0,5% 10 Mr/2 mn, no 2 mn Ddabpik Kpeyccnep & Ko. 3MmiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnagy. peuenmom
B amnyni; no 5 Kpeyccne m6X BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX NPOo cucTemy
amnyny p & Ko. dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHUX Npo
NnacTyKoBin mbX cuctemy hapmakoHarnsagy, 3miHa ynoBHOBaXeHOi ocobu,
KOHTYPHIV yNnakoBLyi; BiZNOBIganNbHOI 3a 34iIMCHEHHS (hbapMaKoHarnsay; KOHTaKTHOI
no 1 ynakosui B ocobu 3 hapmakoHarnagy 3asBHMKa ANst 3AINCHEHHS
KapTOHHIN kopobLyi dapmakoHarnsaay B YKpaiHi, AKWo BOHa BiAMiHHa Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLLieHHi MacTep-darina cuctemy apmakoHarnagy).
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, BianoBiganbHOI 3a
dapmakoHarnag B YkpaiHi. flitova pegakuis: MNpoueHko
Bonoanmup Bacunboswud / Protsenko Vladimir Vasyliovych.
MponoHoBaKra pepakuis: CtedaHcbka Onbra BanepiisHa /
Stefanska Olga Valeriivna. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsg B YKpaiHi.
80. | ETOKCUCKN PO34MH ANs iH'eKLin, Kemive HimeuunHa Kemive ®abpik HimeuumHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/13387/01/02
EPON 1% 20 mMr/2 mn, no 2 mn Pabpik Kpeyccnep & Ko. 3miHu wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
B amnyni; no 5 Kpeyccne M6X BBeneHHs abo 3MiHM 00 y3aranbHEeHUX aHWX Npo CUCTEMY
amnyn y p & Ko. dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO
nnacTuKoBiI M6X cvcTemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

KOHTYPHIil ynakoBLyj;
no 1 ynakosui B
KapTOHHiI kopobLyi

BiZNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa ANst 3AIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo BOHaA BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS

hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu

y PO3MiLLieHHi MacTep-darina cuctemu papmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. fitova pegakuis: MNMpoueHko
Bonoavmunp Bacunbosud / Protsenko Vladimir Vasyliovych.
MponoHoBaKra pepakuis: CtedaHcbka Onbra BanepiisHa /
Stefanska Olga Valeriivna. 3mMiHa KOHTaKTHUX AaHUX
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KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsg B YKpaiHi.
81. | ETOKCUCKN PO34MH AN iH'EKLN, Kemive HimeyunHa Kemiye ®abpik HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/13387/01/03
EPON 3% 60 mMr/2 mn, no 2 mn $abpik Kpeyccnep & Ko. 3MiHn wopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. peuernmom
B amnyni; no 5 Kpeyccne Mo6X BBepaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
amnyny p & Ko. dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
NnacTuKoBin M6X cucTemMy chapMakoHarnsigy, 3mMiHa ynoBHOBaXKeHoi ocobu,
KOHTYPHIV yNnakoBLyi; BiANoBiganbHOI 3a 34iINCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
no 1 ynakosui B ocobu 3 hapmakoHarnsay 3asiBHMKa AN 34iNCHEHHSs
KapTOHHil kopobui tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
YMOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
tapmakoHarnagy (Bkrovar4mn KOHTaKTHI gaHi) Ta/abo amiHu
Y PO3MilLleHHi MacTep-aiina cuctemmn dapmakoHarnsgy).
3MiHa KOHTaKTHOI 0CObU 3asiBHMKA, BignoBiganeHoi 3a
chapmakoHarnag B Ykpaini. [itova pegakuis: NpoueHko
Bonoammup Bacunsosud / Protsenko Vladimir Vasyliovych.
MponoHoBaKra pepakuis: CtedaHcbka Onbra BanepiisHa /
Stefanska Olga Valeriivna. 3miHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsg B YKpaiHi.
82. | €EBPO3MOUM | nopoluok ans €Bpo Benwka EnCiEc OJobdap ITanis BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/14073/01/01
iH'ekuinno 1,0r, 1 TNandkep BpuTaHis C.M.A. 3MiHun 3 akocTi. [oToBMI nikapcbkui 3aci6. 3MiHn y peuenmom
abo 10 dpnakoHiB 3 N1 BUPO6HMUTBI. 3amiHa abo BBe4EeHHS AO4ATKOBOI AiNbHULL

MOPOLLKOM Y
KapTOHHiIN kopobLi

BMPOOHMLTBA ANS YacTUHW abo BCbOro BUPOBHWNYOro
npoLecy roToBOro fikapcbkoro 3acoby (AinbHuUs ons
BTOPVHHOIO MaKyBaHHS) - BBEAEHO anbTepHATUBHOIO
Bupo6Huka ENCiEc Oo6dpap C.M.A., Itanis/ACS Dobfar
S.P.A., Verona (VR), Italy, BianosigansHoro 3a BTOPUHHY
yrnakoBky. BBegeHHs 3MiH NpoTarom 6-Tu micauis nicrns
3aTBepOKeHHS; 3MiHu | Tuny - 3miHu 3 skocTi. FoToBUIA
nikapcbkui 3aci6. 3MiHn y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
AoAaBaHHs BUPOOHWMKa, WO BiAnoBiaae 3a BBe3eHHsi Ta/abo
BUNYCK cepii) - Bkrtoyatoum koHTponb/BunpobyBaHHs cepii —
BBEZEHO anbTepHaTuBHOro BUpobHuka ENCiEc [Jobdap
C.M.A,, Itanis/ACS Dobfar S.P.A., Verona (VR), Italy
BiZNOBIgANbLHOro 3a BUNYCK Cepii, BKIMOYa4M KOHTPOSb
SKOCTi. BBeAeHHS 3MiH NpoTarom 6-Tu micsAuiB nicns
3aTBEPAKEHHST; 3MiHM | TUNy - 3MiHK 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu y BUpo6HMLTBI. 3MiHM BUNpobyBaHb
abo gonycTMUX Mex, BCTAHOBINEHUX Y cneumdikauisx, nig
Yac BUpOBHULITBA rOTOBOIO NiKapcbKoro 3acoby (BUIyYeHHs!
HecyTTeBOro BUNpobyBaHHs B npoueci BUpobHuLTBa) —
BUIYYEHO 3 in-process control BUNpobyBaHHs Ha LinicHICTb
3aKpUTTSI KOHTENHepy (container closure integrity) ans
anbTepHaTuBHOro Bupo6Huka ENCIEc Jobdap C.M.A,,
ITanisiyACS Dobfar S.P.A., Verona (VR), Italy. 3miHu
BHOCSATBCS Y 3B’A13KY i3 NpUBEAEHHSIM [0 MeToay
Bupo6HuuTBa 13; 3MmiHum | Tuny - 3miHK 3 skocTi. [oToBMIA
nikapcbkuii 3aci6. 3MiHW y BUpo6HMUTBI. 3amiHa abo
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BBEeAEHHS [OAATKOBOI AiNbHULI BUPOOHULTBA AN YacTUHN
ab0o BCbOro BUPOBHMYOro NpoLecy roToBOro Nikapcbkoro
3acoby (AinbHMUSA, Ha AKi NPoBOAATLCSA OyaAb-sKi BUPOOHWUI
cTagji, 3a BUHATKOM BUMYCKY Cepii, KOHTPOIO SAKOCTi Ta
BTOPWHHOIO NaKyBaHHS A1151 CTEPUIbHUX NiKapCbKux 3acobiB
(BKNtoYaum BUpobieHi acenTMYHMM MeTOAOM), Kpim
nikapcbkunx 3acobis 6ionoriYyHoro/iMyHoNoriYHoro
NOXOKEHHS1) — BBEAEHO anbTepPHATUBHOIO BUPOGHMKa
EnCiEc fJobdap C.M.A., ITanis/ACS Dobfar S.P.A., Verona
(VR), ltaly, BignoBigansHoro 3a Bupo6HuuTBO in bulk Ta
nepBUHHE NaKkyBaHHs. BBeAeHHs 3MiH npoTarom 6-Tu
MicaUiB nicnsa 3aTBepAXeHHsA

83.

€BPOKCUM

NopoLLOK AN
iH'ekuinno 1,5r; 1
a6o 10 dpnakoHis 3
MOPOLLKOM B
KapTOHHIN kopobLi

€Bpo
TNandkep
Ntg

Benuka
Bputanis

EnCiEc OJobdap
C.MN.A.

ITania

BHECEeHHs1 3MiH o0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3acib. 3miHu y
BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYOTbCS
BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO MiKapCbKoro
3acoby (3amiHa abo goaaBaHHSA BUpobHMKa, WO BiANOBiAae
3a BBe3eHHs Ta/abo Bunyck cepii) - Bkntovatoum
KOHTPONb/BUNpoBYBaHHSA cepii - BBeAEeHHA 40AaTKOBOI
BMPOGHMYOI AinbHuui ACS Dobfar S.P.A., Via Alessandro
Fleming, 2, Verona (VR), 37135, ltaly, BiagnosiganbHoi 3a
BUMYCK Cepii, BKNOYaoum KOHTPOmnb. 3MiHM BHECEHI B
IHCTPYKLUIiO ANS MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ain "Micue3HaxomxeHHsl BUPOOHMKa Ta 1oro
agpeca Micusi NpoBapKeHHN AisnbHOCTI" 3 BiANoBiAHMMMU
3MiHaMu B TEKCTi MapKyBaHHS ynakoBok. BBeaeHHs 3miH
NpOTArom 6-T MicsALIB MiCNS 3aTBEPOXKEHHS.
3miHu | TNy - 3minm 3 sikocTi. A®l. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHa A®I abo BuxigHoro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbCS Y Npoueci BUpobHuuTea ADI (iHwWi 3mMiHW
y MeTogax BunpobyBaHHS (BKMoYa4mn 3amiHy abo
ponoBHeHHs1) A®I abo BUXiAHOro/NpPOMiXXHOTO NPOAyYKTY)
BHECEHHS 3MiH o MeTogis BunpobyBaHHsa A®I ans ginbHWLi
BUpOOHMLTBa Verona, 30Kkpema: 3a3HavyeHHs
anbTepHaTMBHOIO MeToay BUNpobyBaHHs 3a MOKa3HUKOM
"BakTepianbHi eHOOTOKCUHN" - XPOMOreHHO KiHeTUYHUN
meTon. BBBeaeHHs 3MiH npoTarom 6-Tv micauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3miHK 3 sikocTi. MoToBMI
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiNbHUL BUPOOHMLUTBA AN YaCTUHU
abo BCbOro BUpOGHMYOro NpoLecy roTOBOro NikapCbKoro
3acoby (QinbHWULSA AN BTOPUHHOTO NakyBaHHS) BBEAEHHSI
noaartkoBoi BUpobHuyoi ginbHuui ACS Dobfar S.P.A., Via
Alessandro Fleming, 2, Verona (VR), 37135, Italy,
BiA4noBiganbHoi 3a BTOPUHHE NaKyBaHHS fikapCbKoro
3acoby. BeeaeHHs1 3MiH npoTaroM 6-Tu micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiNbHNLI BUPOOHMLTBA AN YaCTUHM
abo Bcboro BUpOBGHMYOro NpoLiecy roTOBOro NikapcbKoro

3a
peuernmom

UA/12560/01/02
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[TponoBkeHHs 1oaaTKa 2

Ymoeu

Homep

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

aidnycky

peecmpayiliHo2o
noceio4yeHHs1

3acoby (OinbHMUSA, Ha AKi NPOBOAATLCSA OyAb-sKi BUPOOHWUI
cTagii, 3@ BUHATKOM BMMYCKY Cepii, KOHTPOIO AKOCTi Ta
BTOPWHHOIO NaKyBaHHS A51 CTEPUNbHKX NiKapCcbKnx 3acobiB
(BKNtoYaum BUpobieHi acenTMYHMM MeTOAO0M), Kpim
nikapcbkux 3acobis 6ionoriyHoro/iMyHonoriYHoro
NOXOM)KEHHS) BBEAEHHS [0OATKOBOI BUPOBHMYOT AinbHULL
ACS Dobfar S.P.A., Via Alessandro Fleming, 2, Verona
(VR), 37135, ltaly, BignoeiganbHoi 3a BUpobHMLTBO Ta
nepBUHHE NakyBaHHs Nikapcbkoro 3acoby. BBegeHHs 3MiH
NpoTArom 6-Tu MicsLiB nicns 3aTBepKeHHs. 3MiHun | Tuny -
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHM BUNpoGyBaHb abo LONYCTUMMX MEX,
BCTaHOBIEHMX Y cneuundikauisx, nig 4yac BupobHmuTBa
rOTOBOrO fiKapCbKOro 3acoby (BUMyYeHHS HECYTTEBOIO
BMNPOOYBaHHS B NpoLeci BUPOOHMUTBA) BUNYYEHHS
BUNPOOYBaHHS "'epMETUYHICTb CUCTEMU 3aKPUTTS
KOHTelHepa" B npoueci BUpOOHMLITBA NikapCboro 3acooby.
BBEAEHHS 3MiH NPOTAroM 6-TU MICALIB NIiCNs 3aTBEPIYKEHHS.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUIA NikapcbkuiA 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHS rOTOBOIO NikapcbKoro 3acoby (iHWwi 3MiHK y
MeTodax BUnpobyBaHb (BKMoYatoumn 3aMiHy abo
[OOMOBHEHHST)) BHECEHHS 3MiH A0 MeTogis BunpobyBaHHSA
M3 ansa ginbHUUi BUpoGHUUTBa Verona, 3okpema:
3a3Ha4YeHHs anbTepHaTMBHOIO MeToAy BUNpobyBaHHs 3a
nokasHukom "bakTepianbHi eHA0TOKCUHN" - XPOMOreHHO
KIHETUYHUIA MeToa,.
BBegeHHs 3MiH NpoTsirom 6-TM MicAUiB Nicns 3aTBEPAXKEHHS.

UA/12560/01/01

84.

€BPOKCHUM

NMopOLLOK A1
iH'ekuin no 750 wmr; 1
abo 10 dnakoHiB 3
NMOPOLLKOM B
KapTOHHiI kopobui

€Bpo
INandkep
nTto

Benuka
BpuTaHis

EnCiEc Oobdap
C.M.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci. 3miHK y
BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS
BUMYCKY Cepil Ta KOHTPOO SKOCTi FOTOBOIO JiKapCbKOro
3acoby (3amiHa abo gopaBaHHs BUpOOHWKa, LLO BiAnoBigae
3a BBe3€eHHs Ta/abo Bunyck cepii) - Bkntovatoum
KOHTPONb/BUNpoOYyBaHHSA cepii - BBEAEHHA A0AATKOBOI
BMpO6HMYOi AinbHUUi ACS Dobfar S.P.A., Via Alessandro
Fleming, 2, Verona (VR), 37135, Italy, BignosigansHoi 3a
BWMNYCK Cepii, BKIKOYAKYM KOHTPOMb. 3MiHWN BHECEHI B
iHCTPYKUIiO ANt MeAnYHOro 3acToCyBaHHS NikapCbKoro
3acoby y po3ain "MicuesHaxoaxeHHs BUPOGHMKa Ta 1oro
agpeca Micusi NPOBaPKEHHS AisNbHOCTI" 3 BiANOBIiAHMMMU
3MiHaMu B TEKCTi MapKyBaHHS ynakoBoK. BBegeHHS 3MiH
NPOTArom 6-Tu MicsALIB NiCNS 3aTBEPOXKEHHS.
3miHu | Trny - 3minm 3 akocTi. A®l. KoHtpone A®I. 3miHa y
MeTofax BunpobysaHHs A®I abo BuxigHoro
maTepiany/npoMixXHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y npoueci BUpobHuuTBa A®I (iHLWi 3mMiHW
y MeToaax BunpobyBaHHs (BKMoYa4n 3amiHy abo
ponoBHeHHs1) A®I abo BUXiAHOro/NpPOMiXXHOTO NPOAYKTY)
BHeCeHHs 3MiH 7o MeToaiB BunpobyBaHHsa APl ans ginbHUUi

BMpOGHMLUTBa Verona, 30KkpemMa: 3a3HauyeHHs!

3a
peuerimom
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Bupo6bHuk

Kpaina

[TponoBkeHHs 1oaaTKa 2

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Ne
n/

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3asieHuK

Kpaina
3asi8HUKa

eupobHUKa

arnbTepHaTuBHOIoO MetToay BVII'IpOﬁyBaHHH 3a NOKa3HMKOM

3acoby

ynakoeka)

MAT "Tanuucapm"

YkpaiHa

"BakTepianbHi eHA0TOKCUHN" - XPOMOFeHHO KiIHETUYHWIA
meTog. BBBeaeHHs 3miH npoTsarom 6-Tu micsuiB nicns
3aTBepAKEHHs. 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBMI
nikapcbkuin 3aci6. 3MiHM y BUpobHMUTBI. 3amiHa abo
BBEAEeHHS 40AaTKOBOI AiNbHULI BUPOBHMLITBA ANS YaCTUHM
abo BCbOro BUpOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (AinbHULSA ANS BTOPUHHOTO NaKyBaHHS) BBEAEHHS
noaartkoBoi BUpobHuyoi ginbHuui ACS Dobfar S.P.A., Via
Alessandro Fleming, 2, Verona (VR), 37135, ltaly,
BiZNOBIganbHOI 3a BTOPUHHE MaKyBaHHS MikapCbKoro
3acoby. BeeaeHHst 3MiH npoTaroM 6-tu micauiB nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 sikocTi. FoToBUI
nikapcbkui 3aci6. 3MiHn y BUpobHuuTBi. 3amiHa abo
BBeAEHHS 40AaTKOBOI AiNbHULI BUPOOHMLTBA NS YaCTUHK
ab0o BCbOro BUPOBHMYOro NpoLecy roToBoro NikapcbKoro
3acoby (AinbHMLA, Ha ki NpoBOAATLCH Byab-Aki BUPOOHUYI
cTagii, 3a BUHATKOM BMNYCKY Cepii, KOHTPOSO AKOCTi Ta
BTOPVHHOIO NakyBaHHA ANsi CTEPUNbHMX Nikapcbkux 3acobiB
(BKrTtoyaro4m BUpobreHi acenTu4HNM METOAOM), KpiM
nikapcbkux 3acobiB 6ionoriyHoro/iMmyHonoriYHoro
NOXOM)KEeHHS) BBEAEHHS [0AATKOBOI BUPOBHMYOT AinbHUL
ACS Dobfar S.P.A., Via Alessandro Fleming, 2, Verona
(VR), 37135, Italy, BignosignanbHoi 3a BUpoOHWULTBO Ta
nepBYHHE NakyBaHHSA nikapcbKkoro 3acoby. BBeaeHHs 3MiH
npoTarom 6-Tn micsuiB nicns 3atBepakeHHs. 3MiHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo JONYyCTUMNX MEX,
BCTaHOBIEHMX Y cneuudikauisx, nig 4yac BMpobHmuTBa
roTOBOrO fiKapCbKOro 3acoby (BMNy4YeHHst HECYTTEBOTO
BMNpoOyBaHHS B Npoueci BUpOGHULTBA) BUNYYEHHS
BUNPOOYBaHHSA "'e€pMETUYHICTb CUCTEMU 3AKPUTTS
KOHTeWHepa" B npoueci BUpobHuUTBa nikapcboro 3acoby.
BBEAEHHS 3MiH NPOTSArom 6-Tu MicALiB Nicnsa 3aTBEPAXEHHS.
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BUNpPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHK y
mMeTofax BMNpobyBaHb (BKMOYao4m 3amiHy abo
[OOMOBHEHHST)) BHECEHHS 3MiH A0 MeToais BUNpobyBaHHSA
'3 ans ginbHUUi BUpobHuLTBa Verona, 3okpema:
3a3HayeHHs anbTepHaTMBHOIO MeToAy BUNpobyBaHHs 3a
nokasHukom "bakTepianbHi eHO0TOKCUHN" - XpOMOreHHO
KIHETUYHUIA MeToa.
BBefeHHs 3MiH NpoTarom 6-Tu MicALiB Nicns 3aTBEPAXXEHHS.
BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -

85. | 3BIPOBOIO
HACTOMKA

HacTovika

(cybcTaHuis) B
Hoykax noniMepHnx
Ans BupobHuuTBa
HEeCTepUIbHUX
nikapcbkux hopm

NAT
"Manuuda

pm

YkpaiHa

3miHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneundikali Ta/abo JoNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHWUIA/MPOMIXHUIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLEC
BUpOo6HMLUTBa ADI (iHLWI 3MiHW) - BUNyYeHHs iHdbopmaLii

LL{0/10 NPOBEAEHHS BUNPOoBYyBaHHSA ANs igeHTudikauii

UA/12515/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOXHOro TapHoro micus cybcraHuii ETAHOIN (96%) 3
BiANOBigHNMYK 3mMiHaMu B po3ain 3.2.S.2.3. KoHTponb
marepianis

86.

3IPKA

Ganb3am pigkui, no
5 mn y dpnakoHi; no
1 conakoHy y
KapTOHHIN navui

OAHCOH-
Broof

Pecny6nika
Bonrapis

Oanadba
dapmachbioTikan
[koiHT CTok
KomnaHi

B'eTHam

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa
3asBHUKA (BNacHMKa peecTpaLinHoro NocBigYeHHs); 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta
apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHUx
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy, aMiHa
YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
dapmakoHarnsaay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3aaBHMKa 4NN 34iNCHEHHs hapMakoHarnagy B YKpaiHi, AKwo
BOHa BigMiHHa Bif ynoBHOBa)keHOi ocobu, BignosiaanbHoOI 3a
3[iNCHeHHs dhapmakoHarnagy (BKIOYavn KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLeHHI MacTep-daina cuctemm
capmakoHarnsgy) - 3miHa ynoBHoBaXeHoi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a papmakoHarnag. [itoya pegakuis:
KpalueHiHHikoB AHaToni €BreHinosuy. MponoHoBaHa
pepakuisi: boxuaapa CtosiHoBa. 3MiHa KOHTaAKTHUX AaHUX
ynoBHOBaXeHoI ocobw, BiANoBiAanbHOi 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiaanbHoi 3a
capmakoHarnag B Ykpaini. [itova pegakuis: lwyk Hatanka
MeTpiBHa. NponoHoBaHa peaakuis: BonowwnHa AHacTacis
AHaToniiBHa. 3MiHa KOHTaKTHMX 4aHWUX YNOBHOBaXEHOT
ocobu 3asiBHUKa, BiAMNOBiAanbHOI 3a hapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLus 3AiCHEHHSI
OCHOBHOI AiaNbHOCTI 3 dapmMakoHarnsgy

be3
peuenma

UA/7031/03/01

87.

3IPKA

b6anb3am; no4ry
©aHouLi; no 1
6aHouLi y KapTOHHIN
nayui

LOAHCOH-
BIr 00[

Pecnybnika
Bonrapis

Oanadba
dapmacbioTikan
xoiHT CTokK
KomnaHi

B'eTHam

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHa
3asBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro
nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460).
3MmiHun | Tuny - 3miHmn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHUX
AaHUX Npo cuctemy apmMakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy, 3amiHa
yMNoBHOBaXeHOi ocobu, BiAnoBiganbHoI 3a 3A4iNCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asiBHUKA ANA 34iCHEHHs dbapmakoHarnsay B YKpaiHi, SKwo
BOHa BiIMiHHa Bif, YNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a
3[iCHeHHs hapmakoHarnay (BKMoYakum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-carina cuctemu
dapmakoHarnsgy) 3MiHa ynoBHoBaxeHOi 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag. [itova pegakuis:
KpalueHiHHikoB AHaTonii €BreHiioBuy. MponoHoBaHa
pepakuis: boxvaapa CtosaHoBa. 3MiHa KOHTaKTHUX AaHUX
ynoBHOBaxeHoi ocobwu, BignoBigansHoi 3a hapmakoHarnsig.
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, BianoBiganbHOI 3a
dapmakoHarnag B YkpaiHi. fitova pegakuis: lwyk Hatanka
MeTpisHa. MNponoHoBaHa pefakuis: BonowwvHa AHacTacis
AHaToniiBHa.
3MiHa KOHTaKTHWUX AaHWUX YNOBHOBaXEHO 0cobu 3asiBHUKA,

6e3
peuenma

UA/7031/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

BignosiganeHoi 3a chapmakoHarnsg. 3miHa
MicLle3HaxooXeHHs MmacTep-channa cuctemm
thapmakoHarnagy Ta horo Homepa. 3MiHa Micus 34iNCHEHHs
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.

88.

3IPKA

6anb3am ans
iHransauin, no 1,3rB.
TyGi-onisui; no 1
Tybi-oniBLto y
KapTOHHIN nayui

OAHCOH-
Bl 00[

Pecny6nika
Bonrapia

Oanacba
dapmachkioTikan
IxoiHt CTokK
Komnawi

B'eTHam

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianiB:3miHa
3asiBHMKA (BNacHMKa pPeecTpaLiiHoro Noceig4yeHHs); 3minu |
Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnagy. BeegeHHsi abo 3MiHv [0 y3aranbHeHux
AaHux nNpo cuctemMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy, aMiHa
YMOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapMakoHarnagy; KoHTakTHoi ocobu 3 hapmakoHarnsay
3aaBHMKa 4NN 34iNCHEHHs hapMakoHarnagy B YKpaiHi, AKwo
BOHa BiAMiHHa Bif yNOBHOBakeHOi ocobu, BiANoBiaanbHOI 3a
3piicHeHHs hapmakoHarnagy (BKMoYa4m KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MilLeHHI MacTep-daina cuctemm
bapmakoHarnsgy) - 3miHa ynoBHoBaXKeHOi 0cobu 3asBHuMKa,
BignoBiganbHOI 3a hapmakoHarnag. [itova pegakuis:
KpaleHiHHikoB AHaToni €BreHinosuy. MNMponoHoBaHa
penakuisi: boxunaapa CtosHoBa. 3MiHAa KOHTAKTHUX JAHUX
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a dhapMakoHarnsag,
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BianoBiaansHoi 3a
dapmakoHarnsa B YkpaiHi. [litoya pegakuis: lwyk Hatanka
MNeTtpiBHa. MNMponoHoBaHa pefakuia: BonowwnHa AHacTacis
AHaToniiBHa. 3MiHa KOHTaKTHMUX AaHWX YNOBHOBAaXEHOI
ocobu 3asBHUKa, BiAMOBIAaNbLHOI 3a dhapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-anna cuctemu
(hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLs 3a4iCHEHHSI
OCHOBHOI AiSiNbHOCTI 3 hbapmakoHarmsay

be3
peuenma

UA/7031/02/01

89.

30BIPAKC™

niodpinizat ans
PO34MHY And
iHdpysin no 250 wr; 5
cdrakoHiB 3
niodpinizatom y
KOHTYPHIii KAPTOHHIN
ynakoBLi B
KapTOHHiI kopobui

"makcoCmi
TKnsamH
Ekcnopt
Nimiten

Benuka
Bputanis

"makcoCmiTKnsH
MaHydakTypuHr
C.n.A.

ITania

BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l' E-cepTudikar
BiAMOBIAHOCTI €Bponencekin dapmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignNoBigHOCTI abo BuUny4eHHs cepTudikata BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst AonoMixHOT
peyoBUHYM (cepTudikaT BiaNOBIAHOCTI €BpONENChKi
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepAKeHOro BUpobHuka. NMogaHHs OHOBNEHOro
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 1998-029 - Rev 09 (3aTBepaxeHo: R1-CEP 1998-
029 - Rev 08) ans A®| auuknoBipy Bif Bxe 3aTBEPOXXEHOTO
BMpo6HMKa Mylan Laboratories Limited, IHais.

3a
peuernmom

UA/8281/01/01

90.

30BIPAKC™

Tabnetku no 200 wmr;
no 5 Tabnetoky
Gnictepi; no 5
GnicTepi y
KapTOHHiI kopobLyi

nakcoCwmi
TKnamH
Ekcnopt
Nimiten

Benuka
Bputanis

['nakco Bennkom
C.A.

IcnaHia

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiAMOBIAHOCTI €Bponencoki dpapmakonei/moHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BiZNOBIgHOCTI abo BUnNy4eHHs cepTudikarta BianoBigHOCTI
€Bponenickkin dpapmakonei: gna A®l; anst BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo

3a
peuenmom

UA/8281/03/01
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; Anst ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikart Bif yxe
3aTBepOkeHoro BUpobHuKa. [NogaHHsi OHOBNEHOrO
cepTudikaTa BignosigHocTi €Bponenichbkin dapmakonei Ne
R1-CEP 1998-029 - Rev 09 (3atBepaxeHo: R1-CEP 1998-
029 - Rev 08) gna A®| aumknoBipy Big BXe 3aTBEPKEHOIO
BMpoGHMKa Mylan Laboratories Limited, IHais.
91. | ISIKNIH KOHLeHTpaT 45 INMCEH PdpaHuis BO®YP IMCEH ®paHuia BHECEHHS1 3MiH O peecTpauiiHMX maTepianiB: TEXHIYHa 3a UA/14703/01/01
oparbHOro PO34nHy; KOHCbHO IHOYCTPI nomurnka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenmom
6nm3sbKko 176 mn MEP BUMNPAaBIEHHsI TEXHIYHMX MOMUIOK y crneuundikauii, ki
KOHLIEeHTpaTy Ans XENCKEA NnoB’si3aHi 3 HeBiaNoBiAHICTIO iHpopmaLii (pi3HOUMTaHHS) y
0parnbHOro po34nHy , Mexax MeTopAjiB KOHTPOMIO SIKOCTi Ans BUNpobyBaHHs
y nnsAwyj; no 2 aKuioHepH ineHTudiKauii Ta KinbKiCHOro BU3Ha4YeHHS1 MarHito, Karnito,
NAALWKA Y KOMMONEKTI e HaTpito, cynbdary Ta HaTpito 6eH3oaTy.
3 O4HUM TOBapuCTB
CTakaH4vKoM 3 o
MipHOIO MiHi€lo, Y cnpoLeHo
KapTOHHI kopobui ro Tuny
92. | IHOAN® Tabnetku no 2,5 wr; NMPO.MEQ Yecbka NMPO.MEA.LIC Yecbka BHeceHHs 3miH [0 peecTpauinHux maTtepianis: 3miHm Il Tuny 3a UA/4237/02/03
no 10 Tabnetok y .UC lMNpara | Pecny6nika Mpara a.c. Pecny6bnika - 3MiHn 3 sikocTi. ADI. Bupo6bHMUTBO (iHLWI 3MiHK) OHOBMEHHSs peuenmom
6nictepi; no 3 abo 6 a.c. ASMF Ha gitouy peqoBuHy iHOanamig Big 3aTBepaKeHoro
GnictepiB y BMpobBHMKa Quimica Sintetica S.A. (3aTBepaxeHO: version
KapTOHHiI kopobuyi IP-QS1-ED.08-EP (September 2019); 3anponoHoBaHo:
version IP-QS1-Ed.09-EP (March 2021).
93. | IHOAN® Tabnetku no 1,25 NMPO.ME Yecbka NMPO.MEA.LIC Yecbka BHeceHHs 3miH 0 peecTpauinHux matepianis: 3miHm Il Tuny 3a UA/4237/02/02
mr; no 10 TabneTok .UC lMNpara | Pecny6nika Mpara a.c. Pecnybnika | - 3miHu 3 sikocTi. ADl. BUpoBHMUTBO (iHLWi 3MiHW) OHOBMNEHHS peuenmom
y bnicTepi; no 3 abo a.c. ASMF Ha gitouy peqoBuHY iHOanamig Big 3aTBepaKeHoro
6 6nicTepiB y BMpo6HMKa Quimica Sintetica S.A. (3aTBepaxeHO: version
KapTOHHiI kopobui IP-QS1-ED.08-EP (September 2019); 3anponoHoBaHo:
version IP-QS1-Ed.09-EP (March 2021).
94. | IHCYNIH NOPOLLIOK MpAT «[o YkpaiHa MpAT «[Mo YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | Tuny - - UA/8390/01/01
noguHn (cybeTaHuis) y BUPOGHWL, BMPOGHMLUTBY 3miHu 3 skocTi. A®l. CtabinbHicTb. 3miHa nepiogy
PEKOMBIHA KOHTelHepax 3 TBY iHcyniHiB "lHoap" NoBTOPHUX BUNpobyBaHb/nepioay 36epiraHHst abo ymoB
HTHUA nonimepHoro iHCyniHiB 30epiraHHss A®I (3a BigCYTHOCTI y 3aTBEpPOKEHOMY OOChE
MaTepiany abo "IHpap" cepTtudikaTa BignosigHocTi €Bponeiichbkin dhapmakonei, LWwo
Hepxagitoyoi cTani BKITHOYa€E nepiof, MOBTOPHOro BUNpobyBaHHS) (nepiog,
ans BupobHuuTea noBTOpHOro BUnNpobyBaHHsa/nepion 36epiraHHs) -
CTEepUIbHUX 36inbLueHHs abo BBeEHHS Nepiogy NOBTOPHOMO
nikapcbkux hopm BUNpobyBaHHsA/nepiody 36epiraHHa Ha OCHOBI pe3ynbTaTiB
[OCTifKeHb Y peanbHOMY 4aci - 3MiHa TepMiHy NpUAATHOCTI
ADI iHcyniHy ntoguHu pekoMbGiHaHTHoro. 3aTBepaXeHo: 2
roga 3anponoHoBaHo: 5 pokiB
95. | IPUHOTEKAH | koHueHTpaT ans Amakca Benwuka KOHTPOIb cepii Ta HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/14902/01/01
AMAKCA PO34nHy Ans nTa BpuTaHis BUMYCK cepii: AAMiHiCTpaTMBHI 3MiHW. BunyyeHHs1 BUPOGHWYOT AinbHUUI peuenmom
iHdy3in, 20 mr/mn no AkBiga N'moX, (BKkntoyaroum ginbHuui gns A®l, npomixkHoro npogykty abo
2 mn, 5 mn abo 15 HimeuuunHa; rOTOBOrO fikapcbKkoro 3acoby, AinbHWLi AN NPOBEAEHHS

MA 'y donakoHi; no 1
dnakoHy B
KapTOHHIN kopobui

BUPOGHMLUTBO in
bulk, nepBuHHe Ta
BTOPUHHE

nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUMycK cepii,
MicLie NpoBeAeHHS KOHTPOMIo cepii) abo noctayanbHuKa
BUXiZHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4oBUHU
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n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs, (sKLWO 3a3Ha4YeHo y Aocbe) BuganeHHs BUPOGHUYOT
KOHTPOMb Cepii: AiNbHWL, WO BiANOBIAAE 3a BTOPMHHE nakyBaHHs 113,
AkBiga 'mbX, BeHyc ®apma 'mM6X, HimeuunHa (Venus Pharma GmbH,
HimeyuunHa Germany).
96. | IXTIONOBA mMasb 10 %; no 30ry MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny - 6e3 UA/8038/01/01
MA3b 10% Tybax "OITOPA ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenma
PM" agpecu 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecy 3asiBHWKa. BBegeHHs 3MiH NpoTsaroM 6-tu
MicaUiB Nicnsa 3aTBepAXeHHsA
97. | KANIKO NOPOLLIOK MPAT YkpaiHa Mpaui IHAisa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - - UA/14005/01/01
noavn (cybeTaHuin) y "®ITOPA dapmachbioTikanc ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
NOABIVHNX NakeTax 3 PM" Mer, JiTA. agpecwu 3asiBHMKa (BNacHvKa peecTpauiiHoro NocBig4eHHs)
nniBkn 3MiHa agpecu 3asiBHVKa BBeaeHHs 3MiH NpoTarom 6-Tu
nonieTuneHoBoi Ans MicaLiB Micnsa 3aTBEpPAXEHHS.
dapmaLleBTU4HOro
3aCTOCYBaHHA
98. | KAnbulO PO34MH NS iH eKuin, Mictpan AHrnia Xaynt ®apma Himeyumna BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny - 3a UA/15243/01/01
DOJIHAT - 10 mr/mn; no 5 mn Kenitan BonbdpaTtcxayseH 3MiHn 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuernmom
BICTA abo no 10 mn, abo Menenxm mbX BiAMOBIAHOCTI €Bponencoki dapmakonei/moHorpadii.
no 20 mn, a6o no 35 €eHT MogaHHA HoBoro abo oHoBReHoro cepTudikara
mn, abo no 50 mn, NimiTen BignoBigHoCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI
abo no 100 mn €Bponewicbkin dapmakonei: ana A®l; ansi BuxigHoro
PO34MHY Y PraKoHi; maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
no 1 dnakoHy y BVIKOPVCTOBYIOTbCA Y BUpOobHUUTBI ADI; Anst 4ONOMKHOT
KOpOOGLi 3 KapTOHY peyoBUHM (CepTudikaTt BiANOBIAHOCTI €BpPONENChKin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepOkeHoro BMpobHuka. NogaHHs oHOBNEHOro
cepTtudikaTa BignosigHocTi €Bponerichbkin dapmakonei Ne
R1-CEP 1996-055 - Rev 06 (3aTBepaxeHo: R1-CEP 1996-
055 - Rev 05) ans gitoyoi pevosumHu Calcium folinate hydrate
Bif, BXe 3aTBepaxeHoro BupobHuka MERCK & CIE,
LLsenuapisi. 3miHu | Tvny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTi €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
npuBeaeHHs y BiANoBigHiCTb o MoHorpadii APY abo
€Bponenckkoi hapmakonei, abo iHLWOoi HauioHanbHoT
dapmakonei gepxasu €C (3miHa y cneuudikauisx,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponeiicbkin
dapmakonei, abo iHLWiN HauioHanbHIn dapmakonei Aepxasu
€C) npvBefeHHs cneuudikauii Ans Oit4oi pe4yoBrHU
KanbLito doniHaT y BiANOBIAHICTb 4O OHOBMEHOI MOHOrpagil
Calcium Folinate Hydrate EP.
99. | KAHOEUUN Tabnetkn, 32 mr/25 OPIrAHO OAE EBepTomkeH Nand IHais BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/12282/01/01
HD Mr, no 10 TabneTok CUH CaeHcus Jliviten 3MiHu 3 skocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTponb peuenmom
y 6nicTepi, no 1, no NAASCA roTOBOrO flikapCbKoro 3acoby (iHLi 3MiHu) -
3, no 10 6nictepis B EHCKN3 BuknageHHs MKA J13 ykpaiHcbKoo MOBOIO (3aTBEPAKEHO
Kopoo6Li (E® 3ET 1) pociicbkolo MOBOH), 6€3 3MiHM aHaniTMYHMX MeTopiB, 3
HEe3Ha4YHMMM KOPEKLISMM ONWCY METOZIB KOHTPOJTHO SKOCTI.
100, KAHOEUMUN Tabnetkn, 32 mr/25 OPIrAHO OAE EBepTomkeH Nand IHaisa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/12283/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HD mr, in bulk: no 2500 CWH CaeHcus Jlimiteq 3MiHuM 3 akocTi. [oToBMI Nnikapcbkuii 3aci6. KoHTponb
TabneTok B NANS®CA roTOBOrO fNikapCbKoro 3acoby (iHLwi 3MiHW) -BuknaaeHHs MKA
noABiiHOMY MakeTi; E€HCUN3 J13 ykpaiHCbKO MOBOLO (3aTBEPAYKEHO POCICHKOK MOBOLD),
no 1 nakety B (E® 3ET 1) 6e3 3MiHM aHaniITMYHNX MeToaiB, 3 HE3HAYHUMM KOPEKLisiMU
KapTOHHi kopobui OMnMCY METOAIB KOHTPOIO SKOCTI.
101, KANCUKAM® | masb, no 15, no 30 AT JlaTBist AT TanniHHCbKuI EcToHis/ BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/6191/01/01
rabo no 50 r y Ty6i "Ipinaexc" dapmaLleBTUYHNIA JaTBis 3MiHu 3 sikocTi. F'oToBWI Nikapcbkuii 3acib. Cuctema peuenma
antomiHieBin; no 1 3aBoga, EcToHis KOHTEeWHep/3aKkynoptoBarnbHuUiA 3acit. 3miHa po3mipy
Ty6i Ta 1 annikaTopy AT "Ipingekc”, yMaKoBKW rOTOBOIO Nikapcbkoro 3acoby (3miHa macu/o6'emy
B NayLi KApTOHHIN JlatBia BMICTY KOHTeNHepa 6aratogo30Boro nikapcbkoro 3acoby ans

HenapeHTepanbHOro 3acTocyBaHHsi (260 0gHO4030BOrO,
4aCTKOBOrO BUKOPUCTaHHS)) BBeaeHHs1 4oaaTkoBoi (hacoBkM
- 15 ry Ty6i antomiHiesin.

BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3Mminn | TMny - 3miHn 3 skocTi. A®I. KoHTponb AL, 3miHa y
mMeTogax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMiXXHOro NpoAykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y npoueci BUpoOHUUTBa API (iHLWi 3MiHK
B MeToAax BunpobyBaHHs (Bktoyatoum 3amiHy abo
[OOMOBHEHHS) ANSA peareHTy, WO He CNPUYMHAE iICTOTHOrO
BMMBY Ha sikicTb A®l) oHOBNEHHs aHaniTUYHOI Npoueaypu
onsi HoHmBamigy (3aTBepmkeHo: P/422/ANA/001/EST/C;
3anponoHoBaHo: P/422/QSP/001/EST/D). 3minu | Tuny -
3miHu 3 akocTi. APl. KoHTponb A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXigGHUA/NPOMIXKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BMPOGHMLUTBa ADI (3BY>KEHHS AOMYCTUMMX MEX, BUSHAYEHMX
y cneuudikaLii) 3By>keHHS1 JOCTYMHUX MEX 32 NMOKa3HUKOM
"KinbkicHun BmicT" y cneundikauii A®| HoHnBamig Big
BupoGHuka M3 AT "lMpinaekc", Natsis. 3miHun | TMny - 3miHK
3 gkocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXiAHUIA/MPOMiIXKHUIA
NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeCi
BUpOGHMLUTBa ADI (BUNYyYEHHS HE3HAYHOTO NMOoKa3HUKa SIKOCTI
(Hanpuknag BUMYYEHHS 3acTapinoro nokasHuka)) BunyyeHHs
3acTapinoro napameTpy "YMoBu 36epiraHHsa"(y repMeTuyHin
Tapi) 3i cneundgikauii A®l HoHnBamig Big BUpoGHUKa M3 AT
"Ipinaekc”, NlaTsis. 3miHu | TUNy - 3miHK 3 sikocTi. ADI.
KoHTponb A®Il. 3miHa y napameTpax cneumdikauin Ta/abo
OONyCTUMMUX MEX, BU3HAYEHUX Y crnieumdikauisx Ha APl, abo
BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea APl (BunyyeHHs
HEe3Ha4HOro NokasHuKa sIKoCTi (Hanpuknag BUNy4YeHHs
3acTapinoro nokasHuka)) BunyueHHsi 3aactapinoro
napameTpy "lNepiog NOBTOPHOrO TECTYBaHHA" 3i
cneuudikauii A®l HoHuBamig Big BupoGHuka M3 AT
"I'piHaekc", NaTBig.
3miHu | Trny - 3miHm 3 akocTi. A®l. KoHtponb A®I. 3miHa y
napamMeTpax cneuugikadii Ta/abo 4onycTUMUX MEX,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo

BUIy4eHHs BUpo6Huka APl BensunHikoTuHaTty Merck KGaA,

KOHTpOrHO cepii) abo noctayanbHyKa BUXIQHOrO matepiany,

BUXIZHWMI/MPOMDKHUI NpOAYyKT/peareHT, LWo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BONOBHEHHS cneumdikauii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMOBIAHUM METOAOM BUNPobyBaHHs) 3MiHa napameTpy
"lpeHTudpikauis" y cneuudikauii A®| HoHnBamigy y 3B'A3ky i3
[ogaBaHHSAAM HOBOTO BUPOBHMKA. 3MiHu | Tuny - 3miHn 3
akocTi. A®l. KoHTtponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX Y
crneumndikauisx Ha A®l, abo BUXIgGHUA/NPOMIXKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLEeCi
BUpo6HMLTBa ADI (OonoBHEHHS cneuudikadii HoBUM
NOKa3HWKOM SIKOCTi Ta BignoBigHMM METOAOM BUNPOGYBaHHS)
nopaBaHHg napameTpy "Nonanoic acid" y cneumdikauii ADI
HOHMBaMigy Y 3B's3Ky i3 foA4aBaHHAM HOBOro BUPOBHUKa
3Mminn | TMny - 3miHn 3 skocTi. A®Il. KoHTponb AL, 3miHa y
napametpax crneuudikauin Ta/abo JonyCTUMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIZHWMI/MPOMIDKHUIA NpoAyKT/peareHT, Wo
BVKOPVCTOBYIOTBCS Y Npoueci BupobHuutea AdI
(BonoBHEHHS cneumdikauii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANoOBIigHMM MeTo4oM BUNpobyBaHHs) 3MiHa napameTpy
"Related substances" y cneundikauii A®| HoHnBawmigy y
3B'sI3Ky i3 JOAABaHHAM HOBOro BUPOOHUKa. 3MiHu | Tuny -
3miHu 3 akocTi. A®l. KoHTponb A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHNIA/MPOMIXHUIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpobHMLTBa ADI (ONOBHEHHS cneuudikadii HOBUM
NOKa3HMKOM SIKOCTi Ta BigMNoBIAHMM METOAOM BUNPOBYBaHHS)
nopaasaHHA napameTpy "Residual solvents" y cneundikauii
A®| HoHMBaMigy AA HOBOTO Ta BXe 3aTBEPPKEHOro
BUPOGHMKIB. 3MiHM | TUNy - AOMIHICTpaTMBHI 3MiHN.
BunyyeHHs BUpOGHMYOT AinbHULI (BKMHOYAOYM AinbHULI Ans
A®I, npomi>XHOrO NPOAYKTY abo roTOBOro NikapCbKoro
3acoby, AinbHULI ANst NpOBeAEeHHS NaKyBaHHs, BUPOOHUKA,
BiANoOBiganbHOro 3a BUNYcK cepin, Micue NpoBeaeHHs!
KOHTpOIo cepii) abo nocTayanbHvKa BUXIGHOroO MaTepiany,
peareHTy abo [ONOMIKHOI PE4OBMHM (SKLLO 3a3HAYEHO Y
[OCbE)

Germany y BupobHukie AS GRINDEKS Ta Tallinna
Farmaatsiatehase AS.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOOHMYOI AinbHUUi (BkMtoYatoum ginbHuui ans Adl,
NPOMIDXHOrO NPOoAYKTY abo roToBOro nikapcbkoro 3acoby,
OiNbHUUI AN NPOBEAEHHST NaKyBaHHS, BUPOOHMKA,
BiZNOBIgANbLHOro 3a BUMYCK CEPil, MicLie NPOBEAEHHS!

peareHTy abo ONOMIKHOI PEYOBMHM (SKLLO 3a3HAYEHO Y

[0CbE) BUNy4yeHHs BUpobHuka AP| 6eH3nHikoTuHaTy
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Grindlays Pharmaceutical Pvt. Ltd., India y Bupo6Huka
Tallinna Farmaatsiatehase AS. 3miHn | Tuny - 3MiHK 3 AKocTi.
ADI. KoHTponb A®I. 3miHa y napameTpax cneuudikadi
Ta/abo foNyCTUMUX MeX, BUHAYEHUX Y cneumdikauisx Ha
A, abo BMXigHWMIN/NPOMiXXHWI NpoAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AdI
(BONOBHEHHS cneumdikauii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMOBIAHMM METOAOM BUNPOBYBaHHS) OAaBaHHS 40
cneumndikauii APl 6eH3nnHikoTMHaTY nokasHuka Total
yeasts/moulds count (TYMC). 3miHn | Tuny - 3miHM 3 AKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo AonyCTUMUX MeX, BUSHAYEHUX Y crneumdikauisx Ha
A®I, abo BUXigHWMI/NPOMDKHWIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS Y Npoleci BupobHuutea AdI
(BonoBHEHHS cneumdikauii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMOBIAHMM METOAOM BUNpobyBaHHsA) JoAaBaHHS 0
cneuudikauii APl 6eH3NMHIKOTMHATY NoKasHuKa
Pseudomonas aeruginosa. 3miHu | Tuny - 3MiHu 3 sIKOCTi.
A®I. KoHTponb AdL. 3MiHa y napameTpax cneumdikauin
Ta/abo [OMyCTMUX MeX, BUHAYEHNX Y crieumdikauisx Ha
A®I, abo BUXigHMI/NMPOMDKHWIA NpOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y Npoueci BupobHuutea Ad|
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM SIKOCTI Ta
BiAMOBIAHMM METOAOM BUNpobyBaHHs) foAaBaHHSA 40
cneuudikauii APl 6eH3NNHIKOTUHATY NokasHuKa
Staphylococcus aureus. 3miHu | TUny - 3MiHun 3 sikocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneumdikauivi Ta/abo
OONyCTUMMUX MEX, BU3HAYEHNX Y crneumndikalisx Ha APl, abo
BVXiAHWUI/NPOMIDKHUI NpoAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y npoLleci BupobHuutea A®I (BunyyeHHs
HEe3Ha4HOro NokasHuKa sSIKoCTi (Hanpuknag BUNy4YeHHs
3acTapinoro nokasHuka)) BunyyenHs napametpy
"Characters" i3 cneumndikauii A®I 6eH3unHikoTuHaTy
BUpoGHuka M3 AT "IMpinaekc", Natsis. 3miHun | TMny - 3miHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpOo6HMLUTBa ADI (BUMYy4YEeHHSA HE3HAYHOTO NMoKa3HUKa SIKOCTI
(Hanpvknag BUMYYEHHS 3acTapinoro nokasHuka)) BunyueHHs
napameTpy "Storage conditions" i3 cneuudikauii API
OeH3unHikoTuHaTy BUpo6HuKa M3 AT "Ipinaekc”, NaTsisi.
3miHu | TNy - 3minm 3 sikocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo JonyCTUMUX MeX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiOHWI/NPOMIXXHUIA NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea A®I (BunyyeHHs
HEe3HaYyHoro NnokasHvKa SKOCTi (HanpuKnag, BUy4YeHHs
3acTapinoro nokasHuka)) BunyueHHs napametpy "Shelf life"
i3 cneumndikauii A®I 6eH3unHikoTuHaTy BupobHuka 13 AT
"I'pinagexc”, Nateig. 3minm | Tuny - 3miHn 3 skocTi. ADI.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KoHTponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
OONYCTUMKX MeX, BU3HaYeHux y cneumndikauisx Ha APl, abo
BUXIZHWMI/MPOMIDKHMIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea APl (BunyyeHHs
HEe3HaYHOro MoKasHWKa SKOCTi (Hanpuknag BUIyYeHHs
3acTapinoro nokasHuka)) BUNyYeHHs1 XapaKTepUCTUKN
3anaxy 3 nokasHuka «30BHILLHI BUrNSA» i3 cneumdikauii
AdI| HoHiBamigy BMpoGHUMKa T13 AT "IpiHaekc", Natsis.
3miHu Il Tuny - 3MiHu 3 akocTi. ASl. BupobHMLTBO. 3MiHa
BMPOGHMKa BUXiQHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy, LWo
BMKOPMCTOBYIOTbCH Y BUpoBHn4omy npoueci APl, abo amiHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, Micue NpoBeaeHHS
KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponencki apmakonei y 3aTBepaKeHoOMy
nocbe)(BBeaeHHs HoBoro BUMpobHuka A®| 3 HagaHHAM
macTep-caiina Ha AdDl)
BBeOEHHS HOBOro BMpobHuka A®I HoHmBamigy Formosa
Laboratories, Inc., 3 nogaHHam ASMF.

102 KAPBAMA3E | tabnetku no 200 mr ToBapucT YkpaiHa BCi cTagii YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/7327/01/01
MiH- no 10 tabnetoky BO 3 BUPOOHMLTBA, 3MiHM Wwoao 6e3neku/edeKTUBHOCTI Ta dhapMakoHarnagy. peuenmom
300POB'A Gnictepi; no 2 obmexeHo KOHTPOSb SIKOCTI, 3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi

Gnictepn y 10 BUMYCK Cepil: MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acTOCyBaHHS Ha
KapTOHHIN kopobuyj; BignoBiaa ToBapwucTso 3 nigcTasi perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
no 20 Tabnetok y TNbHICTIO obmMexeHow nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
6nicTepi, no 1 "®papmaune BignoBiganbHiCcTO 3aCTOCyBaHHsI NikapcbKoro 3acoby B nicnsipeecTpauiiHni
Gnictepy y BTUYHA "®apmaueBTiHa nepiod, abo Sk pesynbTaT OLiHKK 3BiTY 3 4OCHIAXEHD,
KapTOHHiI kopobui KoMnaHis KOMMaHis npoBeAeHuX BignoBigHO A0 NnaHy negiaTpudHnx
"3gopos's" "3popos's", YkpaiHa; pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
BCi cTagii YNOBHOBAXXEHVM OpraHom)
BUPOGHMLTBA, 3MiHU BHECEHO B iHCTPYKLO ANst MEOUYHOTO 3aCTOCYBaHHS
KOHTPOrb SIKOCTi: nikapcbkoro 3acoby Ao po3sainis "Baaemogisi 3 iHWumMu
ToBapucTBo 3 nikapcbkumm 3acobamu Ta iHWi Buav B3aemogin”,
obmexeHoto "OcobnueocTi 3acTocyBaHHsA", "3acTocyBaHHs y nepio
BianoBiganbHicTO BariTHocTi abo rogyBaHHs rpyaa” (6esneka), "MobivHi
"®APMEKC IrPyI1", peakuii" BignoBigHO 4O OHOBMEHOI iHpopmallii 3 6esneku
YkpaiHa 3acToCyBaHHS [ik040i pe4OBUHM NikapCbKoro 3acoby.
CynyTHs1 3miHa - 3MiHK LWoao 6e3neku/edpekTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n) oo 3060B'sA3aHb
Ta YMOB BuAaui peectpauiiHoro nocBig4eHHs1, BKIovaoum
MnaH ynpaBniHHSA pu3nkaMm (3aCTOCYBaHHS! TEKCTY, SIKUIA
NOroKEHUN 3 KOMMNETEHTHUM OpraHom) 3MiHW BHECEHO 0
YacTtuH: V "3axoam 3 MiHimisauii pusukis" Ta VI "Pesiome
nnaHy ynpaeniHHa pu3nkamu ans koxdoro J13" srigHo
pekomeHgauii PRAC. BBegeHHs 3MiH NpoTarom 6-tu Micsiuis
nicnsi 3aTBEpPAYKEHHS!

103.| KAPBAMA3E | tabnetku no 400 mr TosapucT YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu | Tuny - 3a UA/7327/01/02
MIH- no 10 Tabnetok y BO 3 0bMexeHo 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnagy. peuenmom
300POB'A GnicTepi; no 5 obmexeHo BiANoBiganbHiICTO 3MmiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
®OPTE GnicTepi y 10 "®apmaueBTNYHa MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHS Ha

KapTOHHIl kopoOLi Bignosiga KomMmnaHis "3gopos's"” nigcTaBi perynsipHO OHOBIOBAHOIO 3BiTY 3 6e3neku
TIBHICTIO nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
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n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
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3asieHuK

Kpaina
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Kpaina
eupobHUKa
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peecmpayiliHo2o
noceio4yeHHs1

"dapmaune
BTUYHA
KOMNaHiga
"3popos's"

3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiHnii
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCTIAXEHD,
npoBeAeHnxX BiANOBIAHO A0 NraHy neaiaTpuyHNX
pocnigpkeHb (PIP) (3MiHy y3rog)kKeHo 3 KOMMNETEHTHUM
YNOBHOBAXEHVM OpraHom)
3MiHN BHECEHO B iHCTPYKLIO ANst MEQUYHOr0o 3acTOCYBaHHS
nikapcbkoro 3acoby o posginis "B3aemogisi 3 iHWMMK
nikapcbkumun 3acobamu Ta iHWi BUAW B3aemogii",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiop,
BariTHoCTi abo rogyBaHHsi rpyaat” (6esneka), "MoGiyHi
peakuii" BiANOBiAHO 40 OHOBMEHOI iHbopMmalii 3 6e3neku
3acToCyBaHHS 4ito40i pevoBUHU fikapcbkoro 3acoby. 3MiHu
BHeCeHO [0 YacTuH: V "3axoau 3 MiHiMisauii puaukis" ta VI
"Pestome nnaHy ynpasniHHa puankamu ans koxdoro J13"
3rigHo pekoMeHgauii PRAC.

BBegeHHst 3MiH NPOTArom 6-Tn MicsaUiB NicNsa 3aTBEPLKEHHSA
CynyTHS 3miHa - 3MiHK LWoao 6e3nekn/edeKkTnBHOCTI Ta
cdapmakoHarnsgy. BHeceHHs abo 3amiHa(1) oo 3060B's3aHb
Ta yMOB BUAa4i peecTpauinHoro nocBig4YeHHs, BKoYaym
lMnaH ynpaeniHHA pu3nkaMm (3aCTOCYBaHHS TEKCTY, KU
NOTOKEHWUIA 3 KOMNETEHTHUM OpraHoM) 3MiHW BHECEHO 10
yacTuH: V "3axogm 3 MiHimisauii pusumkis" Ta VI "Pestome
nnaHy ynpasriHHA puankamu Ans koxdoro J13" srigHo
pekomeHgauii PRAC. BeBegeHHs 3MiH NpoTsrom 6-Tu Micsiuis
nicns 3aTBEpAXKEHHS!

104,

KAPMETAOU
H

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, 3
MoaucpikoBaHUM
BUBINIbHEHHSM, MO
35 wr; no 30
TabneTtok y bnictepi;
no 2 6nictepu B
KapTOHHiI kopobui

TOB
"YOPSI
MEAULIN
He

YkpaiHa

yorPng MEOMLIMH
INAY CAH. BE
TIOK. A.LLL

TypeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHU y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT ANA MeANYHOro 3acTOCyBaHHS
reHepu4HUX/ribpuaHnx/GionoaibHMx nikapcbkmx 3acobis
nicns BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHUI npenapat
(3miHa He noTpebye HagaHHSA KOAHWUX HOBUX 40AATKOBUX
AaHnx) 3MiHU BHECEHI 0 iHCTPYKLUT Ans MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby y posain "OcobnueocTi
3acTocyBaHHA" 3rigHO 3 iHOpMaLlielo LWOAO0 MEONYHOTO
3acToCcyBaHHSA pedpepeHTHOro nikapcbkoro 3acoby
(MPEQYKTAIN® MR, TabneTku, BKpUTi NNiBKOBOO
060mMoHKo, 3 MOAUMIKOBaHMM BUBINbHEHHAM No 35 mr)
BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB Nicns 3aTBepAXKEHHS

3a
peuerimom

UA/14715/01/01

105,

KBETUPOH
100

TabneTku, BKPUTI
NniBKOBOO
o6onoHkoto, no 100
mr no 10 TabneTok y
6nictepi; no 1, 3 abo
6 Gnictepis B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3minu | Tuny -
3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnagy.
3MiHU y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEeAWYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionofibHMx nikapcbknx 3acobis
nicns BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHWUI npenapat
(3miHa He noTpebye Hal@aHHS OAHWX HOBUX J0AAaTKOBUX
AaHnx) 3MiHWM BHECEHO [0 iHCTPYKUiT ANS Mean4Horo
3acToCyBaHHS fnikapcbKkoro 3acoby y posginu:
"®apmakonoriyHi BnactmsocTi", "lMoka3aHH:A" (YTOYHEHHSI
iHdpopmaluii), "Baaemogist 3 iHLWMMKM NikapcbknMu 3acobamu
Ta iHWi Buam B3aemogii", "OcobnmnBocTi 3acTocyBaHHs",

3a
peuenmom

UA/8372/01/02
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"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHS rpyaato”,
"Cnoci6 3actocyBaHHs Ta fo3un", "MepenosysaHHs", "MobiyHi
peakuii” 3rigHo 3 iHpopmallieto Woao MeanyHoro
3acTOCyBaHHsi pedhepeHTHOro nikapcbkoro 3acoby
(Seroquel, film-coated tablets). BeeaeHHs 3MmiH npoTsarom 6-
TV MicaLiB nicnsa 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHn 3
siKkocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneumdikauin
Ta/abo [oNYyCTMMUX MEX rOTOBOTO fikapCbKoro 3acoby (iHLwi
3MiHM) — BHECEHHS 3MiH A0 cneumdikauii/MeToaiB KOHTPOSo
sikocTi 113, a came BHeCEHHs1 pedaKLUiiHUX 3MiH 4O M.
«Onucy» (NpuBeaeHHs hopMyrnoBaHHs onucy TabneTkn o
3aranibHUX BHYTPILLIHBbO-(iPMOBMX BUMOT Ta HE CTOCYETHLCS
3MiHW 30BHILLHBOTO BUMMSAAY TabneTku i TEXHOMOr4YHOro
npouecy BMpobHUUTBA). 3MiHN BHECEHO [0 iHCTPYKUii ans
MeAMYHOro 3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"Nikapcbka popma. OCHOBHiI (Pi3nKO-XiMiyHi BnacTMBocCTi .
BBegeHHs 3MiH NPOTArom 6-TW MicsUIB NicNsa 3aTBEPLKEHHS.

106.

KBETUPOH
200

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 200
mr no 10 TabneTok y
6nictepi; no 1, 3 abo
6 GnicTepis B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Ctapt”

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHM Y KOPOTKi XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT ANA MeANYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionofibHNx nikapcbknx 3acobis
nicnsa BHECEHHS Tiel camoi 3MiHWM Ha pedbepeHTHMI npenapaTt
(3miHa He noTpebye HagaHHS XKOAHWUX HOBUX 40OATKOBUX
naHux) 3MiHM BHECEHO [0 iHCTPYKUIT ANs MeANYHOro
3aCTOCYBaHHsI NikapCbKOro 3acoby y po3ainu:
"®apmakonoriyHi BnactmsocTi", "lMoka3aHHA" (YTOYHEHHS
iHdpopmalii), "Baaemogis 3 iHWK1MKM nikapcbknMmn 3acobamu
Ta iHWi Buam B3aemogii", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3actocyBaHHsi Ta fo3n", "lMepenosyBaHHs", "MoGiyHi
peakuii” 3rigHo 3 iHpopmalieto Woao MeanyHoro
3aCTOCyBaHHsI pedpepeHTHOro fnikapcbkoro 3acoby
(Seroquel, film-coated tablets). BeeaeHHs 3miH npoTsarom 6-
Tn MicsiliB nicnsi 3aTBepaKeHHs. 3MiHn | Tuny - 3MiHm 3
sikocCTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB crnevuudikawin
Ta/abo [onyCTUMUX MEX rOTOBOIO fikapcbkoro 3acoby (iHLwui
3MiHW) — BHECEHHS 3MiH [0 cneuudikalii/MeTogiB KOHTPOmno
skocTi 113, a came BHECEHHsT pefaKLUiiHUX 3MiH 4O M.
«Onucy» (NpuBeaeHHs1 opMynOBaHHS onucy TabneTku Ao
3aranbHUX BHYTPILLHBLO-(iPMOBMX BUMOT Ta HE CTOCYETHLCS
3MiHM 30BHILLHBOrO BUMSAAY TabneTku i TEXHONOrYHOro
npotecy BUpobHULITBA). 3MiHM BHECEHO [0 iHCTPYKUiT Ans
MeZMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby y po3ain
"Nikapcbka bopma. OCHOBHiI (hi3nKo-ximiyHi BnacTMBocTi .
BBegeHHs 3MiH NpoTSArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.

3a
peuernmom

UA/8372/01/03

107,

KBETUPOH
25

TabneTku, BKPUTI
NniBKOBOO
000M0oHKoI0, Nno 25

TOB
"ACIHO
YKPATHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux MmaTepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3neku/edeKTUBHOCTI Ta hapMakoHarnagy.
3MiHM y KOpOTKili XapakTepucTuL nikapcbkoro 3acoby, TeKCTi

3a
peuenmom

UA/8372/01/01
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mr no 30 TabneTok y
GnicTepi; no 1
Gnictepy B
KapTOHHIN nayui

MapKyBaHHs Ta iHCTPYKUii Ans MeaW4HOro 3acTocyBaHHs!
reHepu4HUX/ribpuaHNx/GionoaibHMxX nikapcbkmx 3acobis
nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA Nnpenapat
(3miHa He noTpebye HagaHHS XXOAHMX HOBUX 40OATKOBUX
AaHux) 3MiHM BHECEHO A0 iHCTPYKUil ANs MeANYHOro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactusocTi”, "lMoka3aHHSA" (YTOYHEHHS
iHcbopmallii), "B3aemopist 3 iHWmMK nikapcbkummn 3acobamm
Ta iHWi Bnam B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHS rpyaato”,
"Cnocib 3actocyBaHHsi Ta fo3n", "lMepeno3syBaHHs", "MoGiyHi
peakuii” 3rigHo 3 iHopmaLjieto Woao MeguyHoro
3acTOCyBaHHsi pedhepeHTHOro fnikapcbKoro 3acoby
(Seroquel, film-coated tablets). BeeaeHHs 3MmiH npoTsarom 6-
TV MicaLiB nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHn 3
siKocTi. [oToBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis crneuudikauin
Ta/abo [oNyCTMMUX MEX rOTOBOrO flikapCcbkoro 3acoby (iHLwi
3MiHM) — BHECEHHS 3MiH A0 cneumdikauii/MeToaiB KOHTPONo
skocTi 113, a came BHeCEHHs1 pedaKLUiiHUX 3MiH 4O M.
«Onucx» (NpuBeaeHHs hopMyrnoBaHHs onucy TabneTkn o
3aranibHUX BHYTPILLIHBbO-(iPMOBMX BUMOT Ta HE CTOCYETHLCS
3MiHW 30BHILLHBOTO BUMMSAAY TabneTku i TEXHOMOr4YHOro
npotecy BUpobHULTBa). 3MiHM BHECEHO [0 iHCTPYKUiT Ans
MeZMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"Nikapcbka popma. OCHOBHI (hi3nKO-ximMiyHi BnacTMBoCTi .
BBegeHHs 3MiH NpoTsirom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.

108.

KO-
OVUPOTOH®

Tabnetku, 20
mr/12,5 mr, no 10
Tabnetok y 6nictepi;
no 1 abo no 3
Gnictepn y
KapTOHHIN ynakoBLj

BAT
"l'eneoH
PixTep"

YropwuHa

TOB "lepeoH Pixtep
Monbwa", Monbwa
(koHTpOnb AKOCTI Ta

BUMYCK cepii;
BUPOBHMLTBO
Hepo3adpacoBaHoI
NpoAyKLuii, nepBuHHa
yrnakoBKa, BTOPMHHA
ynakoBka);
BAT "TeneoH
PixTep", YropwuHa
(Bunyck cepii)

Monbwa/
YropwumHa

BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l' E-cepTudikar
BigMNOBigHOCTI €Bponenchkii hapmakonei/MmoHorpadii.
3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNoBigHiCTb 40 MoHorpadii APY abo €Bponencekoi
dapmakonei, abo iHLWoi HalioHanbHOT dhapmakonei Aepxasu
€C (3miHa y cneuundikauisix, nos's3aHa 3i 3MiHamu B DY,
abo €sponencobkin hapmakonei, abo iHLWiN HauioHanbHiIN
dapmakonei gepxasu €C) - npvBedeHHs BUMOT
cneuudikauii APl 3a nokasHukom «loeHTudikauisy (Tinbku
nepLia ineHTugikauis) Ta amiHa BuMmor cneuudikadii ans
«[Homiwwkm A» (xnopoTiasug) 3 0,2% go 0,5%, BignosigHo fo
BuMor moHorpadii Ph.Eur. BBeaeHHsi 3mMiH npoTarom 6-tu
MicsLiB nicnsi 3aTBEpKEHHS; 3MiHM | TUny - 3MiHM 3 SIKOCTI.
oToBMI Nikapcbkuin 3aci6. KoHTpornb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis cneuudikauin Ta/abo
OOMNYCTUMKX MEX rOTOBOrO NiKapCbKOro 3acoly (iHLui 3miHK) -
po3LMpeHHst Mex crneumdikauii M3 3a nokasHnkomM
«[Jowmiwka A» (xnopoTiasug) - 3 0,2% go 0,5%, 3rigHo
MoHorpadii Ph.Eur. Ak Hacnigok, 3aMiHEHO Mexi
cneuudikaLii Ans cymy OOMILLIOK Npu BUNYCKY 3 He GinbLue
0,7% po He Ginblue 1,0%. HopmyBaHHS Ha TepMiH
30epiraHHs 3anuwaeTbcsi 6e3 3amiH. BBeaeHHs1 3amiH
nNpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPAXKEHHS; 3MiHu | Tuny -

3a
peuernmom

UA/8634/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOIO NikapcbKoro 3acoby (iHLWi 3MiHM y
MeTodax BunpobyBaHb (BKMYatum 3aMiHy abo
[OMNOBHEHHS)) -3MiHa MeToay BuUNpobysaHHs 13 3a
nokasHukoMm «laeHTudikauis IHairoTnHy nak (E132)» i3
CNekTpohOTOMETPUYHOTO METOAY Ha KONbOPOBY peakLito B
['T13. BBeaeHHsi 3mMiH npoTarom 6-Tv MicauiB nicns
3aTBEPKEHHST; 3MiHM | TUNy - 3MiHK 3 AKoCTi. [oTOBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro fikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHSA roTOBOro MikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX MeToAax
BUNPOOYBaHHS) - 3MiHa B MeToZi BUNpobyBaHHA 3a
nokasHukom «CepegHs maca Tabnetku», a came
3MIHIOETBCS KiNbKICTb TABNETOK, L0 BUKOPUCTOBYHOTLCS ANst
po3paxyHky 3 10 go 20 TabneTtok. Ockinbku meToq
BUNpobyBaHHa «OQHOPIAHICTE Macu» NPoBOANTLCS 3
BUKOpUCTaHHsIM 20 TabneTok, i po3paxoBYETLCSA CepeaHsi
Maca TabneTtok, gogaHa iHpopmalisi, Lo oTpumaHi
pesynbTaTn cepeaHbOl Macu, MOXyTb BUKOPUCTOBYBaTUCS
ans nokasHuka «CepefHsi maca Tabnetku». BBegeHHs 3aMiH
NPOTArom 6-Tn MicAUIB NiCNA 3aTBEPAXEHHS; 3MiHW | Tuny -
3MiHn 3 gKocTi. FoToBUIA Nikapcbkuii 3acib. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3MiHa y meToaax
BUNpPoBYyBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHW y
mMeToAax BMNpobyBaHb (BKMOYa4m 3amiHy abo
[OOMOBHEHHST)) - 3MiHa B 3aTBEPXXEHOMY MeTozj
BUNpobyBaHHs 3a nokasHukamu «KinbkicHe BUSHAYEHHS» -
[0[aHO NPUMITKY LLIOAO0 BUKOPUCTAHHS pe3ynbTaTiB
cepepgHboro BmicTy A®| 3 TecTy «OHOPIOHICTL 4O30BaHUX
oOMHULbY» ONst BUSHAYEHHS pe3ynbTaTiB 3@ NOKa3HUKOM
«KinbkicHe BU3HAYEHHSI» B PyTUHHOMY aHanisi, Lo
npoBoanTbCS Npu Bunycky M13. BBegeHHs 3MiH npoTsirom 6-
TW MicALiB Nicns 3aTBepAKEHHs

109,

KOJNNOTPO®
IH

Kancynuv BariHanbHi
M’'siki no 10 mr; no 10
Kancyn y énictepi;
no 1 6nictepy B
KapTOHHiI kopobui

3eHTiBa,
K.C.

Yecbka
Pecnybnika

BupobHuLTBO
Hepo3adpacoBaHoI
NPOAYKLUii, KOHTPOMb
cepil:
Hekctdapma
Mnoepmens,
®PpaHuisn;
MepBuHHa Ta
BTOPVHHA YNaKoBKa,
[03BIiN Ha BUMYCK
cepii:
Iladbanb EHgrocTpi,
PdpaHLis;
KoHTponb cepii
(TinbKK
MikpobionoriyHe
TECTYBaHHSA):

PpaHuia

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: YTOYHEHHA
HanucaHHsi Ha3Bu BMPOGHMKa B Haka3si MO3 YkpaiHu Ne
2131 Bia 25.11.2022 B npoueci BHECEHHSA 3MiH (3MiHu |
Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa HaimeHyBaHHSA Ta/abo
agpecu Micusi NPoBaPKEHHS AiSNbHOCTI
BMpOBHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIOMAK0UM AinbHULL BUNYCKY cepii abo MicLie npoBedeHHs
KOHTPONIO SIKOCTI. (OiSNbHICTb, 3a sIKy Bignosigae
BUPOGHWMK/IMNOPTEP, HE BKIOYaKUM BUMNYCK cepiit). 3MiHa
Ha3BW BUPOOHMKA, SKUIA BignoBigas 3a BUPOOHULTBO
Hepo3dacoBaHoi NpoayKLii, KOHTponb cepiii. Bci BUpoGHUYI
onepaLii Ta agpeca BUpobHMKa 3anuLaTbCst HE3MIHHUMMU.
3aTBepaxeHo: Kancyxenb Nnoepmens, PpaHuis Capsugel
Ploermel, France. 3anponoHoBaHo: Hekctgapma
Mnoepmensb, ®paHuis Nextpharma Ploermel, France).
Pepakuisa B Hakasi - BupobHuLTBO Hepo3dacoBaHoi
npoaykLii, KOHTponb cepii: Kancyxens Nnoepmens,

3a
peuerimom

UA/3481/03/01
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KoHdapma PpaHc, dpaHuis; MNMepBUHHA Ta BTOPMHHA yNakoBka, A03BIN Ha
®paHuis Bunyck cepii: Jlacdans EHatocTpi, PpaHuis; KoHTponb cepii
(Tinbkn MikpobGionoriyHe TecTyBaHHs): KoHdapma dpaHc,
®paHuis. 3anponoHoBaHa peAakuisa - BUpo6HuLTBO
Hepo3dacoBaHOI NPOAYKLii, KOHTPONb cepii:
Hekctdapma MNnoepmensb, PpaHuis; NepBrHHa Ta
BTOPUHHA yNakoBKa, A03BiN Ha BUNYyck cepii: Nlacdanb
EngtocTpi, ®paHuis; KoHTponb cepii (Tinbku mikpobionoriyHe
TecTyBaHHs1): KoHchapma PpaHc, PpaHuisi.
110, KCAIO- Kpanni O4Hi, pO34mH, TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/15905/01/01
DPAPM no 5 mn y pnakoHi 3 BO 3 0BMexeHo 3MiHn wopo 6e3neku/edPeKTUBHOCTI Ta hapMakoHarnagy. peuenmom
KPWULLIKOKO- obmexeHo BignoBiganbHICTO 3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi
KpanenbHuueto, no 1 10 «OAPMEKC I'PYTl» MapKyBaHHS Ta IHCTPYKLUiT ANA MeANYHOro 3acTOCyBaHHS Ha
dnakoHy y kopobui 3 | Bignosiga nigcTasi perynspHO OHOBIIOBaHOIO 3BiTy 3 6e3neku
KapTOHY NbHICTIO nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
"®APMEK 3acTocyBaHHs nikapcbkoro 3acoby B nicnsipeecTpauiiHuii
creyn" nepioa, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIOXEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnigkeHb (PIP) (3MiHy y3rog)keHo 3 KOMNEeTEHTHUM
YMOBHOBaXEHNM OpPraHoM).
3MiHM BHECEHO [0 iHCTPYKUii Anst MeEAUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "Mo6ivHi peakuii” BignoeigHoO
[0 OHOBIEHOI iHpopmaLii 3 6e3neku Aikoyoi pe4oBUHM
111 KCENOOAA® TabneTkn, BKpUTI ®.Xocbcpm LLisenuapis Bupo6HMuTBO Himeuumna/ BHECEHHS 3MiH 10 peecTpauiliHiX MaTepianiB: yTOYHEeHHSA 3a UA/5142/01/01
NniBKOBOKO aHH-J1s Hepo3dhacoBaHoi LLiBeviLapis HanucaHHs (PyHKUii ogHOro 3 BUpo6HMKIB B Hakasi MO3 peuenmom
obornoHkoto, no 150 Pow It npoaykLuii, nepBuHHe Ykpaium Ne 2131 Big 25.11.2022 B npoueci BHeCceHHA
mr, no 10 TabneTok nakyBaHHs, 3MiH (3miHu | TMNy - AaMiHicTpaTWBHI 3MiHU. BunyyeHHs
y 6nicTepi, no 6 BTOPUHHE BUPOOHMYOI AinbHUUi (BKMtoYaroum ginbHuui ans Adl,
bnictepiB y nakyBaHHs, NPOMIKHOrO NpoayKTy abo roToBOro nikapcbkoro 3acooby,
KapTOHHIN ynakoBLj BUNpPOOYBaHHs OinbHWL ANst NPOBEAEHHSI NaKyBaHHS, BUPOGHMKa,
KOHTPOIIO AKOCTI: BiZNOBIgANbHOro 3a BUMYCK CEPil, MicLe NPOBEAEHHSI
Ekcenna 'v6X eHp KOHTpOIO cepii) abo nocTayanbHyKa BUXIGHOTO matepiany,
Ko. KI', HimeuunHa; peareHTy abo AOMOMIXXHOT PEYOBUHM (SIKLLLO 3a3HaYEeHO Y
MepBUHHE Ta nocbe). BunyueHHst BupobHuyoi ginbHuui Pow ®apma Al
BTOPUHHE Eminb-bapens-LTtpacce 1, 'peHuax-BioneH, bagen-
nakyBaHHs, BropTtembepr, 79639, HimeuunHa BignosigansHoi 3a
BUNPOOYBaHHs BUNPoByBaHHS KOHTPOIO SKOCTi. BBeAEHHS 3MiH NpoTsArom
KOHTPOII AKOCTI, 6-T1 MicAuiB nicnsa 3aTBepAXeHHs). Pepakuisa B Hakasi —
BUMYCK cepii: Bupo6HuLTBO HEpO3dhacoBaHOi NPoAyKLii, NepBUHHE
& . XopdpmaHH-J15 nakyBaHHs1, BUNPODbyBaHHs1 KOHTPOIO SIKOCTI, BUMYCK cepii:
Pow NTa, Exkcenna 'm6X eHg Ko. KI', HiveyunHa. 3anponoHoBaHa
LLiBenuapis penakuisa — Bupo6HULTBO Hepo3dhacoBaHOi NpoAyKuii,
Bunyck cepii: nepBUHHEe NaKyBaHHSA, BUNPOOYBaHHA KOHTPOIO AKOCTI:
®.XocbpmaHH-Ia Ekcenna 'm6X eHp Ko. KI, HimeyuuHa.
Pouw NTa,
LLisevinapis
112 KCENOAA® TabneTkn, BKpUTI ®.Xochpm LLiBenuapis BrpobHuuTBO Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHiX MaTepianiB: YTOYHEHHA 3a UA/5142/01/02
NNiBKOBOIO aHH-J15 Hepo3adhacoBaHoI LLisenuapis HanucaHHA yHKUii ogHOro 3 BUpoOHUKIB B Hakasi MO3 peuenmom
o6ornoHkoto, no 500 Pow Nta NPOAYKLii, NepBUHHE Ykpainm Ne 2131 Big 25.11.2022 B npoueci BHECEHHA
mr; no 10 TabneTok nakyBaHHs, 3MiH (3miHu | TNy - AgMiHiCTpaTWBHI 3MiHU. BunyveHHs

y 6nicTepi; no 12

BTOPUHHE

BUPOGHMYOT AinbHUUI (BkNoYa4m dinbHuui ans Adl,
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[TponoBkeHHs 1oaaTKa 2

Ne

Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

GnicTepiB y nakyBaHHs, NPOMIDKHOrO MPOAYKTY abo roToBOro nikapcbkoro 3acoby,
KapTOHHIN ynakoBLi BUNPOBYBaHHs AiNbHULI ANa NpoBeAeHHs NakyBaHHS, BUPOOHUKa,
KOHTPOIO SKOCTI: BiANOBIgANbHOIO 3a BUMNYCK Cepin, MicLie NpoBeaeHHS
Ekcenna 'm6X eHg KOHTpOnto cepii) abo noctavanbHMKa BUXIQHOrO Mmatepiany,
Ko. KI', HimewunHa; peareHTy abo AONOMIDKHOI PEYOBUHU (SIKLLO 3a3HaYeHo y
MNepBrHHE Ta nocbe). BunyyeHHst BupobHuYoi ginsHuui Pow ®apma Al
BTOPUHHE Eminb-bapenb-LTpacce 1, peHuax-BioneH, bagex-
nakyBaHHs, Broptembepr, 79639, HimeuunHa BignosiganbHoi 3a
BMNpPOOYBaHHS BUNpobyBaHHsS KOHTPOIO AKOCTi. BBeAeHHS 3MiH npoTArom
KOHTPOIO SKOCTI, 6-TK MicAaUiB nicnsa 3aTBepAXeHHs). Penakuis B Hakasi —
BMNYCK cepii: BupobHuuTBO HEepo3dacoBaHOi NPOAYKLIi, NEpBUHHE
®. XoppmaHH-J1s nakyBaHHsi, BUNPobyBaHHsi KOHTPOSO SIKOCTi, BUMYCK cepil:
Pow NTa, Ekcenna 'm6X eHg Ko. KI', HiveyunHa. 3anponoHoBaHa
LLisenuapis pepakuia — Bupo6HuuTBO HeposdacoBaHoi NnpoAykLuii,
Bunyck cepii: nepBUHHEe NaKyBaHHS, BUNPOOyBaHHA KOHTPOSO AKOCTI:
& . XopdpmaHH-J1s Ekcenna 'm6X eHg Ko. KI, HimeuunHa.
Pow JTg,
LLisenuapis

113, KCENOOA® TabneTkn, BKPUTI . Xodhpm LLiseniLapis BupobHuLTBO Himeuuunna/ BHECEeHHs1 3MiH 40 peecTpauiiHux maTepianiB: yTOYHEeHHS - UA/5143/01/01
NniBKOBOIO aHH-J1a Hepo3dacoBaHoi LLisenuapis HanucaHHA chyHKUiT ogHOro 3 BUpoObHUKIB B Hakasi MO3
o6onoHkoto, no 150 Pow Jita npoaykLii, NnepBuUHHE Ykpainm Ne 2131 Big 25.11.2022 B npoueci BHECEHHS
mr in bulk: no 10 nakyBaHHs, 3MiH (3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs
Tabnetok y BUNPOOYyBaHHSA BUPOBHMYOI AinbHMUi (BKMtoYaroum ginbHuui ans Adl,
6nictepax KOHTPONIO SIKOCTi: NPOMIDKHOrO NMPOAYKTY abo roToBOro nikapcbkoro 3acoby,

Ekcenna M'm6X eHp OinbHWL ANst NPOBEAEHHSI NaKyBaHHS, BUPOGHMKa,
Ko. KT, HimeuyunHa; BiZNOBIgANbHOro 3a BUMYCK CEPil, MicLe NPOBEAEHHSI
MepBuHHE KOHTpOro cepii) abo noctayanbHyKa BUXIQHOTO MaTepiany,
nakyBaHHs1, peareHTy abo AONOMIXXHOT PEYOBUHM (SIKLLLO 3a3HaYEHO Y
BMNpPOOyBaHHS Aocbe). BunyyerHs BupobHuyoi ainbHuui Pow ®apma Al
KOHTPOSIO AKOCTI, Eminb-Bapens-LUTpacce 1, 'peHuax-BioneH, bagex-
BUMYCK cepii: BropTtembepr, 79639, HimeuurHa BignosigansHoi 3a
®.XocbdpmaHH-Ia BMNPOBYBaHHS KOHTPOIO AKOCTi. BBeAeHHS 3MiH npoTarom
Pouw NTa, 6-Tv MicaiLiB nicnsa 3aTBepAXeHHs1). Pepakuis B Hakasi —
LLisenuapis BupobHuLTBO HEpO3dhacoBaHOi NPOAYKLIi, NepBUHHE
Bunyck cepii: nakyBaHHs1, BUNPObyBaHHsS1 KOHTPOIO AKOCTi, BUMYCK cepii:
®.XohdpmaHH-I15 Ekcenna N'v6X eHp Ko. KI', HimewunHa. 3anponoHoBaHa
Pow Jltg, pepakuia — Bupo6HUUTBO Hepo3dhacoBaHOI NpoAyKLuii,
LLiBenuapis nepBUHHE NaKyBaHHS, BUNPOOYBaHHA KOHTPOIIHO AKOCTI:
Ekcenna 'm6X eng Ko. KI', HimeyuuHa.

114 KCENOQA® TabneTkn, BKpPUTI @ . Xobpm LLisenuapis BnpobHuuTBO HimevunHa/ BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: YTOYHEeHHA - UA/5143/01/02
NniBKOBOO aHH-J1a Hepo3dacoBaHoi LLisenuapisa HanucaHHA cdyHKUiT ogHOro 3 BUpoOHUKIB B Hakasi MO3
obonoHkoto, no 500 Pow Nta npoAayKuii, nepBuHHe Ykpainu Ne 2131 Big 25.11.2022 B npoueci BHeceHHA
mr; in bulk: no 10 nakyBaHHs, 3MiH (3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
Tabnetok y BUNPOOYBaHHSA BUPOOHMYOT AinbHUUI (BKTHOYaoum dinbHuui ans Adl,
Gnictepax KOHTPOIO SIKOCTi: NPOMIDXHOrO NPOoAYKTY abo roToBOro nikapcbkoro 3acoby,

Ekcenna M'm6X eHp
Ko. KI', HimeuyunHa;
[MepBuHHE
nakyBaHHs1,
BMNPOOYBaHHS
KOHTPOIIO AKOCTI,

AiNbHULI ANa NpoBeAeHHs NakyBaHHS, BUPOGHUKa,
BiZNOBIgANbLHOro 3a BUMYCK CEPil, MicLie NPOBEAEHHS!
KOHTpOrHO cepii) abo noctayanbHyKa BUXIQHOrO matepiany,
peareHTy abo AONOMIKHOI PEYOBUHU (AIKLLO 3a3HaYeHo y
[ocbe). BunyyeHHs BupobHuyoi ginbHuui Pow ®apma Al
Eminb-bapenb-LTpacce 1, 'peHuax-BioneH, bageH-
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUMYCK Cepii: Broptembepr, 79639, HimeuyunHa BignosiganbHOI 3a
®.XobdpmaHH-Is BMNPOBOYBaHHS KOHTPOSO SKOCTi. BBeAEeHHs 3MiH NpoTsirom
Pow INTa, 6-TK MicAaUiB nicnsa 3aTBepAXeHHs). Penakuis B Hakasi —
LLIseniapis BupobHMLTBO HEPO3dhacoBaHOI NPOAYKLT, NepBUHHE
Bunyck cepii: nakyBaHHs1, BUNPOBYBaHHSI KOHTPOIO SIKOCTI, BUNYCK cepii:
& . XohpmaHH-J1s Ekcenna 'm6X eHg Ko. KI', HiveyunHa. 3anponoHoBaHa
Pow Jitg, peAakuisa — BUpo6HMLUTBO Hepo3chacoBaHOi NpoAyKLUii,
LLisenuapis nepBUHHE NaKyBaHHS, BUNPOGYBaHHA KOHTPOIO AKOCTI:
Ekcenna 'm6X eng Ko. KI', HimeyuuHa.
115, KYPOCYP®® | cycneHsis ons K'esi ABCTpis BUPOBHMLTBO in ITanis/ABCTp | BHECEHHsi 3MiH A0 peecTpauiinHmMx maTepianis: 3miHu | Tuny - 3a UA/10170/01/01
eHpoTpaxearbHOro dapmac'io bulk, nakyBaHHs, i 3MiHn 3 gkocTi. A®l. BupobHuuTtBo. 3MiHM B NpoLeci peuernmom
BBeaeHHs, 80 mr/mn, Tikens BUMYCK Cepil: BUpobHMuTBa ADI (iHLWi 3MiHM) BHECEHHS AesKnUX pedakuiniHi
no1,5mvny m6X K'esi ®apmaueyTumui 3MiHM, WO cTocyoThesa po3giny 3.2.S.2.4 gocke Ta NoB'A3aHi
dnakoHi; no 1 C.n.A, Itania 3 KPUTUYHMMK NapameTpamu npouecy, Hapasi
cnakoHy B BUMYCK Cepil: 3aTBEPKEHUMU 4NS NePBUHHOT 3aTBEpAKEHOT BUPOBHMYOT
KapTOHHIl kopobui K'esi NiKiT (ninia 1). 3minn 1l TMNy - 3miHn 3 skocTi. ADI.
dapmac'ioTikens BupobHuuTeo. 3miHn B npoueci BupobHuutea API (iHwwi
'MB6X, ABCTpis 3MiHM) 3MiHK B npoueci BUpoGHUUTBa APl — 36inbLueHHs
BTOPUHHE 3aranbHOro Yacy ekcTpakLii Ha eTani BUpobHuLTBa
nakyBaHHs: OpraHiYHOi eKcTpakuii cupoi nacTu(Le He o4YnLLEeHOI). 3MiHN
[.J1. dapma 'm6X, 11 Tuny - 3miHK 3 akocTi. A®l. BupobHmuTBo. 3MiHM B npoLeci
ABCTpis BUpobHuuTBa ADI (iHWi 3MiHK)
BMPOBHMLTBO in BuAaneHHsa napameTpy npouecy LLenakicTs parmeHTauii
bulk, nakysaHHs, (Fragmenter Speed), sikuin Hapasi KOHTpOMHKTLCA Nif Yac
KOHTPOSb Ta BUMYCK npouecy BupobHuutea APl 3miHu Il Tuny - 3MiHM 3 siKOCTi.
cepil: A®|. BupobHuuteo. 3MiHu B npoueci BUpobHuuTea ADI (iHLwi
K’'esi dapmaueyTtuui 3MiHW) BUganeHHs napameTpy npotecy LLsuakicte
C.n.A, Itanis dinbTpadii (Filter Speed), sikuii Hapasi KOHTPONOTLCS Mif
yac npouecy Bupobruuytea A®I
116.| NTAMOTPUH® | Tabnetku TOB YkpaiHa dapwmallac C.A. peuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14222/01/01
aucneproeaHi, no 25 "ACIHO AaMiHiCTpaTBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo peuenmom
mr; no 10 TabneTtok YKPATHA" agpecy Micusi NPOBaPKEHHS AisiNbHOCTI
y 6nicTepi; no 3 BUPOGHWMKa/iMnopTepa roToBOro nikapcbkoro 3acoby,
Gnictepn y BKIOMAKOUM AinbHULI BUMNYCKY cepii abo MicLe npoBedeHHs
KapTOHHIN navi KOHTPOIIO AKOCTI. (QisNbHICTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKIOYAKYM BUMYCK Cepilt). BHeCEHHSs!
KoperyBaHHsi B Ha3Bi BUpOGHUWKa, 6e3 3miHu agpecu. 3MiHu
BHeCEHi B iHCTPYKLito Ans MEAMYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "BupobHuk" 3 BignosiaHuMu
3MiHaMu B TEKCTi MapKyBaHHS ynakoBoK. BBegeHHS 3MiH
NpoTArom 6-T MicSILIB Micnsi 3aTBEPAKEHHS
117 NAMOTPUH® | Tabnetku TOB YkpaiHa ®apmallac C.A. Ipeuis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/14222/01/03
aucneprosaHi, no "ACIHO AZMiHiCTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo peuenmom
100 mr no 10 YKPAIHA"

Tabnetok y 6nictepi;
no 3 Gnictepn y
KapTOHHIN nayui

afpecy Micusi NPOBaPKEHHS AisiNbHOCTI

BMpObHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,

BKIIONAKO4M AinbHUL BUMNYCKY cepii abo MicLie npoBedeHHs
KOHTPOSIO AKOCTI. (QiSNbHICTb, 3a AKy Bianosigae

BUPOGHMK/IMNOPTEP, BKIOYAKUM BUMNYCK Cepilt). BHeECEHHSsI
KoperyBaHHs B Ha3Bi BUpOOHMKa, 6e3 3miHu agpecu. 3MiHn

BHECEHI B iHCTPYKLIit0 ANA MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "BupobHuk" 3 BignosigHUMm
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHaMK B TEKCTi MapKyBaHHSA ynakoBok. BBefeHHSA 3MiH
NpoTHArom 6-Tn MicsILiB Nicnsi 3aTBEpPAKEHHS
118, NNTAMOTPUH® | Tabnetkn TOB YkpaiHa dapmallac C.A. peuis BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/14222/01/02
avcneprosati, no 50 "ACIHO ApnmiHicTpaTuBHi 3MiHW. 3miHa HalMeHyBaHHSA Ta/abo peuernmom
mr; no 10 TabneTtok YKPATHA" agpecy Micusi NPOBaKEHHS AisiNbHOCTI
y 6nicTepi; no 3 BUPOGHMKa/iMnopTepa rotToBoro sikapcbkoro 3acoby,
6nictepu y BKIIOYatouM AinbHuL BUNycky cepii abo micue npoBeaeHHs
KapTOHHIN navui KOHTPONIO AKOCTI. (QisiNbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIMOYA4M BUMNYCK cepill). BHeceHHs
KoperyBaHHsi B Ha3Bi BUpOOHUKa, 6e3 3amiHu agpecu. 3MiHn
BHECEHI B iHCTPYKL0 AN MEOUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain "BupobHuk" 3 BianoBigHUMM
3MiHaMK B TEKCTi MapKyBaHHSA ynakoBok. BBegeHHS 3MiH
NpOTArom 6-T MiCcSILLIB Micnsi 3aTBEPAKEHHS
119.| NEBOMIH® TabneTtkn, BKPUTI TOB YkpaiHa Mibe Mmb6X HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiHMx maTtepianis: 3miHu | Tuny - 3a UA/16583/01/01
30 NniBKOBOIO «MIBE ApuHanmiTTens 3MiHn 3 gkocTi. A®Il. KonTtponb A®I. 3miHa y meTopax peuernmom
o6onoHkoto, no 0,03 | YKPATHA» BUNpobyBaHHa A®| abo BUXiGHOMO MaTepiany/npoMiKHOTO
mr/0,15 wmr; no 21 NPoAyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECi
Tabnetui y 6nictepi; BMpOoGHMUTBa ADI (iHLWi 3MiHM y MeToAax BUNpobyBaHHSA
no 1 a6o no 3, abo (Bkntovatoum 3amiHy abo aonoBHeHHs ) APl abo
no 6 Gnictepis y BUXiZHOTO/NPOMIXKHOIO NPOAYKTY) - 3MiHa MeToay
KapTOHHIN kopobLi BMNPOOYBaHHS 3a NOKa3HMKOM «Po3mip yacTok» ans Al
nesoHoprecTpeny y BupobHuka 13 metogom nasepHoi
Andpakuii («in-house» meTtoa); 3amiHu | Tuny - 3miHn 3
akocTi. A®l. KoHtponb A®I. 3miHa y meToaax BunpobyBaHHs
A®I abo BuxigHoro matepiany/npoMixKHoro
npoayKkTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMLUTBa ADI (BUNyYEHHS MeToay BUNpoOyBaHHA ANS
Adl/peareHTy/npoOMiPKHOTO MPOAYKTY, SKLLO arnbTepHATUBHUIA
MeTOo[ BXe 3aTBEPOKEHUN) - BUNYYEHHS MOKa3HUKa
«Microscopy» i3 cneumdikauii A®I neBoHoprecTpeny y
BUpobHmka 13, ockinbku icCHye anbTepHaTUBHa npoueaypa
TectyBaHHS A®I - meToq nasepHoi Andpakuii; 3miHu | Tuny -
3miHu 3 akocTi. APl. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpOoGHMLUTBa ADI (iHLWi 3MiHKM) - 3MiHa BUMOT cneuudikauii
3a nokasHukom «Po3mip yactok» ans APl nesoHoprecTpeny
y BUpo6GHuka M3 3 meToto yHidikaLii HopmyBaHHS Ans 060x
BUPOGHMKIB ADI
120, NEBOMILEET kpanni o4Hi 0,25 %, MPAT YkpaiHa MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/8046/01/01
WH no 10 mny "OITOPA ALMiHicTpaTMBHI 3MiHX. 3MiHa HalMeHyBaHHs Ta/abo peuernmom
dnakoHax; no 10 mn PM" agpecy 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) -
y dnakoHi; no 1 3MiHa agpecy 3asiBHUKa. 3MiHM BHECEHI B po3in
dnakoHy y nayui 3 "Micue3HaxomkeHHs 3asBHMKA" B IHCTPYKLiO ANs MeAUYHOro
KapTOHY 3aCTOCYBaHHS NikapcbKoro 3acoby y 3B'A3Ky 3i 3MiHOO
agpecwu 3asiBHVKa. BBegeHHs 3MiH NnpoTsarom 6-Tu micsuiB
nicns 3aTBepAKEHHS
121 NETPO30nN TabneTkn, BKpUTI Akkopp, Monbwa BUPOBHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/19128/01/01
AKKOPO NNiBKOBOKO Xernckea nikapcbkoro 3acoby, Benvka 3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTpornb peuyenmom
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

06onoHKoto, no 2,5 Moncka nepBuHHE Ta BpwuTaHis/ roToBOroO slikapcbkoro 3acoby. 3miHa napameTpis

mr no 10 TabneTok y Cn. 3.0.0. BTOPUHHE Icnanis/ cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO

6nicTepi; no 3 nakyBaHHs, Yexis/ nikapcbKkoro 3acoby (BUINy4YeHHs1 HE3HAYHOro NokasHuKa

Gnictepn y KOHTPOIb SKOCTI YropwuHa/ (Hanpvknag 3acTapinoro nokasHuka, Takoro sik 3anax Ta

KapTOHHiI kopobui cepil: ManbTa cMak, abo ineHTudikauis 6apBHYKIB Y cMakoBMX [06aBOK))

IHTAC BHeceHHs1 amiH o cneumdikauii 113, a came- BUNy4eHHs n.

PAPMACBIOTIKAS
3 NIMITEL, IHgis
BignoBiganbHUN 3a
BUMYCK Cepii:
AKKOP[I XEJICKEA
NIMITEL, Benuka
BpuTtaHia
OinbHUUSA 3
KOHTPONIO SIKOCTi:
AJC
JIABOPATOPIC
(FOKE) NIMITEQ,
Benuka BpuTaHis
OinbHUUSA 3
KOHTPONIO SIKOCTi:
ACTPOH PECbOPY
JNIIMITEL, Benvka
BputaHia
ainbHUUA 3
KOHTPOIIO AKOCTI:
JTABOPATOPI
®YHOACIO JAY,
IcnaHis
ainbHUUA 3
KOHTPONIO SIKOCTi:
TOB AJIC Yecbka
Pecnybnika, Yexis
ainbHUUA 3
KOHTPOIIO AKOCTI:
TOB AJIC Yecbka
Pecnybnika, Yexis
OinbHUUA 3
KOHTPOJIO AKOCTI:
SAPMABANIA N4,
YropwuHa
popaaTtkoBa AiNbHULUSA
3 BTOPUHHOTO
naKyBaHHS:
AKKOP[ XEJICKEA
NIMITEL, Benuka
BputaHisa
popaaTtkoBa AiNbHULUSA
3 BTOPUHHOTO
naKyBaHHS:
Papma lMak

«CTirikicTb 0O po3aaBntoBaHHSA». 3MiHK | Tuny - 3MiHK 3
sikocTi. FoTOBMIA Nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI.
3MiHun y npoueci BUpOGHMLTBa roTOBOrO Nikapcbkoro 3acoby,
BKJT04AK0UM NMPOMiIXKHWUIA MPOAYKT, O 3aCTOCOBYETHCS NPU
BMPOGHMLTBI FOTOBOTO NiKapCbKoro 3acoby (iHLwi 3MiHN)
36inbLueHHs Yacy 3bepiraHHs TabneTtok go 360 aHiB nepen
nakyBaHHsIM Yy BignoBigHy ynakoBky 3aTBepmxeHo TabneTku
roTOBOIo NPOAYKTY MOXHa 30epirati Big YOTUPLOX 40 8
TWXHIB Nepea nakyBaHHAM Yy Bi4nNoBiAHY yNakoBKY
B3anponoHoBaHo TabneTkn roToBOro NPOAyKTY MOXHa
36epiratu Big YoTnpbox Ao 360 AHIB Nepen NaKkyBaHHAM y
BignoBigHy ynakoBky. 3MiHu | Tuny - 3MiHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema koHTelnHep/3akynopoBanbHUn
3aci6. 3MiHa nocTavanbHVKa NakyBanbHWX martepianis abo
KOMMMNEKTYHOUMX (SIKLLO 3a3HAYeHOo B LOCbE) (3amiHa abo
JofaBaHHs nocTtavanbHuka) [logaBaHHst noctavarnbHuKa
nakyBanbHOro maTepiany (4pyKoBaHOI antoMiHiEBOI
6nictepHoi donbrin) Sharad Packaging Pvt Ltd. 3minu | Tuny
- 3MiHu 3 skocTi. [0TOBMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHOTLCA
BUMYCKY cepil Ta KOHTPOSIO SKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs OinbHULI, Ha sKin
3AiNCHIOETLCS KOHTPONb/BUNPobyBaHHA cepii) [loaaBaHHA
AinbHUUi 3 KOHTponto skocTi Papmagoke Xernckea J1T4.,
ManbTta
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YropwwHa JT4,.,
YropwwuHa
OinbHMUA 3
KOHTPOTIO SIKOCTi:
dapmagokc
Xenckea Jlta.,
ManbTta
122.| NiB.52® Tabnetkun no 100 Ximanas IHAis Ximanas BenHec IHpis BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - bes UA/2292/01/01
Tabnetok y Opar Komnami AOMiHiCTpaTVBHI 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo peuenma
nnacTuKoBiv 6aHLi; KomnanHi agpecu Micusa NpoBaMKeHHS AiSrnbHOCTI
no 1 6aHui B BUPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
KapTOHHIl kopobui BKITHOYaK04M OinbHULI BUNYCKy cepii abo micLe npoBeaeHHs
KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOpTEP, BKIOYAO4M BUMNYCK Cepil) - 3MiHa
Ha3BW Ta agpecu BUpoOHMYOT AinbHULi 13, 6e3 3amiHn
(haKTUYHOro MicLe3HaxXodXKeHHs1 BUPOOHULTBA. BBeaeHHs
3MiH NPOTAroM 6-T1 MicsaUiB NicNs 3aTBEPLKEHHA
123 NIAOKAIH- cnpent 10 % ans Tosapuct YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/7525/02/01
300POB'A MicLeBoro BO 3 BMPOBHMLTBA, 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y peuernmom
3aCTOCyBaHHS, No obmexeHo KOHTPOIb SKOCTI, BMPOBGHMUTBI. 3amiHa abo BBe4eHHS 404aTKOBOI AiNbHULI
38 r y donakoHi; no 1 10 BMNYCK cepii: BMPOBHMLUTBA ANA YacTMHM abo BCbOro BUPOBHNYOro
dnakoHy BignoBiaa ToBapwucTso 3 npoLiecy roToBOro NikapcbKoro 3acoby (AinbHULSA, Ha AKin
3abesneyeHomy NbHICTIO obmexeHoto npoBoanTbcsi 6yab-ski BUpoOHUYI cTagil, 3a BUHSITKOM
KnanaHoM-HacoCoM, "®apmave BignoBiganbHicTO BUMYCKY CEpiii, KOHTPOIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO
HacaKot- BTUYHA "®apmaueBTiHa naKkyBaHHS, ANs HECTEPUINBbHUX MiKapCbKux 3acobiB)
posnunoBayem KoMnaHis KOMMaHis BBe[eHHs goaaTtkoBoi AinbHuui MITP (agpeca: YkpaiHa,
ropnoBoto abo "3popos's" "3popos'a", YkpaiHa; 08301, KviBcbka 06r1., M. Bopucninb, Byn. LLleByeHka, bya.
HacaKot- BCi cTagii 100, niT. B-1l (kopnyc 4)) oo 3aTBEpPAXEHOI AiNbHUL
po3nunoBayem y BUPOGHMLTBA, OKPIM MPIN®CIA (uex ®XL) (appeca: YkpaiHa, 61013, XapkiBcbka
KOpOoOGLi 3 KapTOHY KOHTPOSIO SIKOCTI Ta o6n., micto Xapkis, Bynuus LLleBueHka, 6yamHok 22). Ha
BUWMYCKY cepil: AinbHuLi MIN® 6yayTs npoBoAWTUCS YCi BUPOBHWYI cTagii (y
ToBapucTso 3 TOMY YWCHi NEPBUHHE Ta BTOPUHHE NaKyBaHHS), 3@ BUHSTKOM
obmexeHoto KOHTponto sikocTi J13 Ta Bunycky cepii. BBeaeHHs 3miH
BignoBiganbHicTO NpoTArom 6-Tn MicsLiB nicnsi 3aTBepaXeHHA. CynyTHs1 3MiHa
"®apmaueBTNYHa - 3MiHu 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHn y
KOMMaHis BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40OATKOBOI AinbHULL
"3popos'a", YkpaiHa BMPOBHMLTBA ANA YacTMHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (ainbHuUsS ans
BTOPUHHOro nakyBaHHsi) (B.11.6.1. (a) IAHN) BBeaeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPXKEHHS.
- 3MiHK 3 sikocTi. [0TOBMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 104aTKOBOI AinbHULL
BUPOOHMLTBA AN YaCTUHM abo BCbOro BUPOBHMYOrO
npoLiecy roToBoro nikapcbkoro 3acoby (ainbHuUsa ans
NepBUHHOIO NakyBaHHs1). BBeAeHHsi 3mMiH NpoTsrom 6-Tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.
124, NIHIMEHT niHiMeHT N0 40 ry MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 6e3 UA/0228/01/01
BAIIb3AMIY Tybax; no40ry "®ITOPA AZMiHiCTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo peuenma
HWUW (3A 0.B. | Ty6i; no 1 Ty6i B PM" agpecy 3asiBHMKa (BNacHuWKa peecTpaLiiHoro NocBigYeHHs)
BULWIHEBCBK | nauyui 3MiHa agpecu 3asiBHWKa. BBegeHHs 3MiH NpoTArom 6-Tu
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
M) MicsUiB MicNsa 3aTBepAXEHHS.
125 NO3AN® TabneTku, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/9435/01/01
nnc o6onoHkoto, Ne10, "CaHodi- Pecnybnika 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. CTabinbHICTb. peuenmom
Ne30 (10x3), Ne90 ABeHTiC 3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHsi
(10x9): no 10 Ykpaina" roTOBOrO MikapCbKoro 3acoby (36inbLUeHHst TEpMiHY
Tabnetok y 6nictepi; NpWAAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
no1,3a6o9 yNakoBKu (MiATBEPAKYETLCA AAHNMMN pearnbHOro Yacy)
6nictepi y 36inbLUEeHHs TepMiHY NPMAATHOCTI FOTOBOTO NiKapCbKOro
KapTOHHi KOpoOLyi; 3acoby.
Ne30 (15x2), Ne90 3arBepokeHo: 2 pokun. 3anponoHoBaHo: 3 pokn. 3MiHK
(15x6): no 15 BHECEHO B iHCTPYKLiO ANS MEANYHOro 3acTOCyBaHHA
Tabnetok y 6nictepi; nikapcbkoro 3acoby y po3ain « TepmiH NpuaaTHOCTI».
no 2 a6o 6 6nicTtepis BBegeHHsA 3MiH NPOTArom 6-TW MicALIB NiCNSA 3aTBEPLKEHHS.
Y KapTOHHI kopobui
126, nokcuaon Tabnetku no 15 wr, yoprPna pysis yorng MEgUUMH TypeuunHa BHECEHHS 3MiH [0 peecTpauiHMX maTtepianis: 3miHu | Tuny - 3a UA/17187/01/01
no 10 tabnetoky MEONUN IJIAY CAH. BE 3MmiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnagy. peuenmom
6nicTepi; no 1 abo 2 HNOTAO TIDK. A.LL. 3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
Gnictepu B MapKyBaHHS Ta IHCTPYKUiT ANA MeANYHOro 3aCTOCYBaHHS
KapTOHHIN kopobLi reHepuy4HnX/riopnaHnx/6ionodibHNx nikapcbkmx 3acobis
nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA npenapat
(3miHa He noTpebye HaaHHS XOAHWX HOBUX J0AaTKOBUX
AaHuXx) -
3MiHM BHeceHo A0 IHCTPYKLii ANS MeaNYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3sgainis "®apmakonoriyHi
BnactmBocTi", "B3aemogis 3 iHWunmMKM nikapcbkummn 3acobamum
Ta iHwWi Buam B3aemopin”, "OcobnmBocTi 3acTocyBaHHSA",
"MobiyHi peakuii" BigNoBigHO [0 OHOBMEHOI iHbopMaLii
pedepeHTHOro nikapcbkoro 3acoby Mobec, 15 mg tabl.
BBegeHHs 3MiH NpoTsarom 6-T1 MicsuiB nicnsi 3aTBepaXeHHs
127 MATHIO PO34MH ANS iH'EKLIN, MAT YkpaiHa MAT "Tanuudapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny - 3a UA/8109/01/01
CYINIb®AT 250 mr/mn, o 5 mn "Mannyda 3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peuernmom
abono 10 mnB pm" cneundikaui Ta/abo AoNyCTUMUX MEX, BUSHAYEHUX Y
amnyni; no 5 amnyn cneuudikauisix Ha A®I, abo BUXigHUIA/MPOMIKHUIA
Y KOHTYPHI# NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPoLECi
YapyHKOBIl BUpo6HMLTBa ADI (iHLLi 3MiHW)
ynakosLi; no 2 BUNYYEHHS iHopMaLii LLoA0 NpOBEAEHHSI BUNPOOYBaHHS
KOHTYPHi YapyHKOBI Ans igeHTrdiKaLii KOXXHOro TapHoro Micusa cybcTaHLii
yMakoBKM B Mauulj; no MarHito cynbdar rentarigpar, BupobHuuTBa «Macco
5mMn abono 10 mn B Organiques, s.r.o», Yexisi 3 BignosigHMMU 3MiHamMu B po3ain
amnyni; no 10 amnyn 3.2.S.2.3. KoHTponb maTepianis
y kopobui; no 5 mn B
amnyni; no 5 amnyn
Y KOHTYPHUX
YapyHKOBMX
ynakoBKax,
3anasiHvX nanepom
128 MAPOO3IA Kpanni O4Hi, po34nH dapmaTteH Ipeuis BMPOGHMLTBO peuis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14427/01/01
no 5 mn y dpnakoHi- CA. Hepo3sdacoBaHoOro 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
KpanenbHuui; no 1 npenapary, BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cucTemy
dnakoHy- nepBUHHE Ta dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHuX Npo
KpanenbHuui y BTOpUHHE cucTeMy cpbapMakoHarnsay, 3MiHa ynoBHOBaXeHoOi ocobu,
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n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui nakyBaHHS, BiZNOBIganbHoI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
KOHTPOIb AKOCTI: ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30iIRCHEHHS!
damap A.B.E. tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
(3aBog Animoc), YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
Mpeuis hapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo 3MiHu
BTOPUHHE Y PO3MiLLieHHI MacTep-anna cuctemmn bapmakoHarnsgy).
nakyBaHHs, 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXeHOi ocobu,
KOHTPOIb SKOCTI, BiAMNOBiAanbHOI 3a papmakoHarnsg. 3MiHa KOHTaKTHOT
BUMYCK Cepiit: ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsg B
dapmarteH C.A,, YkpaiHi. [itova pegakuis: JlenewkiHa lpuHa AHaToniiBHa.
Ipeuis MponoHoBaHa pepakuis: LWknapesuy Irop OnekcaHaposuy.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHUKa,
Bi4noBiganbHOI 3a hapmakoHarnag B YkpaiHi.
129.| MEMI®OPT TabneTkn, BKpUTI M.BioTek Benuka IHpoko Pemepis IHAisa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/12645/01/03
1000 NNiBKOBO Nimiten BputaHia Timiteq 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy. peuenmom
ob6onoHkoto, no 1000 3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi
mr; no 10 Tabnetok MapKyBaHHS Ta iHCTPYKUiT A4NA MEANYHOrO 3aCTOCYyBaHHS Ha
y 6nicTepi; no 1 abo nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTYy 3 6e3neku
3 6nictepn y nayui nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3 KapTOHY 3aCTOCYBaHHS NiKapCbKoro 3acoby B micnsapeecTpauiiini
nepiog, abo sik pesynbTaT OLiHKM 3BiTY 3 AOCNiAKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnimpkeHb (PIP) (3MiHy y3romxeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHU BHeceHi o IHCTpyKUii Ans MeAWYHOro 3acToCyBaHHs!
nikapcbkoro 3acoby o posginis "OcobnmeocTi
3actocyBaHHs" Ta "MMobiuHi peakuii" woao 6eaneku
3aCTOCYyBaHHS [it040i peYOBUHM.
130.| MEMMI®OPT TabneTkn, BKpUTI M.BioTek Benuka IHpoko Pemepis IHAisa BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/12645/01/01
500 NNiBKOBOK Nimiten BpuTaHis Timiten 3miHu wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
obornoHkoto, no 500 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
mr, no 10 TabneTok MapKyBaHHSA Ta iHCTPYKLUIT ANs MEAMYHOro 3aCTOCYBaHHS Ha
y 6nictepi; no 1 abo nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
3 6nictepu 'y nauui nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3 KapTOHYy 3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnsapeecTpauiiini
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCHIAXEHb,
npoBeAeHuX BignoBigHO A0 NnaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogKeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHVNM OpraHoMm)
3MiHW BHeceHi 0 IHCTpyKUii AN MeguyHOro 3acTocyBaHHs
nikapcbkoro 3acoby no posginis "OcobnueocTi
3actocyBaHHs" Ta "MMobiuHi peakuii" woao 6eaneku
3aCTOCYyBaHHS [il040i pe4YOBUHM.
131 MEMMI®OPT TabneTtkn, BKpUTI M.BioTek Benuka IHooko Pemepis IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/12645/01/02
850 NNiBKOBOK Nimiten BpuTaHis TNimiten 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom

obonoHkoto, no 850
mr; no 10 TabneTok
y 6nictepi; no 1 abo
3 bnictepn y nauui
3 KapTOHY

3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnspeecTpauiiHni
nepioa, abo sk pe3ynbTaT OUiHKK 3BIiTY 3 OCNIAXEHD,
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npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHi o IHCTpyKUii ANsS MeguyHoro 3actocyBaHHs
nikapcbkoro 3acoby o posginis "OcobnueocTi
3acTocyBaHHA" Ta "MoGiyHi peakuii" wono 6eanekn
3aCTOCyBaHHSA fit040i Pe4YOBUHW.
132| METUNNPEQR | TtabneTku no 4 wr, TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/3183/01/01
HISBOJIOH-®C | no 10 TabneTtok y "ACIHO 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb peuenmom
Gnictepi; no 3 YKPATHA" roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax

Gnictepn y navui
KapTOHHIN

BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN Y
MeToAax BMnpobyBaHb (BKMoYatoumn 3aMiHy abo
[OMNOBHEHHS)) - 3aMiHa METOAY KOHTPOIO MOKa3HWUKa
«CynpoBigHi AOMILLKM» 3 TOHKOLLAPOBOI Xpomarorpadii Ha
piAvHHY XpomaTorpadito, K Hacnigok, 3amiHa metoay
nNpu3BOAMTL 40 HEOBXIOHOCTI 3MiHM HOPMYBaHHS
nokasHuka, (3aTBepAXXeHO: XOAHOT AOMiILLKM Binblue 2%; He
Ginblwe oaHiel gomiwkm Ginble 0,5%; 3anponoHoOBaHoO:
Oyab-sakoil ineHTudikoBaHoi AoMilLkM — He Ginbwe 0,5%;
6yab-akoi HecneuundikoBaHOT AOMILLKM — He GinbLue 0,2%;
CcyMa JOMILLOK — He GinbLue 2,5%); amiHu | Tuny - 3miHn 3
skocTi. [oToBMI nikapcbkuii 3acib. Onuc Ta cknag. 3miHa 'y
cknagi (A0ONOMKHUX PEeYOBMHAX) FOTOBOrO NiKapCbKOro
3acoby (iHWi JONOMiXHI pe4oBUHM) - 3aMiHa ofHiET
OOMOMDKHOI PEYOBUHM Ha iHLLY 3 TUMU CaMUMK
PYHKLIOHaNbHNMKN XapaKkTepucTMkammn Ta Ha TOMy cCaMoMy
piBHi - 3MiHa y cknagi AONOMIXXHUX PEYOBWHU; OdHa
nonoMixHi pevoBuHu (KpemHito giokeua konoigHui
6e3B0AHMI) 3aMiHeHa Ha iHWY (KpoXmarb KapTonnsHuiA) 3
TiEt0 camoto (PYHKLIOHAMBHOI XapaKTePUCTUKO (KOB3Ha
peyoBuMHa). Maca BUKIHYEHOTO i3 CKnagy AOMOMiKHUX
PEYOBMH KPEMHIIO AioKCUay KonoigHoro 6e3sBogHoro
CKOMMeHcoBaHa 3a paxyHoK 36inbLUEHHS Mach KpoXMarto
KapTOMMSAHOro. BMKMOYEHHS KpeMHIto Aiokeuay KonoigHoro
6e3B0AHOrO 3i Cknagy AOMOMIKHMX PEYOBUHU 34INCHIOETLCS
3 HaCTYMHUMMW NPUYNHAMN:

- KpewmHito giokena konoigHuii 6e3sogHuin agcopbye Borory
(BoAy) BCcepeamHi TabneTku, WO NPU3BOAUTbL A0 3POCTaHHS
npu BUBYEHHI CTabinbHOCTI NpenapaTy AOMILLKM
MeTVUNNPEeaHI30NoHy;

- [Mpu koHTaKTi TabneTkn 3 BOOHWUM cepefosueM KpemHito
Aiokeua KonoigHWn 6e3BoAHMI BUKIMKAE YTBOPEHHS
NnacTiBLiB, L0 3aBaXa€e PO34YMHEHHIO METUNPELHIZ0MOHY.
3MiHU BHECEHI B iIHCTPYKLiO ANS MEAWYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Cknag" (4onoMixHi
peyoBuHM). BBEaeHHSs 3miH npoTarom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHU | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BianoBiaHOCTIi €Bponenchbkin
apmakonei/moHorpadii. NMogaHHsA HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BignoBigHocTi €Bponencokin dapmakonei: ana APl; ans
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BMXiQHOro Matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBUHM (cepTudikaT BiaNOBIAHOCTI €BpONEChKin
dapmakonei) - HoBuin cepTudpikat Big HOBOro BUPOGHMKa
(3amiHa abo JONOBHEHHS) - BBEAEHHS HOBOrO cepTudikaTty
BignoBigHocTi €Bponevickkin hapmakonei (R1-CEP 2012-
307-Rev 00) Big HOBOro anbTepHaTMBHOIO BUPOOHUKa AD|
meTunnpegHizonory "Tianjin Tianyao Pharmaceuticals Co.,
Ltd", China po Bxe 3aTBepa)keHoro BupobHuka «Euroapi
France», ®paHuis; 3miHn | Tny - 3MiHK 3 SIKOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. NoaaHHs HoBoro
abo oHoBMeHoro cepTudikarta BianoBiAHOCTI 260 BUMYyYEHHS
cepTtudbikaTta BignoBigHOCTI €Bponenchbkin hapmakonei: Ans
A®l; ons BuxigHoro matepiany/peareHTy/npoMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHOBNEHU cepTudikart Big
yXe 3aTBepaKeHoro BUPoGHMKa - MoAaHHs OHOBMEHOro
CepTudpikaTy BignosigHocTi €EBponericekin apmakonei API
MEeTWUNNPEAHI30N0HY Big 3aTBepAXeHoro BUpobHuka Adl, y
3B'A3KY i3 3MiHOK Ha3Bu BUpobHMKa 3 «Sanofi Chimie,
®paHuis Ha «Euroapi France», ®paHuis. MNogaeTtbea
oHoBneHnin CEP Ne R1-CEP 1996-018-Rev 09, i3
3a3Ha4YeHO0 HOBOK Ha3BOM BUPOOHWMKA, 3aMiCTb
3aTBepakeHoro paniwe CEP Ne R1-CEP 1996-018-Rev 08.
MicueaHaxomXeHHs, npouec BUpobHULTBa Ta KOHTponb AdI
3anuwatoTbes 6e3 3MiH; 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBMI Nikapcbkui 3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
OOMNYCTUMUX MEX FOTOBOTO NiKapCbKoro 3acofy (iHLi 3MiHW) -
3MiHM go cneumdikauii 113, a came 3miHM dbopmynoBaHHS
HOpMyBaHHS nokasHukiB "Onuc" Ta "Po3unHeHHs". 3MiHn
BHOCSITbCS Y 3B'I3KY 3 NpUBEAEHHSAM (POPMYHOBaHHSI BUMOT
[0 nokasHuka «Po3umHeHHsA» y BiANOBIAHICTbL 40O €4MHOTO
dopmary B KpaiHax peecTpauii Ta BUKMIOYEHHsSM Tabnuui 3
KpUTEPISIMU NPUAHATHOCTI CTYMNEHIO PO3YMHEHHSI MO TPbOX
PIBHSIX, OCKiNbKM Ui BUMOru onvcani B ®Y, 2.9.3, Ha sike
[aeTbCs NocunaHHs B cneumaikauii. Onuc TabneTok Hece
nvwe pedakuinHUm XxapakTep i He CTOCYETbCS 3MiHU
30BHILLHBOrO BUrMsAy Tabnetku. 3MiHM BHECEHI B iHCTPYKLIitO
Ans MEQUYHOTO 3acTOCYBaHHS NikapCbKoro 3acoy y posain
"MNikapcbka hopma" (OCHOBHI ¢pi3nKo-XiMiYHI BNacTMBOCTI).
BBeneHHs 3MiH NpoTArom 6-Tu MicALIB MicNs 3aTBEPAXKEHHS;
3MiHn | TUny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BUNPOOYBaHHSA rOTOBOTO fikapCbKkoro 3acoby (He3HayHa
3MiHa y 3aTBepOKeHNX MeTofAax BUNPobyBaHHS)- 3MiHU 10
cneuudikauii Ta meToais koHTponto 113, a came go
METOLMKM KOHTPOIIO 3a NOoKa3HWKoM "laeHTudikauis”

meTogom TLUX. HesHayHi 3MiHM 4O METOAMKM BHOCATLCS Y
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3B'A3KY 3 TUM, L0 NokasHUK « CynpoBigHi OMILLKM»
napanernbHo 3 SIKUM BUKOHYBanoch BUNPOOYBaHHS Ha
lopeHTudikauito, 3rigHO BHeCeHux 3miH byae
KOHTpOMoBaTUCS METOAOM PiANHHOI XpomaTorpadii, a
KOHTpOnb 3a n.2.1 "laeHTndikauis" BUKOHYETbCA METOAOM
TOHKOLLapoBoi xpomatorpadii. MeToguky (TLLX)
nepeHeceHo Jo n. 2.1. lgeHTudikauis Ta BigkoperoBaHo ans
MOXNMBOCTI MPOBEAEHHS KOHTPOSIO 33 NMOKa3HNKOM
loeHTudikauis. Ak Hacniaok HOpMyBaHHSA NOKasHMKa
n.2.1."lpeHTndikauin" npuBeaeHo y BignoBigHIiCTb 0O
OHOBMEHOI MeTOANKK; 3MiHuM | Tuny - 3miHW 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro fikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo 4ONyCTUMUX MEX
rOTOBOrO fiKapCbKOro 3acoby (iHLi 3MiHK) - 3MiHa
nepiognMYHOCTI KOHTPONO NokasHuka "MikpobionoriyHa
yucToTa" Ta 4oAaBaHHA BiAMNOBIAHOT NPUMITKM Y
cneumdikauito gnsa kKoHTponto 13 - KoHTponb nokasHuka
«MikpobionoriyHa YncToTay 34iMCHIOETLCS Ha NepLuiit cepii B
poui Ta He pigLe, Hix Ha koxHi 10 cepii; 3MiHu | Tuny -
3MiHn 3 gKkocTi. FoToBUI Nikapcbkuii 3acib. KoHTpornb
roTOBOrO flikapcbKkoro 3acoby (iHwi 3MiHun) - Y posaini
3.2.P.5.1 npegcraBneHo cneumadikauito nuwie gnst KOHTPOo
rotosoro npoaykTy. Crneumdikauis Ha Hepo3dacoBaHy
npoaykuito i Cneuudikauis ons BUBYEHHS cTabinbHOCTI Bynu
BUKIIOYEHI 3 po3ainy. MNokasHUku Ans KOHTPOO SKOCTI
Hepo3dhacoBaHOi NpoayKLii NpeacTaBneHi B po3aini
3.2.P.3.3 ta 3.2.P.3.4, cneuundikauis Ans BUBYEHHS
ctabinbHoCTi NnpeAcTasneHa B po3gini 3.2.P.8.1.
CreumdikaLii Ha BUMyCK Ta NPOTAroM NpMAATHOCTI FOTOBOTO
npoaykTy npeAcTaBneHi y Burnagi ogxiei Tabnuui BignosigHo
o Bumor HactaHosu 42-3.2:2004 «Jlikapcbki 3acobu.
Cneuudikauii: KOHTPOrbHI BUNPobyBaHHA Ta KpuTepii
NPUNHATHOCTI». MpoNoHYeTLCA BUAaAnNeHHs 3 po3ainis
3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5 iHcbopmaLiii LLLOAO KOHTPOIO
roTOBOI NPOAYKLIi Y 3B’A3Ky 3 MpvBeAeHHsM Ao dopmaty
3T[. IHdopmaLis LLoA0 KOHTPOI roTOBOI NPOAYKLT
npueegeHa y poagini 3.2.P.5.1.; 3minu | Tuny - 3miHn 3
skocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLITBI
(iHWi 3MiHW) - KOHTPONb Noka3HuKa «laeHTudikauis. n.2.1
(TWX)» nepeHocuTbCs 3 Hepo3dhacoBaHoi Npoaykuii Ha M13.
KoHTponb nokasHuka «laeHTudikauis. n.2.2 (YP)»
3anvaeTbcsl Ha Hepo3d)acoBaHili MPOAYKLi

133 METUNNPEQ | tabnetkv no 8 wmr, TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/3183/01/02
HISBOJIOH-®C | no 10 TabneTtok y "ACIHO 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb peuenmom
GnicTepi; no 3 YKPAIHA" roToBOro fikapcbkoro 3acoby. 3miHa y meTofax
Gnictepu y navui BUMNpPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHW Yy
KapTOHHIN MeToAax BUNpobyBaHb (BKMYakumn 3aMiHy abo

[OMNOBHEHHS)) - 3aMiHa METOAY KOHTPOIIO NOKa3HUKa
«CynpoBigHi 4OMILLKM» 3 TOHKOLLIAPOBOI XpomaTorpadii Ha
piavHHY xpomarorpadito, Ak Hacnigok, 3miHa meToay
Npu3BOAMTb 0 HEOOXIOHOCTI 3MiHM HOPMYBaHHSI
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NoKasHWKa, (3aTBEPPKEHO: XKOAHOT AOMILKM Ginblue 2%); He
GinbLie ofHiel gomiwwku 6inbwe 0,5%); 3anponoHoBaHo:
Oyab-skol ineHTudikoBaHoi AoMiLLKM — He Ginbe 0,5%;

Oyab-skoi HecneuudikoBaHoi OMiILKN — He GinbLue 0,2%;

cyma AoMiLloK — He BinbLue 2,5%); 3miim | Tuny - 3MiHn 3
sKocTi. [oToBMI nikapcbkuii 3acib. Onuc Ta cknag. 3miHa y
cknagi (AoNoMKHUX peyoBMHAX) rOTOBOTO NiKapCbKoro
3acoby (iHWi 4ONOMiXHI pevoBMHM) - 3amiHa ogHieT
[OOMOMDKHOT PEYOBMHU Ha iHLY 3 TUMW camnMKn
yHKLiOHANbHNMMN XapakTepucTMkammn Ta Ha TOMy caMomy
piBHi - 3MiHa y ckragi AONOMKHUX PEYOBWHU; OdHa
[OMOMDKHI pedoBUHM (KpeMHito giokeua KonoigHui
6e3BoaHMIN) 3aMiHEHa Ha iHLWY (KpoxmMarb KapTOnmsiHWA) 3
Tieto caMor (PYHKLIOHANbHOK XapaKTepUCTUKOI (KOB3Ha
peyoBMHa). Maca BUKIHOYEHOro i3 cknagy A0NOMKHMX
PEYOBMH KPEMHItO aiokeuay konoigHoro 6e3sogHoro
CKOMMEHCOBaHa 3a paxyHOK 30iMbLUEHHSA Macu Kpoxmarto
KapTONMAHOro. BMKNIOYEHHSA KPEMHIIO Aiokeuay KonoigHoro
6€e3B0AHOrO 3i cknagy AOMNOMKHMX PEHOBUHM 34iNCHIOETLCS
3 HacCTYNMHYMW NPUYUHAMU:

- KpeMHito giokema konoigHuin 6e3sogHuii agcopbye Bonory
(Boay) BCcepeamHi TabneTku, WO NPU3BOAUTL OO 3POCTaHHS
npun BUBYEHHI CTabinbHOCTI MpenapaTy AOMILLK/
MEeTUNNPEaHI30MNOHY;

- Mpu koHTakTi TAabneTkn 3 BOOHUM cepefoBuLleM KpemHito
niokema, KonoigHwun 6e3BoHNUIA BUKIMKAE YTBOPEHHS
nnacTiBUiB, LLO 3aBaXa€ PO3YMHEHHIO METUMNPEHI3OMOHY.
3MiHU BHECEHI B iIHCTPYKLi0 ANs MEAWYHOIO 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ain "Cknag" (4onomixHi
peyoBuHM). BBEaeHHs 3miH npoTarom 6-Tu micauiB nicns
3aTBEPKEHHS; 3MiHU | TUNy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/IE-cepTudikaTt BignoBigHoOCTi €Bponenchkin
apmakonei/moHorpadii. NMogaHHA HoBoro abo oHoBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BinoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BVXiAHOro Martepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €BpONENCHKI
dapmakonei) - HoBuii ceptudikat Bif HOBOro BUpobHMKa
(3amiHa abo [ONOBHEHHS) - BBEAEHHS1 HOBOrO cepTudikaTy
BignoBigHocTi €Bponeincekini hapmakonei (R1-CEP 2012-
307-Rev 00) Big HOBOro anbTepHaTMBHOIO BUPOGHMKa ADI
meTunnpegHisonoHy "Tianjin Tianyao Pharmaceuticals Co.,
Ltd", China po Bxe 3aTBepa)xeHoro BupobHuka «Euroapi
France», ®paHuis; 3miHn | Tuny - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponevickkin apmakonei/moHorpadii. MogaHHa HoBoro
abo OHOBMEHoro cepTudikarta BiaANOBIAHOCTI ab0 BUYyYEHHS
cepTudcpikaTa BignosigHocTi €Bponeiichkint hapmakonei: ans
A®I; onsa BuxigHoro matepiany/peareHTy/nPOMiXXHOIO
NPOAYKTY, L0 BUKOPUCTOBYKOTLCS Y BUPOoOHMUTBI ADI; ans
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[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI

€sponelicbkin hapmakonei) - OHoBneHWUn cepTudikaT Bif
yXe 3aTBepa)KeHoro BUpoGHMKa - MogaHHA OHOBMEHOro
CepTucbikaty BignosigHocTi €Bponeickkii hapmakonei ADI
MeTUNNPeaHi30NoHy Bif 3aTBEpKEHOro BUpobHuka Adl, y
3B'A3KY i3 3MiHOK Ha3BM BUpobHMKa 3 «Sanofi Chimiey,
®paHuis Ha «Euroapi France», ®paHuis. MNogaetbcs
oHoeneHuin CEP Ne R1-CEP 1996-018-Rev 09, i3
3a3Ha4YeHO0 HOBOK Ha3BOM BUPOOHWMKA, 3aMiCTb
3aTBepakeHoro paHiwe CEP Ne R1-CEP 1996-018-Rev 08.
MicuesHaxomkeHHs1, npouec BUpobHMUTBa Ta KOHTponb AD|
3anuwatoTbesl 6e3 3MiH; 3MiHuM | Tuny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbknit 3acib. KOHTPorb roTOBOrO MikapCbKOro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
OOMYyCTUMMNX MEX FOTOBOrO fikapCbkoro 3acoby (iHLWwi 3amiHwu) -
3MiHM o cneumdikauii 113, a came 3amMiHK opMyrOBaHHS
HOpMyBaHHS noka3Hukis "Onuc" Ta "Po34ymHeHHs". 3MiHn
BHOCSTbCS Y 3B'A3KY 3 NpUBEAEHHAM POPMYHOBaHHS BUMOT
00 NokKasHuka «Po34nHeHHsA» y BIANOBIAHICTb 4O €AMHOIO
dopmarty B KpaiHax peecTpauii Ta BUKMIOYEHHsAM Tabnuui 3
KpUTEPISIMN NPUAHATHOCTI CTYMNEHIO PO3YMHEHHSI MO TPbOX
PiBHSIX, OCKiNbKM Ui BUMOru onucati B ®Y, 2.9.3, Ha sike
[aeTbCs NocunaHHs B cneumadikauii. Onuc TabneTok Hece
nvwe pegakuinHUm XxapakTep i He CTOCYETbCH 3MiHN
30BHILLHLOrO BUrMsigQy Tabnetku. 3MiHM BHECEHI B iHCTPYKLIitO
0N MeQUYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y po3ain
"MNikapcbka popma" (OCHOBHI (hi3nKo-XiMiYHI BMacTMBOCTI).
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NiCNs 3aTBEPAXKEHHS;
3MiHn | Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNpobyBaHHS rOTOBOro NikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpOKEeHNX MeToAax BUNPoOyBaHHS)- 3MiHU [0
cneuudikauii Ta meToais koHTponto 113, a came go
METOAMKM KOHTPOSIO 3a NOKa3HWKoM "laeHTudikauis”
meTogom TLUX. HesHauHi 3MiHM JO METOAMKM BHOCATLCS Y
3B'A3KY 3 TUM, L0 NokasHUK « CynpoBigHi AOMILLKM»
napanernbHO 3 SIKUM BUKOHYBanoch BUNPOOYyBaHHS Ha
lopeHTudikauito, 3rigHO BHeCeHux 3miH byae
KOHTpOMoBaTUCHA METOAOM PiANHHOIT XpomaTorpadii, a
KOHTpOnb 3a n.2.1 "lgeHTndikauis" BUKOHYETbCA METOAO0M
TOHKoLapoBoi xpomaTtorpadii. Metoguky (TLLUX)
nepeHeceHo 8o n. 2.1. lgeHTudikauis Ta BigkoperoBaHo ansi
MOXXMUBOCTi NPOBEAEHHS KOHTPOMHO 3@ MNOKa3HUKOM
lneHTudikauis. Ak Hacnigok HopMyBaHHS NMOKa3HUKa
n.2.1."lpeHTndikauis" npuBeaeHo y BignoBigHICTb 0O

nikapcbkuii 3aci6. KoHTporb rotoBoro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikauin Ta/abo JonycTMMmnx Mex
roTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHK) - 3MiHa

OHOBMEHOT MeToaukK; 3miHuM | Tuny - 3miHuM 3 sikocTi. FoToBMIA

nepioaMYHOCTI KOHTPOIIO noka3Huka "MikpobionoriyHa

yncToTa" Ta AofAaBaHHA BiANOBIAHOI NPUMITKM Y
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cneungikauito gns koHTponto M3 - KoHTponb nokasHuka
«MikpobionoriyHa YicToTa» 3AINCHIOETLCS Ha NepLUin cepii B
poui Ta He pigLe, Hix Ha koxHi 10 cepii; 3MiHm | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fiKapCbKoro 3acoby (iHLwi 3miHun) - Y po3gini
3.2.P.5.1 npeacrtaBneHo cneumdikauito nuwe anst KOHTPOIo
roToBoro npoaykty. Cneumdikauis Ha Hepo3dacoBaHy
npoaykuito i Cneuudikauis ans BUBYEHHS cTabinbHoCTi 6ynu
BUKIOYeEHi 3 po3giny. MNMokasHWKn Ansa KOHTPOSO SKOCTi
Hepo3adhacoBaHOi NpoAyKLii NpeacTaBneHi B po3aini
3.2.P.3.3 ta 3.2.P.3.4, cneundikauis ansi BUBYEHHS
cTabinbHoCTi NpeacTaeneHa B po3gini 3.2.P.8.1.
Cneumdikauii Ha BUNYCK Ta NPOTAroM NpuaaTHOCTi FOTOBOro
NPOAYKTY NPeACTaBneHi y BUrNsaai ogHiei Tabnuvui BignosigHo
0o Bumor HactaHosu 42-3.2:2004 «Jlikapcbki 3acobu.
Cneumdikauii: KOHTpOnbHI BUNpPoOyBaHHS Ta kputepii
NPUAHATHOCTI». [TpONOHYETLCA BUAANEHHS 3 po3ainis
3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5 iHcbopmaUlii LLoAO KOHTPOO
roToBOI NpoAYKLii y 3B’A3Ky 3 NpMBeaeHHsAM 4o chopmaTty
3TA. IHdopmaLis LWoao KOHTPOIO roTOBOI NpoayKuil
npueeaeHa y poagini 3.2.P.5.1.; 3minu | Tuny - 3miHn 3
siKkocTi. [oToBMI nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULITBI
(iHWi 3MiHW) - KOHTPOIb NokKa3HuKa «laeHTudikauis. n.2.1
(TWX)» nepeHocuTbCs 3 Hepo3dacoBaHoi Npoaykuii Ha M13.
KoHTponb nokasHuka «loeHTundikauis. n.2.2 (YO)»
3anvLaeTbcs Ha Hepo3d)acoBaHili MPOAYKLi
134 MET®OPMIH- | TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLUTBO 3a I3pains/ BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/12382/01/01
TEBA NNiBKOBOK «TeBa NOBHUM LIMKMOM: YropuuHa/ 3miHun wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom
obornoHkoto, no 1000 | YkpaiHa» TeBa Yecbka 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
mr, no 10 TabneTok dapmauesTikan Pecny6nika MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
y 6nicTepi, no 3 IHgacTpis ITa., nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
Gnictepn y kopobui, I3painb nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
no 15 Tabnetok y nepBrHHa Ta 3aCTOCyBaHHsI NikapcbKoro 3acoby B nicnsipeecTpauiiHni
6nicTepi, no 2 abo 6 BTOPWHHA yNakoBKa, nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCHIAXEHb,
BnictepiB y kopobui KOHTPOIb SIKOCTi Ta NpOBeAEHNX BigNOBIgHO 4O NnaHy negiatpuyHnx
[03BiN Ha BUMyCK pocnimkeHb (PIP) (iHwi 3MiHN)
cepint: 3MiHu BHeceHo A0 IHCTPyKLii ANs MeaUYHOro 3acTocyBaHHS!
AT nikapcbkoro 3acoby o posginis "®apmakoTepaneBTnyHa
dapmaueBTUHHUIA rpyna", "®apmakonorivHi BnactusocTi", "lNoka3aHHsA"
3aBog TeBa, (yTouHeHHs iHdopmalii), "MpoTunokasaHHs", "B3aemogis 3
YropwuHa iHLWMMK Jikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
BMPOGHMLUTBO "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y nepion
Hepo3adhacoBaHoI BariTHOCTi abo rogyBaHHs rpyaar” (YToMHEHHs iHdopmalii),
npoaykKLii, KOHTPOmb "Cnocib 3acTocyBaHHA Ta A03K" (YTOYHEHHS iHcbopmallii),
AKOCTI: "MobiuHi peakuii" BignoBiaHO o oHOBREHO iHdopMaLii 3
Tesa Yex IHaacTpi3 6e3nekn 3acTocyBaHHs Aiilo4oi peyoBMHU. BBeaeHHs 3MiH
c.p.o., Yecbka NpoTArom 3-X MiCALIB NiCNs 3aTBEPAXEHHS
Pecnybnika
135 MET®OPMIH- | tabneTtku no 850 wmr; TOB YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/7795/01/02
TEBA no 10 Tabnetok y «TeBa OnepenwHs MNonang 3MiHM Wwoao 6e3neku/edeKTUBHOCTI Ta hapMakoHarnagy. peuenmom
GnicTepi, no 3 YkpaiHa» 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

6nictepn y kopobui

MapKyBaHHs Ta iHCTPYKLii AN MeAWYHOro 3acTOCyBaHHs Ha
niacTaei perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauiiHnii
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCHIAXEHD,
npoBeAeHnxX BiANOBIAHO A0 NaHy negiaTpuyHNX
pocnigkeHb (PIP) (iHwi 3miHK)
3MiHM BHeCeHO A0 IHCTPYKLiT ANS MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby o po3sginie "®apmakoTepaneBTnyHa
rpyna”, "®apmakonoriyHi BnactusocTi", "lMokasaHHsA"
(yTo4HeHHs iHdopmalii), "lMpoTunokasanHa", "B3aemopis 3
iHLWMMM gikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
"OcobnumBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiop,
BariTHoOCTi abo rogyBaHHA rpyaar" (YTOYHEHHS iHdopmalii),
"Cnocib 3actocyBaHHsi Ta fo3N" (YTOYHEHHS iHdopMalLii),
"MoGiyHi peakuii" BiANOBIAHO 4O OHOBIEHOI iH(hopMaLlii 3
6e3nekn 3acToCyBaHHSA Ailo40i pe4oBMHW. BBeaeHHs 3MiH
npoTarom 3-x MicauiB nicns 3aTBEpPAKEHHS.

136.

MET®OPMIH-
TEBA

Tabnetku no 500 wmr;
no 15 rabnetok y
Gnictepi; no 2
Gnictepn y kopobui

TOB
«TeBa
YkpaiHa»

YkpaiHa

TOB TeBa
OnepenwHs MNonang

Monbwa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acTOCyBaHHS Ha
nigcTasi perynsapHO OHOBIIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHsI NikapcbKoro 3acoby B nicnsipeecTpauiiHni
nepioz, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIAXKEHb,
npoBeAeHuX BignoBigHO A0 NnaHy negiaTpudHnx
pocnimkeHb (PIP) (iHwi 3MiHK)
3MiHV BHECEHO [0 IHCTPyKLii NS MeguyHoOro 3acTocyBaHHsI
nikapcbkoro 3acoby Ao posgainis "®apmakotepaneBTuyHa
rpyna", "®apmakonorivHi BnactusocTi", "lMokasaHHA"
(yTo4HeHHs iHcopmalii), "lMpoTunokasanHa", "Baaemopis 3
iHWKWMK gikapcbkuMmy 3acobamu Ta iHWi BuaW B3aemogin",
"OcobnuBocTi 3acTocyBaHHsA", "3acTocyBaHHs y nepiog
BariTHoOCTi abo rogyBaHHA rpyaar” (YTOYHEHHS iHdopmalii),
"Cnoci6 3acTocyBaHHS Ta f031" (YTOYHEHHS iHcbopMallii),
"MobiuHi peakuii" BignoBiaHO o OHOBMEHOI iHdopMaLlii 3
6e3nekn 3aCToCyBaHHS Aiilo4oi peyoBuHU. BBeaeHHs 3MiH
npoTsArom 3-X MicsUiB Nicns 3aTBepAXeHHs

3a
peuernmom

UA/7769/01/01

137,

MIOPUKC®

Kancynu
NPOOHroBaHoi Al
TBepai no 15 wmr, no
14 kancyn y
Gnictepi; no 1
Gnictepy y
KapTOHHiI kopobui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

nepBuHHa Ta
BTOPWHHA yNaKkoBKa,
[03BiN Ha BUNYCK
cepii:
Opichapm
MaHydekuyepiHr
Monbwa Cn. 3 0.0.,
MonbLa
BMPOGHMLUTBO
Hepo3adhacoBaHoI
npoaykuji:
Apape

Monbwa/CLLU
A

BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3miHu 3 gkocTi. APl. KoHTponb A®I (iHLWi 3MiHN) BHECEHHSI
3MiH 0O MaTepianiB peecTpauinHOro 4OChE Ha NikapCbKuii

3acib Miopukc®, kancynu nponoHrosaHoi Aii TBepai no 15 mr

Ta Miopukc®, kancynv nponoHrosaHoi aii Tepai no 30 mr, a

came oHoBreHHst AM® Ha AdI LinknobeHsanpuHy
rigpoxnopuay BupobHuutea Dihparma Franciss r.l., Italy.
3arBepakeHo: DMF dated March 2021
3anponoHosaHo: DMF dated October 2021. 3miHu | TNy -
3MiHu 3 skocTi. CepTudikat BignosiaHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MoaaHHa HoBoro abo OHOBMNEHOIO cepTudikaTta

3a
peuenmom

UA/14641/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmackioTikans, BigNoOBIigHOCTI abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
IHk., CLLA €sponevicbkin bapmakonei: agna A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Anst ONOMiKHOT
peyosuHu (FE-cepTudpikat BignosigHoCTI €EBponenchbKin
capmakonei gna Adl/BuxigHoro
maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY abo JOMOMIKHOT
peyoBuHM) - OHOBMNEHMI cepTudikaT Bif BXe
3aTBEepAKEeHOro BMpobHuKa. MNoaaHHst oHoBneHoro CEP Ne
R1-CEP 2003-172-Rev 03 Big 3aTBEpKEHOr0 BUPOOHMKA
xenatuHy Gelita Group (Brazil). (3atBepmxeHo: Ne R1-CEP
2003-172-Rev 02)
138, MIOPUKC® Kancynm TOB YkpaiHa nepBMHHa Ta Monbwa/CLU | BHeCeHHsi 3MiH [0 peecTpauiiHMx maTepianis: 3MiHu | Tuny - 3a UA/14641/01/02
NPOJIOHrOBaHOI Aji "ACIHO BTOPWHHA yrakoBKa, A 3miHu 3 gkocTi. APl. KoHTponb A®PI (iHLWi 3MiHW) BHECEHHS peuernmom
TBepai no 30 mr; no YKPATHA" [03BiN Ha BUMNYyCK 3MiH O MaTepianiB peecTpauiiHoro 4OCbE Ha nikapCbkui
14 xancyny cepil: 3aci6 Miopukc®, kancynu nposioHroBaHoi aii TBepai no 15 mr
6nictepi; no 1 Opichapm Ta Miopuke®, kancynu nponoHrosaHoi gii Teepai no 30 wmr, a
Gnictepy y MaHydekyepiHr came oHoBneHHst OM® Ha API LinknobeHsanpuHy
KapTOHHIl kopobui Monbwa Cn. 3 0.0., rigpoxnopuay BMpobHuutea Dihparma Franciss r.l., Italy.
MonbLa 3atBepaxeHo: DMF dated March 2021
BUPOBHMLUTBO 3anponoHoBaHo: DMF dated October 2021. 3minu | TNy -
Hepo3dacoBaHoI 3miHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
npoaykuji: BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
Anape MogaHHA HoBoro abo oHoBneHoro cepTudikara
dapmacbioTikans, BignoBigHOCTI abo BUMy4eHHs cepTudikata BignoBiaHOCTI
IHk., CLLUA €Bponeickkin dapmakonei: ana A®l; anst BUxigHoro
maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyosunu (FE-cepTudpikat BignosigHoCTI €EBponenichKin
dapmakonei ans Adl/sBuxigHoro
maTepiany/peareHTy/npomixkHOro NpoaykTy abo AoMOMiXKHOI
peyoBuHM) - OHOBNEHWI cepTudikaT Bif BXe
3aTBepAKeHOro BMpobHuka. MogaHHs oHoBneHoro CEP Ne
R1-CEP 2003-172-Rev 03 Big 3aTBEpOXEHOrO BUPOOHMKA
xenatuHy Gelita Group (Brazil). (3atBepmxeHo: Ne R1-CEP
2003-172-Rev 02)
139 MiOoTUN Tabnetku no 8 Mr no TOB YkpaiHa Biogapm Cn. 3 0.0. MonbLa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/19602/01/01
14 TabneTok y "®APMALL 3MiHM Wwoao 6e3nekun/edhekTBHOCTI Ta dpapMakoHarnagy peuenmom
GnicTepi; no 1 EBTUYHA (iHwWi 3MiHM). OHOBNEHHSI TEKCTY MapKyBaHHS NePBUHHOI Ta
Gnictepy B KOMIMAHI BTOPUWHHOI YNaKoBKM NiKapCbkoro 3acoby, a came AoAaHHs
KapTOHHIl kopoOLi A iHdpopmauii Wwopao HasiBHocTHi noroTuny y po3gini IHLWE.
"®APMBE
P
140/ MIPEHA BHYTpILLHbOMAaTKOBa Banep Oy PiHnsaHais Banep Oy PiHnaHais BHECEHHS 3MiH IO peecTpauiiHux maTepianis: 3minu Il Tuny 3a UA/8614/01/01
cuctema 3 - 3miHu wopao 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay. peuenmom
NIeBOHOPrecTpernom, 3MiHM y KOPOTKi XapaKTepUCTULi NikapCcbKoro 3acoby, TEKCTI
52 mr (20 mkr/24 MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYBaHHS y
rOANHK); 3B’A3KY i3 HOBVMMW JaHWUMWU 3 SIKOCTi, AOKNiHIYHUMNU,
BHYTpILLHbOMAaTKOBa KMiHIYHUMW JaHUMK Ta AaHMK 3 dhapmakoHarnsagy - 3MiHu
cuctema Ta BHECEHO [0 |HCTpyKLUIi Ans MegUYHOro 3aCToCyBaHHsI

npucTpin ans

nikapcbkoro 3acoby Ao posginis "®apmakonoriyHi
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n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BBEJEHHSA BnactumeocTi", "OcobnueocTi 3actocyBaHs", "Cnocio
(3anasHui B 3acTocyBaHHs Ta go3un" Ta "MobivHi peakuii” wono
okpemui 6nictep), 3acTepeXxeHHs Ans XIHOK CTOCOBHO BUAANEHHS
3anakoBaHi B BHYTPIiLUHbOMAaTKOBOT cucteMun MipeHa 4yepes 6 pokiB npu
CTEepUnbHUN, 3acTocyBaHHi 3 METOK KOHTpaLenuii Ta Yyepes 5 pokis npu
3anasiHUM MiLLeYyoK, 3aCToCyBaHHI 3a iHWXMW NokasaHHAMWU. BBeaeHHs1 3MmiH
L0 NOMiLLAEeTbCS B npoTsArom 3-x micauiB nicnsi 3atBepaKeHHs. 3MiHu Il Tuny -
KapTOHHY Nayky 3MiHn wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy.
3MiHM y KOPOTKi XapaKTepuCTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeAWYHOro 3aCTOCYBaHHSA Y
3B’A3KY i3 HOBMMMW JA@HUMWU 3 SIKOCTi, AOKNIHIYHUMN,
KNiHIYHUMW gaHUMK Ta AaHnuMy 3 dhapMakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKLUiT 4NS MeguU4HoOro 3actocyBaHHA
nikapcbkoro 3acoby Ao po3ainis "3actocyBaHHS y nepiof
BariTHOCTi abo rogyBaHHs rpyaat” 1a "Cnocib 3acTocyBaHHs
Ta Ao3n" WoAo 3acTepexeHHs Ans XiHOK CTOCOBHO
nigBULLEHOrO PU3MKY BipuNidytoumnx edpekTiB y nnoaa XiHo4oi
cTaTi Yepesa BHYTPILLHLOYTPOOHWIA BNUB NEBOHOPrecTpeny.
BBegeHHst 3MiH NPOTArom 3-x MicALiB Nicnsi 3aTBEPOXKEHHS.
3Minn |l Tuny - 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta
capmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEAMNYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KNIHIMHUMW JaHUMKU Ta AaHUMK 3
hapmakoHarnsigy - 3mMiHM BHeceHo Ao IHcTpykuii ans
MeAMNYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"OcobnuBoCTi 3acToCyBaHs" CTOCOBHO pe3ynbTaTiB
KNiHIYHUX AocnigKeHb WoAo NiABULLEHHS PU3NKY eKCnynbCeii
BHYTpIiLLHbOMAaTKOBOI cuctemun MipeHa. BBegeHHs 3MiH
npoTsArom 3-X MicsLUiB Nicns 3aTBEpAXEHHS.

141 M'ATU nmctano 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6es UA/2261/01/01
NEPLEBOI naykax 3 BHyTpiWHiM | ®apmaues dapmaueBTnyHa 3MmiHu 3 AkocTi. FoToBMIA nikapcbkuii 3acib. Cuctema peuernma
NncT4 naketom; no 1,5ry TU4YHA pabpuka "Biona" KOHTeWHep/3aKynoptoBarnbHuiA 3aci6. 3MiHa po3mipy

dinbTp-nakeTi; No habpuka yNaKoBKW roTOBOrO MikapCbKoro 3acoby (3MiHa KinbKOCTi
10 abo no 20 "Biona" oAvHULL (Hanpuknag TabneTok, amnyn TOLLO) B YNakoBLyi:) -
inbTp-NakeTiB y 3MiHa no3a fiana3oHoM 3aTBEPAXKEHMX PO3MIpIB YNaKOBKU —
nayui BBeAEeHHS 40AAaTKOBOI ynakoBku, a came rno 1,5 ry ginbtp-
nakeTi, no 10 cinbTp-nakeTiB y nayui, 3 BigNoBigHNMMK
3MiHamu y p. «YnakoBkay. [epBUHHWUI NaKyBanbHUA
marepian He 3MiHMBCs. 3MiHM BHeceHi B po3in "Ynakoska" B
iHCTPYKLUilO ANs MeQNYHOTro 3aCTOCYBaHHS NiKapCbKOro
3acoby y 3B"A3Ky 3 BBEAEHHSM AOAATKOBOI YNaKOBKM, sIK
HacnifoK - 3aTBePAXKEHHs1 TEKCTY MapKyBaHHsI 40AaTKOBOI
YMaKoBKM NiKapCbKoro 3acoby.

142| HA3SUBIH® Kpanni HasanbHi Mi enp Oxi HimeuunHa MMi enp Oxi Xenc AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/11620/01/01

CEHCUTUB 0,01 % no 5 mn Xenc OcTpist TM6X eHp, Icnanis 3miHu wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenma
npenapary y [xepmaHi Ko. OrI', AscTpist BeeaeHHs abo 3MiHu [0 y3aranbHeHVX AaHWX Npo cucTemy
cdnakoHi; no 1 MM6X (mo3Bin Ha BUMYycK dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPO

dnakoHy B
KapTOHHiI kopobLyi

cepii); PAMAP
XENC KEAP
CEPBICI3

cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIgANbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnaay 3asBHWKa ANsi 3AINCHEHHS
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MAOPWVO, C.AY., tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
Icnanis YMNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
(BUPOBHMLTBO 3a dapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3miHu
NMOBHUM LMKIIOM) Y PO3MiLLleHHi MacTep-anna cuctemmn apmakoHarnsgy).
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXEHOI 0coby,
BignoBigansHoi 3a chapmakoHarnsg. 3miHa
MiCLe3HaxoMKeHHA macTep-dainna cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa MicLs 34INCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.
143.| HA3UBIH® cnpew HasanbHu Mi enpg Oxi Himeyuunna Mi eng Oxi Xenc ABcTpisi/ BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6es UA/11682/01/02
CEHCUTUB 0,05 % no 10 mn Xenc OcTtpia M'M6X eHg MopTyranis/ 3MiHn woao 6e3neku/edeKTUBHOCTI Ta dhapmakoHarnagy. peuenma
abo 15 mn [bxepmaHi Ko. O, ABcTpist IcnaHia BBepgeHHs abo 3MiHM [0 y3aranbHeHUX gaHuX Npo cUcTeMy
npenapary y M6X (mo3Bin Ha Bunyck dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHUX Npo
dnakoHi; no 1 cepii); Cocbapimexc - cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
cnakoHy B IngycTpia Kimika e BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnaay; KOHTakTHOI
KapTOHHIl kopobui dapmaveyTika, C.A., ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 34iNCHEHHs!
MopTyranis dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
(BUPOBHMLTBO 3a YNOBHOBa)eHOT 0cobWu, BignoBigansHoi 3a 34iMCHEHHS
NOBHUM LIMKIOM); dapmMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn
SAMAP XENC y PO3MilLieHHI macTep-anna cuctemm papmakoHarnsgy)
KEAP CEPBICI3 3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXeHOoi ocobu,
MAOPWO, C.AY., BignosiganeHoi 3a chapmakoHarnsg. 3miHa
Icnanis MicLle3HaxooKeHHs MacTep-channa cuctemm
(BMpPOOHMLTBO 3a hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus 34iCHEHHS!
NMOBHUM LIMKIIOM) OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
144.| HA3SUBIH® crpen HasanbHui Mi ena Oxi Himeuunna MMi enp Oxi Xenc AscTpis/ BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - bes UA/11682/01/01
CEHCUTUB 0,025 % no 10 mn Xenc OcTpis T'M6X eHp, Moptyranis/ 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenma
abo 15 mn hxepmaHi Ko. O, ABcTpist Icnanis BBeneHHs abo 3MiHM 00 y3aranbHEHWX OaHWX NPO CUCTEMY
npenapary y m6X (mo3Bin Ha Bunyck dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
cnakoHi; no 1 cepii); Cochapimekc - cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
dnakoHy B IHpycTpia Kimika e BiAMOBIAaNbHOI 3a 3AiNCHEHHst DapMaKkoHarnsAy; KOHTaKTHOI
KapTOHHIl kopoOLi dapmaveyTika, C.A., ocobu 3 hapmakoHarnsaay 3asiBHMKA ANs 34iINCHEHHS
MopTyranis dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
(BMPOBHMLTBO 3a yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
MOBHUM LIUKITOM); dapmakoHarnsaay (BKYarum KOHTaKTHI AaHi) Ta/abo 3miHm
SAMAP XENC y po3MilLieHHi macTep-anna cuctemm bapmakoHarnsgy)
KEAP CEPBICI3 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu,
MAOPUVAO, CAY., BignoBiganeHoi 3a hapMakoHarnsg. 3miHa
IcnaHia MicLle3HaxooXeHHs MacTep-channa cuctemu
(BMpPOGHMLTBO 3a hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLs 3iCHEHHSI
NMOBHUM LIMKIIOM) OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
145 HA30 Kpanni HasanbHi, TosapucT YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMx matepianis: 3miHu | Tuny - 6e3 UA/17338/01/02
KPAMNI po3yuH, 0,5 mr/mn, BO 3 obmexeHo 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudpikat peuenma
no 8 mn po3unHy y obmexeHo BiAMOBIAANbHICTIO BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
dnakoHi, 10 "®apmaueBTnYHa MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
3aKynopeHomy Bianoeiga KomMnaHis "3gopos's"” BiZ4NOBIgHOCTI abo BUnNy4eHHs cepTudikaTta BignoBigHOCTI
KPULLIKOKO- TbHICTIO €Bponenickkin dpapmakonei: gna A®l; anst BUxigHoro
KpanenbHuueto 3i "®Papmaue matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
CKITSHOIO MIiNeTKOH; BTUYHA BVIKOPMCTOBYIOTbCH Y BUpobHuUTBi ADI; Ans AonomikHOT
no 1 dnakoHy y KOMMaHis peyoBUHM (CepTuUdikaT BiANOBIAHOCTI €BpONenchKin
KOpPOOGLIi 3 KApTOHY "3gopos's" apmakonei) - HoBuii cepTudikat Bij HOBOro BUpoGHWKa
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(3amiHa abo gonoBHeHHS) - MogaHHA HOBOTO cepTudikaTa
BignoBsigHocTi €Bponeincekin dapmakonei R1-CEP 2008-
324-Rev 03 gns APl OkcmeTasoniHy rigpoxnopug, Big
HoBoro BupobHuka CTX LIFE SCIENCES PVT. LIMITED,
India nopaTtkoBO A0 3aTBEpAXeHoro BupobHuka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany.
MpuBeneHHs cneundikaLii Ta MeToAIB BXIOHOMO KOHTPOO
sKocTi Ha AD| 3a Noka3HUKOM «3anuLLKOBa KifbKiCTb
OpraHiyHMX PO34MHHKKIB» 4O MaTepianiB BUPOOHMKa
cybcTtaHuii CTX LIFE SCIENCES PVT. LIMITED, India
(3rigHo npeacTaBneHoro HoBoro CEP). BHeceHHst 3mMiHM 00
po3ainy «Cknag» MKA MM3. Lditowa pegakuis: SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany
MponoHoBaHa pepakuis: SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany; CTX
LIFE SCIENCES PVT. LIMITED, India; 3mitu | Tuny - 3miHun
3 gkocTi. A®l. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHst abo ymoB 36epiraHHs AdI
(3a BigcyTHOCTI y 3aTBEpAKEHOMY A0Che cepTudikaTa
BiAMOBIAHOCTI €BponencuKin dapmakonei, Lo BKoYae
nepiog NOBTOPHOro BUNpobyBaHHs) (Nepiof NOBTOPHOIO
BunpobyeaHHs/nepioa 36epiraHHs) - 36inbLueHHst abo
BBEOEHHS nepiogy NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCNiAKeHb Yy peanbHOMy
yaci - BBegeHHs TepmiHy npugatHocTi — 5 pokis, Ana AdI
OxkcumeTasoniHy rigpoxnopug Hoeoro BupobHuka CTX LIFE
SCIENCES PVT. LIMITED, India, ockinbku nepiog
NMOBTOPHMX BUNPOGYBaHb HE BKIMKOYEHWI A0 cepTudikaTty
BignosigHocTi €® R1-CEP 2008-324-Rev 03

146.

HA30
KPAMJI

Kpanni HasanbHi,
po3uuH, 0,25 mr/mn,
no 8 mn po3unHy y
dnakoHi,
3aKynopeHomy
KPULLIKOO-
KpanenbHuueto 3i
CKISIHOIO MINeTKOlo;
no 1 dnakoHy y
KopoOLji 3 KapTOHY

TosapucT
BO 3
obmexeHo
10
Bignosiga
TNbHICTIO
"®papmaune
BTUYHA
KOMMNaHisa
"3gopos's"

YkpaiHa

TosapucTBo 3
oBMeXeHo
BiAnoBiganbHICTO
"®apmaueBTnYHa
KoMnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
MogaHHs HoBoro abo OHOBMEHOro cepTudikaTa
BignoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBigHOCTI
€sponevicbkin bapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
apmakonei) - HoBuii ceptugikat Bif HOBOro BUpoGHMKa
(3amiHa abo fonoBHEHHS) - NMoaaHHsA HOBOro cepTudgikata
BignoBigHocTi €Bponelickkin dapmakonei R1-CEP 2008-
324-Rev 03 ana A®| OkcumeTasoniHy rigpoxnopua sig
HoBoro Bupo6Huka CTX LIFE SCIENCES PVT. LIMITED,
India popaTkoBo fo 3aTBepAXeHoro BupobHuka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany.
MpuBegeHHs cneundikaLii Ta MeTOAIB BXIQHOMO KOHTPOMO
skocTi Ha A®I 3a noka3HUKOM «3anuLUKOBa KinbKiCTb
opraHiyHMX PO3YMHHUKIBY 0O MaTepianiB BUPOOHMKa
cyberanuii CTX LIFE SCIENCES PVT. LIMITED, India
(3rigHo npeactaBneHoro Hosoro CEP). BHeceHHs1 3amMiHn [0
po3ainy «Cknag» MKA I113. Oitoya pegakuis: SIEGFRIED

6e3
peuenma

UA/17338/01/01
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PHARMACHEMIKALIEN MINDEN GMBH, Germany
MponoHoBaHa pepakuis: SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany; CTX
LIFE SCIENCES PVT. LIMITED, India; 3miHu | Tuny - 3miHu
3 sikocTi. A®I. CtabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BUnNpobyBaHb/Nepioay 36epiraHHst abo ymoB 36epiraHHs AdI
(3a BigCyTHOCTI y 3aTBEpAKEHOMY A0ChE cepTudikaTa
BiAMNOBIAHOCTI €Bponencekin dapmakonei, Lo BKoYae
nepiog NOBTOPHOro BUNpobyBaHHs) (nepiof NOBTOPHOIO
BuUNpobyBaHHs/nepioa 36epiraHHs) - 36inbLueHHst abo
BBEOEHHS nepiogy NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCHiLKEHb Y peanbHOMY
yaci - BBegeHHs TepmiHy npugatHocTi — 5 pokis, ons Adl
OxkcnmeTasoniHy rigpoxnopug Hoeoro BupobHuka CTX LIFE
SCIENCES PVT. LIMITED, India, ockinbku nepioa
NOBTOPHMX BUNPOOYBaHb He BKIMKOYEHWI A0 cepTudikaTty
BignosigHocTi €® R1-CEP 2008-324-Rev 03

147.

HAJNNBAKCOH

PO34MH NS iH eKuin,
10 mr/Mnno 1 Mn B
amnyni; no 10 amnyn
y nayui 3 KapToHy

MPAT
"OITOPA
PM"

YkpaiHa

MioHrmyH dapm.
Ko., Ilta.

Pecny6nika
Kopes

BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3miHu | Tuny -
ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecy 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecu 3asBHUKA. 3MiHN BHECEHO B iHCTPYKLIitO Ansi
MeAMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby y po3ain
«MicuesHaxomkeHHs 3asBHUKa». TepMiH BBEAEHHS 3MiH
npoTsArom 6 MicsAUiB Nicns 3aTBEpKEHHS

3a
peuerimom

UA/15502/01/01

148,

HATPIIO
Xnoeuay
PO34MH
I30TOHIYHMU
n0,9% B.
BPAYH

PO34MH ANS iHDY3in
0,9 %; no 100 mny
cdnakoHi; no 20
dnakoHiB y
KapTOHHI KOpoOLyi;
no 250 mn, abo no
500 mn, abo no
1000 mn y dpriakoHi;
no 10 cpnakoHiB y
KapTOHHiI kopobui

B. bpayH
Menb3yHr
eH Al

Himeyuunna

B. BpayH Megikan
CA, IcnaHisi; B.
BpayH Menb3yHreH
Al', HimeuyunHa
(BUpobHMLTBO,
nepBuHHa Ta
BTOPWHHA ynaKkoBKa,
Bunyck cepii); b.
BpayH Menb3yHreH
Al, HimevunHa
(koHTpOnb cepii)

Icnanis/
Himeyumna

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BeeneHHs abo 3MiHM [0 y3aranbHEeHVX AaHWUX Npo cUCTeEMy

bapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,

BiANoBiganbHoI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHO!

ocobu 3 hapmakoHarnsay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMIHHA Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
y PO3MilLLieHHi MacTep-darina cuctemu dapmakoHarnagy).
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKa, BiAMNOBigansHOI 3a
dapmakoHarnag,.

[itoua pepakuisi: Dr. Marco Junginger. lNponoHoBaHa
pepakuis: Mankn Mapwnep / Michael Marschler. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BifNoBiganbHoi 3a hapMakoHarnsag. 3miHa KOHTaKTHOI
ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapMakoHarnsa B
YkpaiHi. [itoya pepakuisi: JlebeguHeub €nvsaseta
PomaniBHa. [NponoHoBaHa pepakuis: Muxaviniok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiANOBIganbHOI 3a papMakoHarnsa.

3a
peuernmom

UA/9611/01/01

149,

HEWPOBIOH

PO34MH Ans iH'eKuin
no 3 mn B amnyni;
no 3 amnynu B
KapTOHHiI kopobLyi

Mi eng Oxi
Xenc
[xepmaHi
Mm6X

Himeyuunna

NMOBHWIA LMKN
BUPOGHMLTBA:
CEHEKCI HSC

®paHuis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHnX Npo cUcTemMy
dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHuX Npo
cucTeMy cpbapMakoHarnsay, 3MiHa ynoBHOBaXeHoOi ocobu,

3a
peuerimom

UA/5409/02/01
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BiZNOBIganbHoI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHMKa NSt 3AINCHEHHS
tapmakoHarnagy B YkpaiHi, SKLo BOHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MiLLieHHI MacTep-anna cuctemmn bapmakoHarnsgy).
3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXXeHOi 0cobu,
BiANoBiganbHOI 3a dapmakoHarnag. 3MiHa
MiCLe3HaxoMKeHHa macTep-dainna cuctemm
thapmakoHarnagy Ta horo Homepa. 3MiHa Micus 34iNCHEHHs
OCHOBHOI AiANbHOCTi 3 hapmakoHarnsgy.
150, HEWMPOBIOH TabneTkn, BKpUTI Mi eng Oxxi Himeuyunna Mi eHa ki Xenc ABcCTpia BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny - 3a UA/5409/01/01
o6ornoHkoto no 10 Xenc OcTpis TM6X eHp, 3MiHM Wwoao 6e3nekun/edeKkTUBHOCTI Ta hapMakoHarnagy. peuenmom
Tabnetok y 6nictepi; | [Dxepmani Ko. Ol BeeaeHHs abo 3MiHu [0 y3aranbHEHWX AaHWX Npo cucTemy
no 2 6nictepu y m6X capmakoHarnsgy (BBefAeHHs y3ararnbHEHUX AaHnX npo
KapTOHHIl kopobui cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHVUKa Ans 34iNCHEeHHs!
chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
YNOBHOBaXEHOT 0cobu, BiANoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn
Y PO3MilLleHHi MacTep-aiina cuctemmn dapmakoHarnsgy).
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXEHOI ocobu,
BignoBiganeHoi 3a chapmakoHarnsg. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa MicLs 34iINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
151.| HI®YPOKCA3 | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/1370/01/01
7)1} NniBKOBOO "KviBmean "KviBmegnpenapat” AaMiHicTpaTVBHI 3MiHU. BunyyeHHsA BUPOBHWYOT AinbHULI peuernmom
obonoHkot, no 200 penapat" (Bkntovaroum ainbHuui ans A®l, npomixkHoro npogykTy abo
mr; no 10 TabneTtok roTOBOrO fikapcbKoro 3acoby, AiNbHULI Anst NpoBeaeHHS
y bnictepi; no 1 abo nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCcK Cepin,
2 6nictepu B navui MicLie NpoBeAeHHs KOHTPOMto cepii) abo nocTavanbHUKa
BUXigHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4yoBUHM
(SIKLLO 3a3HaY4YeHO Y [OChE) - BUITYYEHHS anbTepHaTUBHOIO
BMpoGHMKa AP Hidypokcasmg - «S.P. Quimica, S.A.»,
Icnania
152 OKCUTOLUMUH | nopotuok TOB YkpaiHa AT "I'piHgekc" JatBia BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3mMiHa - UA/18947/01/01
(cybeTaHuis) y "BIONIK 3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
nonieTuneHoBmx DPAPMA" noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne 460).
KOHTenHepax Ans TepMmiH BBeAEHHS 3MiH - NpoTarom 6 micauis nicns
apmaLeBTUYHOIO 3aTBEPKEHHS.
3aCcTOCyBaHHA
153.| OKCOIlIH Masb 2,5 mr/rno 10 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3miHu | Tuny - 6e3 UA/14853/01/01
Ta no 15 r B Ty6i; no "Ximdpapm "Ximdpapm3aasog 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta papMakoHarnsay peuenma
1 1y6i y nayui 3 3aBof "YepsoHa 3ipka" (iHWi 3MiHNK).
KapTOHY "YepBoHa OHOBMEHHS TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
3ipka" 3acoby Yy 3B'si3Ky 3 BUINyYEHHsIM iHopMaLlii pociicbkoto

MOBOH.
BBeeHHs 3MiH NpoTsiroM 6-Tu MicsLiB nicnsi 3aTBepAXeHHS
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

154,

OMENPA30/1

kancynu no 20 Mr no
10 kancyn y
Gnictepi; no 1 abo 3
Gnictepu B nayui

MAT
"Kniemegn
penapat"

YkpaiHa

NAT
"Kuismegnpenapat"

YkpaiHa

BHECEHHS 3MiH O peecTpauiHuX maTepianis: 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3acib. 3miHn y
BUPOBHMLTBI (iHWi 3miHK). 3miHa Tuny A, B.11.6) 3MiHn y
BUPOBHMLTBI, X) iHLWi 3miHW: AkTyanisauis po3giny 3.2.P.3.3
«Onuc BUpOBHUYOro NpoLiecy Ta KOHTPOIO MpoLiecy», 3MiHa
knacy unctotu D Ha knacudikoBaHi NpUMILLEHHS
(BUny4eHHs iHcbopmaLii npo knacudikadito BUPOGHUYMX
NPUMILLEHb, Y SIKUX NPOBOAATLCS CTafii TEXHONOrYHOro
npouecy BMpobHuuTea J13, y 38’A3Ky 3i 3MiHOM Krnacy
unctotn D Ha knacudikoBaHi NPUMILLEHHS).

3a
peuernmom

UA/0966/01/01

155,

O®JIOKCALM
H €BPO

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 400
Mr no 5 rabnetok y
Gnictepi; no 1
Gnictepy B
KapTOHHIN kopobLi

€BPO

NANOKEP
MPAVBIT
NIMITEL

IHAinA

OAC Jlimiten

IHais

BHECEHHS 3MiH [0 peecTpauiiinx martepianis: 3aminu | Tuny -
3MiHM Wwoao 6e3nekun/edekTBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpPOTKil XapaKTepucTumLi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT A4NA MEANYHOro 3aCTOCYBaHHS Ha
nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby B micnsapeecTpauiiinm
nepiog, abo sik pesynbTaT OLiHKM 3BiTY 3 AOCNiAKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnimpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBa)XEHMM opraHom). 3MiHVM BHECEHO [0 iHCTPYKLT
Ansi MEQUYHOTO 3aCTOCYBaHHS fikapcbkoro 3acoby y
po3ainu: "OcobnmBocTi 3actocyBaHHs", "ToGi4HI peakwii”
BignoBigHO 4O OHOBMEHOI iHpopmalii 3 6e3nekn aitoyoi
peyoBMHW. BBEAeHHs 3MiH NpoTsirom 6-Tu Micauis 3 gatu
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapaKTepuCTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnsapeecTpauiiini
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCHIAXEHb,
npoBeAeHuX BignoBigHO A0 NnaHy negiatpuyHnx
pocnimpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OopraHoM). 3MiHN BHECEHI [0 iHCTPYKLiT Ans
MeZMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"MoGiyHi peakuii" BiANoBigHO 4O OHOBMEHOI iHhopMaLii 3
6e3neku fitoyoi pevoBUHU. BBeAEHHS 3MiH NpoTarom 6-Tu
MicsiLiB 3 4aTu 3aTBEPKEHHS.

3a
peuerimom

UA/7685/01/02

156.

O®IOKCALI
H EBPO

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 200
mr no 10 TabneTok y
GnicTepi; no 1
Gnictepy B
KapTOHHiI kopobLyi

€BPO

NANOKEP
MPAMBIT
NIMITEL

IHAis

OAC Jlimiten

IHaisa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynsipHO OHOBIMOBaHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnspeecTpauiiHuii
nepioa, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCIAXEHD,
nNpoBeAeHNX BignoBigHO 40 NnaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogKeHo 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHom). 3MiHM BHECEHO A0 iIHCTPYKLi

3a
peuerimom

UA/7685/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ansi MEQUYHOTO 3aCTOCYBaHHS fikapcbkoro 3acoby y
po3ginu: "OcobnmeocTi 3actocyBaHHs", "MobiyHI peakwii”
BiNOBIOHO O OHOBMEHOI iHhopMmaLii 3 6e3nekn aitoyoi
peyoBMHN. BBEAEHHS 3MiH NpoTsirom 6-Tu MicsiLiB 3 gatm
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn woao
6e3nekn/ecbekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y
KOPOTKIilA XapaKTepnCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby B micnsapeecTpauiiinim
nepiog, abo sik pesynbTaT OLiHKM 3BIiTY 3 AOCNIOKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnimpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBa)XeHUM opraHom). 3MiHVM BHECEHI A0 iHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"Mob6ivHi peakuii" BiANOBIAHO 4O OHOBMEHOI iHdopMaLlii 3
Ge3neku fito4oi pe4oBnHU. BBeaeHHs 3MiH npoTsarom 6-Tu
MiCAUIB 3 AaTW 3aTBEPOXKEHHS.
157.| NEPEKUCY po34nH ans MPAT YkpaiHa BiAMNoBiAanbHUA 3a Ykpaina BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/8214/01/01
BOOHKO 30BHILLUHBLOTO "®ITOOA BUPOGHMLTBO, ApMiHicTpaTuBHI 3miHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenma
PO34UH 3actocyBaHHs 3 % PM" nepBUHHE/BTOPUHHE agpecw 3asiBHMKa (BnacHWKa peecTpauiiHoro NocBigYyeHHs)
no 25 mn, 40 mn, nakyBaHHs, 3MiHa agpecy 3asiBHWKa. BBeaeHHs 3MiH npoTsarom 6-m
100 mn, 200 mny KOHTPOSb SKOCTi Ta MicAUiB Nicnsa 3aTBepAXeHHsA
driakoHax CKNSHUX; BUMYCK cepii:
no 40 mn, 100 mn, MPAT
200 mn y donakoHax "OITOPAPM",
nonimepHux; no 30 YkpaiHa;
mn, 50 mny BiAnoBiganbHWI 3a
dnakoHax BUPOGHMLTBO,
noniMepHux 3 nepBUHHE/BTOPUHHE
posnunoBayem; no nakyBaHHs Ta
30 mn, 50 mny KOHTPOrb SIKOCTi:
dnakoHax TOB "®apma
noniMepHuXx 3 Yepkac", YkpaiHa
posnunoBayem, no
1 donakoHy B nayui
158, MEPUHAOONP | TabneTku no 8 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/18525/01/02
un- 10 TabneTtok y "®apmaue "®apmaueBTNYHa 3MiHu 3 sKkocTi. FoToBUIA Nnikapcbkuii 3aci6. CTabinbHICTb. peuenmom
OAPHULUA KOHTYPHI BTUYHA dipma "OdapHuus” 3miHa y TepMmiHax npugaTHocTi abo ymoBax 36epiraHHsi
YapyHKOBIN ipma roTOBOrO JiKapCbKoro 3acoby (36inbLUeHHs TepMiHy
ynakosui, no 3 "OapHuus” npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprosoi
KOHTYpPHi YapyHKOBI ynakoBKkU (MiATBEPXKXYETLCSH 4aHUMU pearbHoro Yacy)
yMaKoBKU B Nayi 306iNbLUEHHS TePMiHY NPUAATHOCTI FOTOBOTO fiKapCbKOro
3acoby (3aTBepaKEHO: TEPMiIH NPUAATHOCTI 2 POKU;
3anpornoHOBaHO: TePMiH NpuaaTHOCTI 3 pokn). 3MiHU BHECEHI
B iHCTPYKLUIiO ANST MEAVYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ain "TepmiH npuaaTHocTi". BBeAEHHS 3MiH
nNpoTArom 6-T1 MicsUIB MicNs 3aTBEPAXKEHHS.
159.| NEPUHAONP | tabneTtku no 4 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MmaTepianis: 3miHu | Tuny - 3a UA/18525/01/01
nn- 10 TabneTok y "®apmaue "®apmaueBTUYHa 3MiHu 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. peuyenmom
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OAPHULA KOHTYPHIN BTUYHA cipma "dapHuuqa” 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
YapyHKOBIN dipma roTOBOrO MikapCbKoro 3acoby (36inbLUeHHst TEpMiHY
ynakosui, no 3 "OapHuus" NpWAAaTHOCTI FOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
KOHTYPHi YapyHKOBI ynaKkoBKU (MiATBEPKYETbCA 4aHUMUN pearbHOro Yyacy)
yMaKoBKU B nayi 36iNbLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOIO MiKapCbKoro
3acoby (3aTBepaKeHO: TEPMiH NPUAATHOCTI 2 POKY;
3anponoHOBaHO: TEPMIH NpuAATHOCTI 3 pokK). 3MiHN BHECEHI
B IHCTPYKLIiO AN MEANYHOrO 3aCTOCYBaHHS MiKapCbKOro
3acoby y po3gin "TepMiH npuaaTtHocTi". BBeaeHHs 3MiH
NpoTSArom 6-T1 MicsILiB Nicns 3aTBEPYKEHHS.
160.| NEPIHAOMPE | tabnetku no 4 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/16982/01/02
Cc® 10 TabneTok y "dapmaue "®apmMaueBTUYHa 3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3aci6. CTabinbHICTb. peuenmom
KOHTYPHIN BTUYHA cipma "dapHuuga" 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
YapyHKOBIN dipma roTOBOro MiKapCbKOro 3acoby (36inbLUeHHs TepMiHy
ynakosui; no 3 "NapHunus" nNpuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
KOHTYPHi YapyHKOBI ynakoBKU (MiATBEPAXYETbCH 4aHUMU pearbHOro Yyacy)
yMaKoOBKU B Nayi 36inbLUEHHS TepMiHY NPUAATHOCTiI FOTOBOrO MikapCbKoro
3acoly (3aTBepAKeHO: CPOK roAHOCTU 2 roaa;
3anponoHOBaHO: TEPMIH NPUAATHOCTI 3 pokM). 3MiHWN BHECEHi
B iHCTPYKLUIiO A1 MEAWNYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3agin "TepMiH npuaaTtHocTi". BBeaeHHs 3MiH
NpoTSArom 6-T MicsaUiB Nicnsa 3aTBEPAXEHHS.
161.| NEPIHAOMPE | TtabneTkx no 8 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/16982/01/01
C® 10 TabneTok y "®apmaue "®apmaueBTuYHa 3MiHu 3 gkocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. peuenmom
KOHTYPHIl BTUYHA dipma "OapHuuga" 3miHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
YapyHKOBIl dipma roTOBOro MiKapCbKOro 3acoby (36inbLUeHHS TepMiHy
ynakosLi; no 3 "OapHuus" npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprooi
KOHTYPHi YapyHKOBI yNakoBKu (MiATBEPMKYETLCA AaHUMMN pearbHOro yacy)
YMaKoOBKU B NayLi 36iNbLUEHHS TePMiHY NPUAATHOCTI TOTOBOrO MikKapCbKoro
3acoby (3aTBepAKEHO: CPOK roAHOCTU 2 roaa;
3aMpornoHOBaHO: TePMiH NpuAaTHOCTI 3 pokn). 3MiHN BHECEHI
B IHCTPYKLUIilO ANST MEAWYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby y po3ain "TepmiH npugaTHocTi". BBEAEHHS 3MiH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPAKEHHS.
162 NEPUIO HacTovika no 50 mn y MPAT YkpaiHa MPAT "®ITODPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | Tuny - He3 peuenma UA/8260/01/01
CTPYYKOBO dnakoHax CKMsiHUX "OITOPA AOMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo
ro abo nonimepHux PM" agpecw 3asiBHMKa (BNacHWKa peecTpaLiiHoro nocBigYeHHs)
HACTOWMKA 3MiHa agpecy 3asiBHUKa. 3MiHM BHECEHI B po3in
"MicuesHaxomkeHHs 3asBHMKA" B IHCTPYKUIlO ANS MeaUYHOro
3acTocyBaHHs NikapcbKoro 3acoby y 3B"A3Ky 3i 3MiHO
afpecwu 3asiBHVKa. BBeaeHHsA 3MiH NpoTArom 6-Tum micsuis
nicnsi 3aTBepOKEeHHS.
163.| NONIAEKCA Kpanni BYLLH, ITabopato PpaHuis dapmacTep ®paHuis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/2699/01/01
posumH no 10,5 mny pii AaMiHicTpaTVBHI 3MiHW. BunydyeHHs BUPOBHWYOT AinbHULI peuernmom
nakoHi; Bywapa (Bkntovaroum ainbHuui ana A®l, npomixkHoro npogykTy abo
no 1 donakoHy 3 Pekopgaari roTOBOrO fikapCbKoro 3acoby, AiNbHULI Ans NpoBeAEHHS
nineTkow B nakyBaHHsi, BAPOOHUKA, BiANOBiAanNbHOroO 3a BUMYCK CEpIN,

KapTOHHiI kopobuyi

MicLie NpoBeAeHHs KOHTPOMo cepii) abo nocTavanbHUKa
BUXiQHOro matepiany, peareHTy abo ONOMiXKHOI pe4oBUHM
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(KO 3a3HaYeHo y Aocbe). BuaaneHHs cybkoHTpaKTHOT
AiNbHUL 3 KOHTPOMHO SKOCTi NPU BUPOBHMLTBI NMikapCbKoro
3acoby - MENICON pharma, France.
164 NONI3AHON cycrneHsis oparnbHa, AT YkpaiHa AT "®apmak”, Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3minm | Tuny - 3a UA/18482/01/01
40 mr/mn; no 105 mn "®apmak” YkpaiHa ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuernmom
y conakoHi; no 1 (BUPOBHMLTBO 3 agpecu Micua NpoBagKeHHs OisinbHOCTI
dnakoHy y nadui npoaykuii in bulk BMpOBHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
hipM-BMPOBHWKIB BKIIOYatouM AinbHuL BUNycky cepii abo micue npoBeaeHHs
xeHedbapm CA, KOHTPOSIO AKOCTI. (QisNbHICTb, 3a AKy Bignosigae
peuis abo Pacdhapm BUPOGHMK/IMNOPTEP, BKINOYAO4M BUMNYyCK cepiit) 3miHa
C.A,, I'peuis) HanucaHHA Ha3Bu Ta agpecu BMpobHuKa in bulk Rafarm S.A.
(Pachapm C.A.). 3MiHM BHECEHI B IHCTPYKLIilO ANs MEANYHOro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "BupoGHuk" 3
BiAMOBIAHVMM 3MiHAMMN B TEKCTi MapKyBaHHSA YNaKkoBOK.
BBegeHHst 3MiH NPOTArom 6-Tu MicauiB nicnga 3aTBEPLKEHHSA
165 NONI3AHON cycrneHsis oparnbHa, AT YkpaiHa [hxeHedpapm CA, peuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/18481/01/01
40 wmr/mn; in bulk: no "®apmak” Ipeuis AamiHicTpaTVBHI 3MiHW. 3MiHa HalimMeHyBaHHA Ta/abo
105 mn y cbnakoHi; Padpapm C.A., agpecu Micua NpoBagKeHHs OisinbHOCTI
no 42 cnakonn y peuis BUPOBHMKa/imnopTepa rotoBoro fikapcbkoro 3acoby,
TPaHCMOPTHIl BKII0NAI04M AiNbHULI BUNYCKY cepii abo micLe npoBeaeHHs
ynakoBLUi KOHTPOSIO SIKOCTI. (QisNbHICTL, 3a SKy Bignosinae
BMPOBHMK/IMNOpTEp, BKIOYaK4M BUMYCK cepiit). 3MiHa
HanucaHHA Ha3Bu Ta agpecu BMpobHuKa in bulk Rafarm S.A.
(Pacbapm C.A.). BBegeHHs 3MiH NpoTsirom 6-Tu micsUiB nicns
3aTBEPKEHHS.
166.. NONI3AHON cycrneHsis oparnbHa, AT YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/18482/01/01
40 mr/mn, no 105 mn "®apmak” YkpaiHa 3miHun wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom

y dnakoHi, no 1
dnakoHy y nayui

(BMpPOOHMLTBO 3
npoaykuii in bulk
ipM-BMPOBHUKIB
xeHedpapm CA,
Ipeuis, abo
Padgapm C.A,,
peuis)

3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnsapeecTpauiiini
nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 OCHIAXEHb,
NpoBeAEHNX BiAMNOBIgHO 4O NnaHy negiatpuyHnx
pocnimpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBa)X€HUM OpraHoMm)
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ainu: "Bsaemogis 3 iHwWmumu
nikapcbkumun 3acobamu Ta iHWi BUAM B3aemogiin",
"OcobnmBocTi 3acTocyBaHHA" BiANOBIAHO 4O OHOBIEHOT
iHdpopmaii 3 6e3neku Ailo4oi peYOBUHM.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
3MmiHun | Tuny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionofibHMx nikapcbknx 3acobis
nicns BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHWUI npenapat
(3miHa He noTpebye HajaHHSA XXOAHWUX HOBUX 40AATKOBUX
AaHnx) 3MiHWM BHECEHO [0 iHCTPYKUiT ANS Mean4Horo
3aCTOCYBaHHsI NiKapCcbKOro 3acoby y po3ainu:




98

[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

"MpoTunokasaHHs", "B3aemogis 3 iHWWUMM NikapCbKuMmn
3acobamu Ta iHWi Buam B3aemogiit", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHS y nepion BariTHOCTi abo
rogyBaHHs rpyaaro”, "MobiyHi peakuii” 3rigHo 3 iHbopmaLieto
OO0 MEANYHOrO 3aCTOCYBaHHA pedepeHTHOro NikapcbKoro
3acoby (HOKCA®IJ, cycneHsis oparnbHa). BBeaeHHs 3miH
NpoTSArom 6-TM MicsLiB Nicnsi 3aTBEPAYKEHHS

167.

NMPErABAIJIIH

NOPOLLIOK
(cybeTaHuin) y
nakeTax
nonieTuneHoBmx
ans
dapmaLeBTUYHOro
3aCTOCyBaHHs

TOB
"dapma
Crapt"

YkpaiHa

XKensaH Xyaxan

dapmacktoTikan Ko.,

JTA.

Kutan

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | Tuny -
3miHun 3 akocTi. CepTudikar BignosigHocTi/l'E-cepTudikat
BiNOBIgHOCTI €Bponeichkin thapmakonei/MmoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMiKHOT
pevoBUHU (cepTudikaT BiaNoBIgHOCTI €BpONENChKi
dapmakonei) - OHoBReHW cepTudikaT Bif yxe
3aTBepOKeHoro BUpo6HuKa - MogaHHA OHOBMEHOTo
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei 4ns
A®I MNperabaniny Ne R1-CEP 2016-189-Rev 00 (nonepepaHs
Bepcis CEP Ne RO-CEP 2016-189-Rev 03). HeaHayHi 3miHn
Oynu BNpoBagXeHi y npoueci BUpoGHMLUTBA KiHLEBOrO
npoaykTy, SKi He BNNMBaKOTb Ha AKICTb fikapcbkoro 3acoby.
Po3zgin 3.2.S.3.2 6yB foNoBHEHWI iHopMalLlieto Loao
HiTpo3amiHiB y A®I; akTyanisoBaHo onuc gomiwok PGB-3 i
PGB-5.

UA/13690/01/01

168.

NMPErABAJIH
€BPO

Kancynv TBepAi no
75 wr, no 14 kancyn
y 6nictepi; no 4
Gnictepu y navui

Akkopg,
Xerckea
C.JLY.

Icnanis

AKKOP[ XEJICKEA

JIIMITEL, Benuka
Bputanis
(BignoBiganbHWi 3a
BUMYCK cepii);

AKKOP[ XENICKEA

NIMITEL, Benuka

BpuTtaHis (koHTponb

AKOCTI, foAaTkoBa
ainbHUUA 3
nepBYHHOrO Ta
BTOPWHHOIO
nakyBaHHs1);
AKKOP[-OKEI
JNIIMITEL, Benuka
BpuTaHis
(nopaTtkoBa
OinbHUUA 3
nepBMHHOTO Ta
BTOPWHHOIO
nakyBaHHs1); AJIC
NTABOPATOPIC
(FOKEW) MIMITEL,
Benvka bpuTanis
(KOHTpPOIb AKOCTI);

Benuka
Bpuranis/
YropwuHa/
ITanis/
IHgis/
Icnanis/
Himeuuunna/
Monbwa

BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3miHu wopao 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS
reHepnYHMX/ribpnaHux/6ionofibHNx nikapcbknx 3acobis
nicnsi BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUI npenapat
(3miHa He noTpebye HajaHHS XOAHWX HOBUX J0AaTKOBUX
OaHnx) 3MiHM BHECEHO [0 iHCTPYKUii Ans Mean4Horo
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
"®apmakonorivHi BnacTMBOCTi" 3rigHO 3 iHhopmalLieto Wwoao
MeANYHOro 3acTOCyBaHHS pedepeHTHOro MikapCbKoro
3acoby (NNIPUKA, kancynu). BBegeHHs 3MiH NpoTArom 6-Tu
MicsLiB nicns 3aTBepOXKEHHS
3MiHu | TUnYy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUiT Ans
MeANYHOrO 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionofibHMx nikapcbknx 3acobis
nicns BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHUI npenapat
(3miHa He noTpebye Hal@aHHS OAHWX HOBUX J0AAaTKOBUX
AaHnx) 3MiHM BHECEHO [0 iHCTPYKUii ANS Meau4Horo
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii” 3rigHo 3 iHpopmalieto Woao MeanyHoro
3acTocyBaHHsA pedepeHTHOro nikapcbkoro 3acoby (JIIPUKA,
Kancynu). BeegeHHs 3MiH NpoTsrom 6-Tv MicsiliB nicnsi

3a
peuernmom

UA/19209/01/01




99 [TponoBkeHHs qoaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AcTpoH Pecbopy 3aTBepAKEHHS. 3MiHu | TNy - 3MiHW Woao
JlimiTen, Benwuka

BpuTaHis (koHTposnb
sKocTi); BeccniHr
XaHrepi K.,
YropwmHa
(KOHTPOJSIb AKOCTI);
J4n CANI YENH
(Itanis) CMNA, ITanisa
(nopaTtkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs1); IHTac
dapmachbioTikanc
Nimiten, IHaia
(BMPOGHMLITBO
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOrb SKOCTI
cepii);
JIABOPATOPI
®YHOACIO JAY,
IcnaHisi (koHTpOnb
SIKOCTi, JoaaTKoBa
ainbHUUA 3
BTOPUHHOIO
nakyBaHHs1);
MpecTux MpomoyLuH
depkaydcdepaepy
Hr eHg ®epbecepsic
'm6X, HimeuunHa
(nopaTkoBa
OinbHUUSA 3
BTOPWHHOIO
nakyBaHHs1);
CEHTPAI dAPMA
(KOMEKIHI
MAPTHEP)
JNIIMITEL, Benuka
Bputanis
(nopaTkoBa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs1);
CwuHonTus
Ingactpian Cn. 3
0.0., MonbLa
(mopaTtkoBa

AinbHUUS 3

6e3nekn/eceKkTMBHOCTI Ta hapmakoHarnsgy (iHLwi 3MiHu)
3MiHU BHeCeHO A0 IHCTPYKLUii AN MeAUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "OcobnmBocTi 3acTocyBaHHS"
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku giroyoi
PEYOBUHW.
BBepfeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.
3Minu | TUNY - 3miHu Wwono 6esnekn/eceKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHM y KOPOTKi XxapakTepucTui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEeOUYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpnaHnx/6ionofibHMx nikapcbknx 3acobis
nicnsa BHECEHHS Tiel camoi 3MiHWM Ha pedbepeHTHMI npenapaTt
(3miHa He noTpebye HagaHHS XXOOHWMX HOBUX AOAATKOBMX
naHux) 3MiHM BHECEHO [0 iHCTPYKUIT Ans MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ain "3acTtocyBaHHs
y nepiog BariTHocTi abo rogyBaHHs rpyaaro." 3rigHo 3
iHCbopMaLieto LWOAO0 MEAMYHOrO 3aCTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (JIIPUKA, kancynu).
BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicns 3aTBepaXeHHs
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[TponoBkeHHs 1oaaTKa 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BTOPWHHOIO
nakyBaHHs); CK
dapwma JloricTikc
'm6X, HimeuunHa
(mopaTtkoBa
OinbHMUA 3
BTOPWHHOIO
naKkyBaHHs1);
®APMABANIA N1A.
Mikpo6ionoriyHa
naboparopis,
YropwmHa
(KOHTPOJIb SIKOCTI)
169.| NPEFABAJIH | kancynu TBepai no Akkopa Icnanis AKKOP[ XEJICKEA Benuka BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/19209/01/02
€BPO 150 wr, no 14 Xernckea NIMITEL, Benuka BpwuTaHis/ 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy. peuenmom
kancyn y énicrepi; C.JLYy. BputaHia YropwuHa/ 3MiHM Y KOPOTKi XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
no 4 énictepn y (BipnoBiganbHWn 3a ITanis/ MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCyBaHHS
navui BUNycCK cepii); IHgis/ reHepuYHMX/ribpnaHnx/6ionofibHMX nikapcbknx 3acobis
AKKOP[I XEJNICKEA Icnanis/ nicnsa BHECEHHS Tiel camoi 3MiHWM Ha pedbepeHTHMI NnpenapaTt
NIMITEL, Benuka HimeuuunHa/ (3miHa He noTpebye HagaHHS XXOOHWMX HOBUX AOAATKOBMX
BpuTaHis (koHTponb Monbwa naHux) 3MiHM BHECEHO [0 iHCTPYKUIT Ans MeanyHoro

AKOCTi, 4OAATKOBA
OinbHUUSA 3
nepBMHHOTO Ta
BTOPWHHOIO
nakyBaHHs1);
AKKOP[-OKEI
NIMITEL, Benuka
Bputanis
(nopaTkoBa
ainbHUUA 3
NepBUHHOTIO Ta
BTOPWHHOIO
nakyBaHHs1); AJ1IC
JIABOPATOPIC
(FOKEW) MIMITEL,
Benwvka BputaHis
(kOHTpOnb SIKOCTi);
AcTpoH Pecbopy
JimiTen, Benuka
BpuTtaHis (koHTponb
sikocTi); BeccniHr
XaHrepi Ko,
YropwumHa
(kOHTpOnb sIKOCTi);
O4n CANI YEVH
(Iranis) CMA, Itanis
(nopaTkoBa
ainbHUUA 3
BTOPWHHOIO
nakyBaHHs1); IHTac

3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"dapmakonorivHi BNacTMBOCTI" 3rigHO 3 iHhopmaLieto woao
MeAMYHOrO 3aCTOCyBaHHsi pehepeHTHOro NnikapCbKoro
3acoby (NNIPUKA, kancynu). BBegeHHs1 3MiH npoTarom 6-Tu
MicsLiB nicnsi 3aTBEpOKEHHS
3MiHu | TUny - 3miHu Wwopo 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHu y KOpoTKil XxapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEAMNYHOrO 3aCTOCYBaHHs!
reHepu4HUX/ribpuaHnx/GionoaibHMx nikapcbkmx 3acobis
nicnsi BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUI npenapat
(3miHa He noTpebye HagaHHS )XOAHWMX HOBUX 40OATKOBUX
OaHunx) 3MiHM BHECEHO [0 iHCTPYKUii Ans Mean4Horo
3acTOCyBaHHS Nnikapcbkoro 3acoby y po3Ain "lMNobiyHi
peakuii” 3rigHo 3 iHpopmalieto Woao MeanyHoro
3acTocyBaHHsl pedepeHTHOro nikapcbkoro 3acoby (NIPUKA,
kancynu). BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nmicnsi
3aTBepKEHHS. 3MiHM | Tuny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay (iHLi 3miHK)
3MiHV BHECEHO [0 iHCTPYKLUiT ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "OcobnueocTi 3acTocyBaHH:A"
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku gitoyoi
PEYOBUHW.

BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUnYy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsaay. 3miHW y KOpOTKil XapakTepucTui

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuYHMX/ribpnaHux/6ionofibHMxX nikapcbknx 3acobis
nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUI Nnpenapat
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[TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmachbtoTikanc (3miHa He nNoTpebye HajaHHs KOAHWX HOBUX J0AATKOBUX

Nimitea, IHgis
(BMPOGHMLITBO
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii);
JTIABOPATOPI
dYHOACIO JAY,
IcnaHis (KoHTponb
SIKOCTi, foAaTkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs);
Mpectux MpomoyLwH
depraydedepaepy
Hr eHg ®epbecepsic
'M6X, HimeuunHa
(nopaTtkoBa
ninbHUUA 3
BTOPWHHOIO
nakyBaHHs1);
CEHTPAIN dAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
Bputanis
(nopaTkoBa
ainbHUUA 3
BTOPWHHOIO
nakyBaHHs1);
CuHonTtus
IHgacTtpian Cn. 3
0.0., MNonbwa
(nopaTkoBa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs); CK
dapwma JloricTikc
m6X, HimeyuunHa
(nopaTkoBa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs1);
SAPMABANIA NTa.
MikpobionoriyHa
naboparopisi,
YropwuHa

(KOHTPOIb SKOCTI)

aaHux) 3MiHM BHECEHO A0 iHCTPYKUil ANs MeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain "3acTtocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHsA rpy4aro." srigHo 3
iH(bopMaUi€to LWOA0 MeANYHOTO 3aCTOCYBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (JIIPUKA, kancynu).
BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicnsi 3aTBepaKEHHS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
170, NMPEFABAJIIH | kancynu TBepai no Akkopg, IcnaHis AKKOP[J XEJNICKEA Benwka BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/19209/01/03
€BPO 300 wr; no 14 Xenckea NIMITEL, Benvka Bputanis/ 3MiHn wopao 6e3neku/edekTMBHOCTI Ta dhapmakoHarnagy. peuenmom
kancyn y énicrepi; C.JLY. BputaHia YropwuHa/ 3MiHM y KOPOTKi XapaKTepuCcTuLi Nikapcbkoro 3acoby, TEKCTi
no 4 Gnictepn y (BignoBiganbHW 3a ITanis/ MapKyBaHHS Ta IHCTPYKLUiT 4Na MEeAWYHOro 3aCTOCYBaHHS
navui BUMYCK cepili); IHais/ reHepuyHUX/ribpnaHmx/6ionoaibHMx nikapcbkux 3acobiB
AKKOP[J XEJNICKEA Icnanis/ nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA NnpenapaTt
NIMITEL, Benuka HimeyunHa/ (3miHa He noTpebye HagaHHS XXOOHMX HOBUX OO4ATKOBMX
BpuTaHisa (koHTponb Monbuwa AaHux) 3MiHM BHECEHO A0 iHCTPYKUiT ANs MeaNYHOro

SIKOCTi, foAaTkoBa
OinbHMUA 3
NnepBMHHOTO Ta
BTOPUHHOIO
nakyBaHHs);
AKKOP[1-tOKEW
NIMITEL, Benuka
BputaHia
(mopaTtkoBa
ninbHUUA 3
NnepBUHHOrO Ta
BTOPWHHOIO
nakyBaHHsi); AJ1C
JNTABOPATOPIC
(FOKEW) NIMITEQ,
Benuka BpuTaHis
(kOHTpOnb sIKOCTi);
AcTpoH Pecbopy
JimiTen, Benuka
BpuTtaHis (koHTponb
sKocTi); BeccniHr
XaHrepi Ko,
YropwuHa
(koHTpOnb SKOCTi);
a4un cANnI YEnH
(Itanis) CMA, Itanis
(nopaTtkoBa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs1); IHTac
dapmachbioTikanc
Nimiten, IHaia
(BUpOBHMLTBO
nikapcbkoro 3acooy,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTpPOrb SKOCTI
cepii);
JIABOPATOPI
®YHOACIO JAY,
IcnaHis (koHTpornb
AKOCTi, foAaTKoBa

3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"dapmakonoriyHi BnacTMBOCTi" 3rigHO 3 iHhopmalLieto Wwoao
MEeOUYHOro 3aCTOCyBaHHS pedepeHTHOro NikapcbKoro
3acoby (NIPUKA, kancynu). BBeaeHHs 3MiH npoTsrom 6-Tu
MicAUiB Nicnsa 3aTBEpAXEHHSA
3MiHn | TUny - 3miHn Wwopo 6esnekn/edeKTMBHOCTI Ta
capmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEeOUYHOro 3aCTOCyBaHHS
reHepnYHMX/ribpnaHnx/6ionofibHMX nikapcbknx 3acobis
nicnsa BHECEHHS Tiel camoi 3MiHW Ha pedbepeHTHMI npenapaTt
(3miHa He noTpebye HagaHHS XXOOHWMX HOBUX AOAATKOBMX
naHux) 3MiHM BHECEHO [0 iHCTPYKUIT Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ain "lMobiyHi
peakuii” 3rigHo 3 iHpopmalieto LWoao MeanyHoro
3acTocyBaHHS pedepeHTHOro nikapcbkoro 3acoby (JTIPUKA,
kancynu). BBegeHHs 3mMiH npoTtarom 6-tu Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay (iHLi 3miHK)
3MiHU BHeCEeHO A0 IHCTPYKLUii AN MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "OcobnmBocTi 3acTocyBaHHA"
BiANOBIQHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku gitoyoi
PEYOBUHN.

BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3MiHu | TUny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpoTKil XxapakTepucTui

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHS
reHepu4HUX/ribpuaHnx/GionoaibHMx nikapcbkmx 3acobis
nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA npenapat
(3miHa He noTpebye HagaHHS XXOOHWUX HOBUX AOAATKOBMX
naHunx) 3MiHM BHECEHO [0 iHCTPYKLUiT Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain "3acTtocyBaHHsA
y nepiog BariTHOCTi abo rogyBaHHs rpyaar." 3rigHo 3
iH(bopMaUi€to WoA0 MeAUYHOTOo 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (JIIPUKA, kancynu).
BBeneHHs 3MiH npoTsirom 6-Tu MicsuiB nicns 3aTBepaXeHHS
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

OinbHMUA 3
BTOPWHHOIO
nakyBaHHs1);
Mpectnx MNpomoyLuH
®epraydcdepaepy
Hr eHg ®epbecepsic
'M6X, HimeyunHa
(mopaTtkoBa
OinbHMUA 3
BTOPUHHOIO
nakyBaHHs);
CEHTPAI dAPMA
(KONEKIHI
MAPTHEP)
NIMITEL, Benuka
BputaHia
(mopaTtkoBa
ninbHUUA 3
BTOPUHHOIO
naKkyBaHHs);
CuHonTtus
IHgacTpian Cn. 3
0.0., MNonbwa
(nopaTkoBa
ainbHUUA 3
BTOPWHHOIO
nakyBaHHs); CK
dapma JloricTike
'M6X, HimeyunHa
(nopaTkoBa
ainbHUUA 3
BTOPWHHOIO
nakyBaHHs1);
SAPMABANIA N1a.
MikpobionoriyHa
naboparopis,
YropwuHa
(KOHTpOMb AKOCTI)

171.

NMPErABAJIH
-3H

PO34MH OpanbHUM,
20 mr/mn; no 100 mn
abo 200 mny
cnakoHi; no 1
¢nakoHy pa3om 3
[03y4M
NpUCTPOEM Y
KopoOLi 3 KapTOHY

TosapucT
BO 3
obmexeHo
10
Bignosiga
TNbHICTIO
"XapkiBCbk
e
hapmaues
TUYHE
nignpuemc
TBO
"3g0opos'sa

YkpaiHa

TosapucTBo 3
obmexeHolto
BiAnoBiganbHIiCTO
"XapkiBcbke
dapmMaueBTUYHe
nianpveMcTBO
"3gopos's Hapoay"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT ANs MEeAWYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionoaibHMx nikapcbkmx 3acobis
nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA npenapat
(3miHa He noTpebye HalaHHS OAHWX HOBUX A0AAaTKOBUX
OaHunx) 3MiHW BHECEHO [0 iHCTPYKUii Ans Mean4Horo
3aCTOCYBaHHS NiKapCcbKoro 3acoby y po3ainu:
"®apmakonorivHi BnactusocTi", "B3aemogis 3 iHwWmMu
nikapcbkuMun 3acobamu Ta iHWi BUAM B3aemogin",
"OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHs y nepios
BariTHoCTi abo rogyBaHHs rpyaar", "3gaTtHicTb BINUBaTU Ha

3a
peuerimom

UA/16783/02/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Hapoay" LWBMOKICTb peakLii Npu kepyBaHHi aBToTpaHcnopTom abo
iHWUMK MexaHismamun", "MobivHi peakuii” 3rigHo 3
iH(bopMaLieto LWOAO0 MEAMYHOrO 3aCTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (Lyrica 20 mg/ml, oral
solution).
BBegeHHs 3MiH NpoTsArom 6-Tv MicsAUiB Nicnsi 3aTBEPAXKEHHS.
172.| NPOTE®JIA3I | cynosutopii no 5 TOB "HBK YkpaiHa TOB "HBK Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/4220/02/01
a® CynosuTopiis no 3 r "Ekodbapm "Exocpapm” ApnmiHicTpaTuBHi 3MiHW. 3miHa HaliMeHyBaHHS Ta/abo peuernmom
y 6nicTepi; no 1, abo " afpecy 3asiBHMKA (BriacHMKa peecTpaLinHOro NoceBigvyeHHs)
2, abo 3 bnictepu y 3MiHa agpecu 3asiBHUKA. 3MiHW BHECEHI B iHCTPYKLi0 Ans
nayui 3 KapToHy MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ain
"Micue3HaxomkeHHs1 3asiBHMKA" 3 BignoBigHUMM 3MiHaMn B
TEKCTi MapKyBaHHs yNnakoBOK. BBeaeHHs 3MiH NpoTarom 6-tn
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
173 ncuno- renb1%no20ry CTAOA HimeyunHa CTAOA HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6e3 UA/6474/01/01
BAJIb3AM® Ty6i; mo 1 1y6i y ApuHaimit ApuHanmvittens Al 3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat peuenma
KapTOHHIN kopobLi Tenb Al BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BiAnoBigHoCTi abo BUNy4eHHs cepTudikarta BiagnoBigHOCTI
€sponevicbkin bapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BMKOPUCTOBYIOTbCA Y BUpoOHUUTBI ADI; Ans AONOMDKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
apmakonei) - OHoBReHW cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei Ne
R1-CEP 2015-098-Ver 00 (3aTBepaxeHo: RO-CEP 2015-
098-Ver 01) ana A®| andbeHrigpaminy rigpoxnopuay Bif BXxe
3aTBepAKeHoro BMpobHuka - Recordati Industria Chimica E
Farmaceutica S.P.A., ITanis.
174 PAMI Tabnetku no 5 mr/25 CaHnpos CnoBeHiga Jlex C.A., MonbLya Monbwa/ BHeceHHs1 3MiH 0 peecTpauinHMx matepianis: 3mMiHu | Tuny - 3a UA/4259/01/02
CAHOO3® mr; no 10 TabneTok dapmacb (BUpOBHMLTBO HimeyumHa AaMiHicTpaTVBHI 3MiHW. BunyyeHHA BUPOBHWYOIT AinbHULI peuernmom
KOMMNO3UTY | y 6nictepi; no 3 toTikana Hepo3dacoBaHoro (Bkntovaroum ainbHuui ans A®l, npomixkHoro npogykTy abo
M Gnictepu B o.o. npoaykTy, A03BiN Ha roTOBOrO fikapcbKoro 3acoby, AiNbHULI ANns NpoBeAEHHS
KapTOHHIN kopobLyi BUNYCK cepii; nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCcK Cepin,
nepBuHHa Ta MicLie NPOBEeAEHHS KOHTPOTIO cepii) abo noctayansHuka
BTOPWHHA yrakoBKa, BMXiQHOro Martepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHU
[03BIiN Ha BUMYCK (Ko 3a3HayveHo y focbke). BunyveHHs BUpobHuka aitoyoi
cepii); Cantotac pedvoBuHYM "paminpun” Zhejiang Huahai Pharmaceutical Co.,
dapma 'M6X, Ltd., China, ockinbku Len BUpOGHMK NPUMUHMB NOCTaYaHHSA
HimeuunHa [OP ang Bupo6bHuuTsa 13, (3anvwaeTbcst anbTepHaTUBHUIA
(BMPOGHMLTBO 3a BMpoGHuK: Dr. Reddy's Laboratories Limited, India).
NMOBHWUM LIMKIIOM)
175, PAMI Tabnetku no 5 mr/25 CaHnpos CnoBeHisa Jlex C. A., Monbwa Monbwa/ BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3miHu | Tuny - 3a UA/4259/01/02
CAHOO3® mr no 10 TabneTtok y dapmacb (BnpobHuLTBO HimeyunHa 3MiHu 3 skocTi. CepTudikat BignosiaHocTi/lE-cepTudikat peuenmom
KOMMO3WUTY | Gnictepi; no 3 toTikan3 Hepo3dacoBaHoro BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
M 6nictepu B a.a. npoaykTy, AO3BIN Ha MopaHHsa HoBoro abo oHOBrEHOTO cepTudikaTa
KapTOHHiI kopobuyi BUMYCK cepii; BignoBigHOCTi abo BUny4eHHs1 cepTudikata BignoBiaHoOCTI

[MepBuHHa Ta
BTOPWHHA YMaKoBKa,
[003Bif Ha BUNYCK

€Bponenickkin dpapmakonei: gna A®l; anst BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOrO NPOAYKTY, O
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonomixxHoT
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepii); Cantotac peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapma MmbX, dapmakonei) - OHoBneHun cepTudikaT Bif yxe
Himeuunna 3aTBEPKEHOr0 BUPOBOHUKA - MOAaHHSA OHOBIEHOrO
(BnpobHMuTBO 32 cepTudikaTa BignoBigHoCTi €Bponewcbkin hapmakonei Ne
MOBHUM LMKIIOM) R1-CEP 2003-050-Rev 09 (3atBepaxeHo: R1-CEP 2003-
050-Rev 08) ans gito4oi peyoBmHU paminpuny Big, Bxe
3aTBepakeHoro BMpobHuka Dr. Reddy's Laboratories
Limited, India
176/ PAHOCTOMN® | ma3b 10 %; no 20 r MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3miHu | Tuny - 6e3 UA/8650/01/01
abo no 40 r, abo no "®ITOPA AZMiHiCTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo peuenma
100 r y Ty6i; no 1 PM" agpecy 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) -
Ty6i B nayui 3 3MiHa agpecu 3asBHMKa. BBeaeHHs 3MiH NpoTsrom 6-tu
KapTOHY MicaUiB nicnsa 3aTBepAXeHHsA
177 PAHOCTONMN® | posyuH Ans MPAT YkpaiHa MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/8650/02/01
30BHILUHLOrO Ta "®ITOPA ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenma
MicLeBoro PM" agpecy 3asiBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs)
3actocyBaHHs 10 % 3MiHa agpecy 3asiBHMKa. 3MiHM BHECEHI B PO34in
no 50 mn a6o 100 "Micue3HaxomKeHHS 3asBHUKA" B iIHCTPYKLiO 4Ns Megu4Horo
Mn 'y conakoHi, no 1 3aCTOCyBaHHS NiKapCbKoro 3acoby y 3B"s3Ky 3i 3MiHOO
dnakoHy B nayui appecu 3asgBHNUKa. BBeaeHHs 3MiH npoTarom 6-Tu micauis
nicnsi 3aTBepOXXEHHS.
178.| PEQOI-TY-103 PO3YMH peKTanbHUi, KaceH Icnanis KaceH Pekoppaari, Icnanis iHECEeHHs 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - bes UA/10995/01/01
KNISMA 21,41/9,4rB 118 Pekoppaari C.JL. 3miHn 3 akocTi. A®Pl. BupobHuuTBo. 3MiHa BUpoOHUKa peuenma
mn, no 133 mny , CJL BWXiAHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
NnacTyKoBIn BUKOPUCTOBYHOTbCS Y BUpOoBHMYOMY npoueci AP, abo 3amiHa
nnsawui; no 1 BUpo6HMKa (BKMOYao4m, ae HeobxigHo, Micue NpoBeaAeHHs
nnswui y kopobui 3 KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
KapTOHY BiAMOBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHoOMy
[oCbe)(iHWi 3MiHM) — BBEAGHHA anbTepHaTUBHOIO
BMPOBHWKa cybcTaHLii docdopHoi kncnotn 75% (BuxigHoro
npoaykty) ALVENTA S.A,, MNonbLua, ANs OTpUMaHHs
KiHLLEBUX Ail0YMX PEYOBUH HaTpito gurigpodocdar, gurigpat
Ta guHaTtpito docdat gogekarigpat
179.| PE3NOA Kpanni O4Hi, po34nH dapmaTteH Ipeuis BTOPUHHE Ipeuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14430/01/01
2% no5mny C.A. nakyBaHHS, 3MmiHM Wwoao 6e3neku/edeKTUBHOCTI Ta hapMakoHarnagy. peuenmom

rakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui y
KapTOHHiI kopobLyi

KOHTPOIb AKOCTI,
BUWMYCK Cepil:
®apmareH C.A.,
peuis
BUPOBHMLTBO
Hepo3dacoBaHoro
npenapary,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPONb SKOCTI:
damap A.B.E.
(3aBog Animoc),
Mpeuis

BeeneHHs abo 3MiHU [0 y3aranbHEHWX AaHWX NPO CUCTEMY
cbapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BiAnoBiganbHoi 3a 34iNCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHUKA ANs 34iINCHEHHS
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y PO3MiLLleHHi MacTep-darina cuctemy papmakoHarnagy).
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOI 0cobu,
BifnoBiganbHoi 3a hapMakoHarnsag. 3miHa KOHTaKTHOI
ocobu 3asBHUKA, BiANOBIAanNbHOI 3a hapMakoHarnsg B
Ykpaini. [itova pegakuis: JlenewkiHa IpuHa AHaToniiBHa.
MponoHoBaHa pepakuis: LLknsapesuy Irop OnekcaHapoBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKa,
BignosiganbHoi 3a apMakoHarnsag B YKpaiHi.




106

[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

180.

PEHAJITAH®

Tabnetku no 10
TabneTtok y 6nictepi;
no 1 abo 2 Gnictepun
y nayui 3 kKapToHy

MpuBaTHe
aKuioHepH
e
TOBapuCTB
o "Ilekxim
- Xapkis"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapuUCTBO "flekxim
- XapkiB", YkpaiHa
MpAT "TexHonor",
YkpaiHa

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS 4O4aTKOBOI AiNbHULI
BMPOGHMLUTBA AN YacTMHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHULSA, Ha SKil
npoBoaaTbes Oyab-aki BUPOOHMUI cTagii, 3a BUHATKOM
BUMNYCKY CEPIl, KOHTPOMIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs1, ANsi HECTEPUIbHUX Nikapcbknx 3acobiB)
Be[EHHs1 JOAATKOBOro BUPOBHMKA roTOBOrO NiKapCbKoro
3acoby PeHanraH®, Tabnetku no 10 TabneTok y Gnictepi; no
1 abo 2 Gnictepu y nayui 3 KapTOHy BiANOBIAaNbLHOrO 3a
BMPOGHMLTBO, NEPBUHHE Ta BTOPWHHE NakyBaHHS - [pAT
«TexHonory, YkpaiHa
CynyTHA 3miHa - 3MiHM 3 akocTi. [oToBMI NMikapcbkui 3aci6.
3MiHM y BUpoOHMUTBI. 3amiHa abo BBeAeHHs1 4oAaTKOBOI
OinbHWL| BUpobHUUTBA ANst YacTUHKM abo BCbOro
BUPOBHMYOro npoLecy roToBOro fikapcbkoro 3acoby
(BiNbHUUS ANs BTOPUHHOTO NakyBaHHS)

- 3MiHu 3 sikocCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHN y
BUPO6HMUTBI. 3amiHa abo BBeAEeHHS AO4ATKOBOI AiNbHULL
BMPOGHMLUTBA ANs YacTMHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHuusa ans
NepBUHHOIO NakyBaHHs). 3MiHW | Tuny - 3MiHK 3 SKOCTI.
[oToBWI Nikapcbkuin 3aci6. 3MiHM Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOIO NiKapcbKoro 3acoby (3amiHa abo
OofaBaHHsi BUpOOHMKa, Lo BiAnoBiaae 3a BBe3eHHs1 Ta/abo
BUMNYCK cepii) - Bknroyaroumn KoHTponb/BunpobyBaHHs cepii -
[ofaBaHHS BUpobHuKa - MpAT «TexHonor», YkpaiHa, wo
BiAMNOBiAae 3a KOHTPOSb Ta BuUnyck cepii J13 PeHanraH®,
TabneTkun no 10 TabneTok y GnicTepi; no 1 abo 2 Gnictepu y
nayui 3 KApTOHY

3a
peuernmom

UA/1530/01/01

181,

PEHOTOP

TabneTku, BKpUTI
NniBKOBOKO
obonoHkot, no 25
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y nayui 3
KapTOHY

TOB HB®
«MIKPOXI
M»

YkpaiHa

TOB HB®
«MIKPOXIM»

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnux matepianis: 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHWUX aHWX NPO CUCTEMY

dapmakoHarnsay (BBEAEHHS y3aranbHEHUX aHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,

BiZNOBIganNbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI

ocobu 3 hapmakoHarnagy 3asBHMUKa NSt 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
y po3MiLLleHHi MacTep-darina cuctemu apmakoHarnagy).
3MmiHa ynoBHOBa)KeHOI 0cobu 3asiBHMKa, BiAMOBIAANbLHOI 3a
dapmakoHarnag.

Litoya pepakuisi: >Kyp6a Jlinis BonogumupisHa.
MponoHoBaKa pepakuis: €scTpartoBa IpyHa IropiBHa. 3miHa
KOHTaKTHMX JaHNUX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BignoBiganbHoI 3a chapmakoHarnsg. 3MiHa
MicLIe3HaxooKEHHS MacTep-channa cuctemm
dapmakoHarnagy. 3miHa micus 3giNCHEHHS OCHOBHOI

3a
peuerimom

UA/19637/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OisnbHOCTI 3 hapmakoHarnsgy.
182 PEHOTOP TabneTku, BKPUTI TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/19637/01/02
NniBKOBOIO «MIKPOXI «MIKPOXIM» 3MiHM Wwoao 6e3nekun/edeKkTUBHOCTI Ta hapMakoHarnagy. peuenmom
o6ornoHkoto, no 50 M» BBeneHHs1 abo 3MiHM [0 y3aranbHEHVX AaHKX NPO CUCTEMY
mr; no 10 TabneTok apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
y 6nicTepi; no 3 cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
6nictepu y nayui 3 BiAMNOBIAANbHOI 3a 3AiNCHEHHS (hbapMakoHarnsay; KOHTaKTHOI
KapTOHY ocobu 3 hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHs!
tapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
Y PO3MilLleHHi MacTep-ainina cuctemmn dapmakoHarnsgy).
3MmiHa ynoBHoBaXkeHOi 0cobu 3asiBHMKa, BiANoBiganbHOI 3a
dapmakoHarnag,.
[itoua pegakuisi: XKyp6a Jlinis BonoavmupisHa.
MponoHoBaHa peaakuis: €scTpaToBa lpuHa IropieHa. 3miHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BignosiganeHoi 3a chapmakoHarnsg. 3miHa
MiCLe3HaxX0oMKeHHA MacTep-dainna cucTtemm
dapmakoHarnagy. 3miHa micusa 3ginCHEHHS OCHOBHOT
OianbHOCTI 3 hapmakoHarnagy.
183 PUSATPUNT TabneTtku, WO DPAPMAT Ipeuis dapmaTteH Ipeuis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/14329/01/01
AH- aucnepryTbes y EH C.A. IHTepHewHn C.A., 3MmiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnagy. peuenmom
DPAPMATEH POTOBIN NOPOXKHWHI, peuis; BBeneHHs abo 3MiHM [0 y3aranbHEHWX AaHKX NPO CUCTEMY
no 5 mr; no 2 ®apmareH C.A., dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
Tabnetkn y Gnictepi; peuis cuctemy hapmakoHarnsaay, 3miHa ynoBHOBaXeHoi ocobu,
no 1 6nictepy B BiAnoBiganbHoi 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
KapTOHHIN kopobLyi ocobu 3 hapmakoHarnagy 3asBHMUKa AN 3AINCHEHHS
abo no 3 TabneTkn y dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHa Bif
6nicTepi; no 1 abo yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
no 2 6nictepu B dapmakoHarnsay (BK4ayy KOHTaKTHI AaHi) Ta/abo 3MiHn
KapTOHHIN kopobLyi y PO3MilLLieHHi MacTep-darina cuctemu dapmakoHarnagy).
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu,
BigMNoBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsas B
Ykpaini. [itova pegakuis: JlenewkiHa IpuHa AHaToniiBHa.
MponoHoBaHa pepakuis: LLknspesuy Irop OnekcaHapoBuy.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOT 0COOM 3asiBHMKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.
184 PUSATPUNT TabneTku, Wo OAPMAT Ipeuis dapmateH peuis BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/14329/01/02
AH- aucnepryTbes y EH C.A. IHTepHewHn C.A., 3MiHM Wwoao 6e3nekn/edPeKTUBHOCTI Ta hapMakoHarnagy. peuenmom
DAPMATEH POTOBIN NOPOXKHWHI, [peuisn; ®apmaTteH BeeaeHHs abo 3MiHU [0 y3aranbHEHWX AaHWX NPo CUCTEMY

no 10 mr; no 2
Tabnetkn y Gnictepi;
no 1 6nictepy B
KapTOHHiI kopobLyi
abo no 3 TabneTtkn y
GnicTepi; no 1 abo
no 2 6nictepu B
KapTOHHiI kopobLyi

C.A., I'peuis

bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiAnoBiganbHoi 3a 34iIMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHVUKA ANs 34iINCHEHHS
tapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn
y PO3MilLLieHHi MacTep-darina cuctemu apmakoHarnsgy).
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOI 0cobu,
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BignoBiganbHoi 3a hapMakoHarnag. 3miHa KOHTaKTHOI
ocobu 3asiBHYKa, BiANoBiaanbHoi 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: JlenewkiHa lpuHa AHaToniiBHa.
MponoHoBaHa pegakuis: LWknsapesuy Irop OnekcaHaposmy.
3MiHa KOHTAKTHMX OAaHMX KOHTaKTHOT 0COOK 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi.

185.

PO3ICTEP®

TabneTku, BKPUTI
NNiBKOBOIO
obonoHkoto, no 10
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B nayui

AT
"KUIBCbK
nn
BITAMIHH
717
3ABOLO"

YkpaiHa

AT "KUTBCBKIN
BITAMIHHMI
3ABOL"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHnx martepianis: 3miHu | Tuny -
3MiHn 3 axocTi. CepTudikat BignosiaHocTi/l E-cepTudikat
Bi4NOBIgHOCTI €Bponeichkin thapmakonei/MmoHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BiAnoBigHoCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHU (cepTudikaT BignoBigHOCTI €BpoNenchbKi
dapmakonei) - OHoBNEHUI cepTudikart Big yxe
3aTBEpAKEHOro BUPOOHUKA. [NNoaaHHs1 OHOBNEHOro
cepTudikaTa BignoBigHoCTi €Bponeichkin dapmakonei Ne
R1-CEP 2015-090 - Rev 00 (3atBepaxeHo: RO-CEP 2015-
090 - Rev 04) ans aito40i pe4oBMHM po3yBacTaTyHy Bif BXe
3aTBepakeHoro BupobHuka CENTRIENT
PHARMACEUTICALS NETHERLANDS B.V.
3MiHn | TUny - 3miHm 3 gkocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
apmakonei/moHorpadii. NMogaHHA HoBoro abo OHOBNEHOTO
cepTtudikaTa BignoeigHOCTi abo BUNy4YeHHs cepTudikaTta
BignoBigHocTI €Bponeickkin dapmakonei: ans Adl; ans
BMXiQHOro mMatepiany/peareHTy/NpoMiXKHOro NPOAYKTY, L0
BVIKOPUCTOBYIOTbCA Y BUpobHuUTBi ADI; Ans AonoMiKHOT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €Bponenchkin
apmakonei) - OHoBReHW cepTudikat Bif yxe
3aTBepOkeHoro BMpobHuka. NogaHHs OHOBNEHOro
cepTtudikaTa BignosigHocTi €Bponeiickbkin dpapmakonei Ne
R1-CEP 2015-090 - Rev 01 ans gito4oi pevyoBuHU
posyBacTaTVHy Bif BXe 3aTBEPAKEHOrO BUPOOHMKa
CENTRIENT PHARMACEUTICALS NETHERLANDS B.V.

3a
peuernmom

UA/18695/01/01

186.

PO3ICTEP®

TabneTkn, BKpUTI
NniBKOBOKO
ob6onoHkoto, no 20
mr; no 10 TabneTtok
y 6nicTepi; no 3
Gnictepu B nayui

AT
"KUIBCLK
nm
BITAMIHH
nn
3ABOL"

YkpaiHa

AT "KWTBCBKIN
BITAMIHHWN
3ABOL"

YkpaiHa

BHECEHHS 3MiH J0 peecTpauinHux matepianis: 3miHu | Tuny -
3MiHn 3 axocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBigHOCTI €Bponenchkii hapmakonei/MmoHorpadii.
MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€sponeiicbkint apmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI EBponenchkin
apmakonei) - OHoBREeHUI cepTudikat Bif yxe
3aTBepakeHoro BUpobHuka. NogaHHs oHOBNEHOro
cepTudikaTa BignosigHocTi €Bponeiickbkin hapmakonei Ne
R1-CEP 2015-090 - Rev 00 (3aTBepaxeHo: RO-CEP 2015-
090 - Rev 04) onsa fito4oi pe4yoBMHM po3yBacTaTUHY Bif BXe
3aTBepakeHoro BupobHuka CENTRIENT

3a
peuenmom

UA/18695/01/02
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PHARMACEUTICALS NETHERLANDS B.V.
3MiHn | TUny - 3milm 3 akocTi. CepTudikat BignosigHocTi/TE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBOro abo OHOBNEHOMO
cepTudikaTa BignosigHocTi abo BUNyYeHHst cepTudikata
BignoBigHOCTI €Bponeichkin dhapmakonei: ana A®l; ans
BMXiQHOro maTtepiany/peareHTy/npoMiXKHOrO MPOAYKTY, LLO
BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI A®I; Ans 4ONOMIXKHOT
peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikart Big yxe
3aTBEPAKEHOr0 BUPOOHUKA. [NoaaHHs1 OHOBNEHOro
cepTudikaTa BignoBigHoCTi €Bponeiichkin dhapmakonei Ne
R1-CEP 2015-090 - Rev 01 gns gito4oi pe4oBuHu
po3yBacTaTuHy Bif BXe 3aTBEPAKEHOro BUPOOHUKA
CENTRIENT PHARMACEUTICALS NETHERLANDS B.V.

187,

PO3YBACTA
TUH

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 20
mr; no 10 TabneTtok
y 6nicTepi; no 3
Gnictepu y navui

TOB
"APTEPIY
MnaTa"

YkpaiHa

NAT
"KviBmegnpenapat

YkpaiHa

BHECEHHS 3MiH O peecTpauliiHuX maTepianis: 3miHu | Tuny -
3MiHn 3 axkocTi. CepTudikaT BignosiaHocTi/l E-cepTudikar
BigNoBIigHOCTI €Bponeichkiln thapmakonei/MoHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEOEHHS Y
BigNoBigHICTb 40 MoHorpadii APY abo €Bponencebkoi
capmakonei, abo iHWoi HauioHanbHoI hapmakonei AepXxaBu
€C (a3miHa y cneundikauisix, noe'sidaaHa 3i amiHamu B [JOY,
abo €sponencobkin hapmakonei, abo iHLWiN HauioHanbHiIN
dapmakonei gepxasu €C). BHeceHHs 3MiH Ao Cneuundikauii
/MeToAiB KOHTpOMIO Ha cybcTaHujto PosyBacTaTvH kanbLito
3a NOKa3HUKOM «PO3UYMHHICTb» (BBEOEHHS MOKA3HMKa),
«CynposigHi gomilkuny, «[Jomiwika L» (BBegeHHs
nokasHuka), «EHaHTiomepHa unctoTa» y 3B’A3ky i3
npuBeaeHHAM 40 BUMor MoHorpadii EP 2631 Rosuvastatin
calcium.

3a
peuernmom

UA/18623/01/02

188,

PO3YBACTA
TUH

TabneTkn, BKpUTI
NniBKOBOKO
ob6onoHkoto, no 10
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y navui

TOB
"APTEPIY
MnaTa"

YkpaiHa

NAT
"KviBmegnpenapat

Ykpaina

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l E-cepTudikar
BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo €Bponencekoi
dapmakonei, abo iHLWoi HalioHanbHOT dapmakonei gepxasu
€C (3miHa y cneuundikauisix, nos'sa3aHa 3i 3MiHamu B Y,
abo €Bponeincbkin hapmakonei, abo iHLWIN HauioHanbHIN
dapmakonei aepxasu €C). BHeceHHs 3MiH Ao Cneuundikauii
/MeToAIB KOHTpOMIO Ha cybcTaHujto PosyBacTaTvH kanbLito
3a MOKa3HMKOM «PO34MHHICTbY (BBEOEHHS MOKa3HWKa),
«CynpoBigHi Aomilkny, «[Jomilika L» (BBeOeHHN
nokasHuka), «EHaHTiomepHa unctoTa» y 3B’A3ky i3
npuBeaeHHAM o BUMor MoHorpadii EP 2631 Rosuvastatin
calcium.

3a
peuernmom

UA/18623/01/01

189,

CAIIbMETEP
ony
KCUHADOAT

NMOPOLLIOK
(cybeTaHuis) y
CKISIHUX
KOHTenHepax Ans
BUPOOHMUTBA
CTEpPUIIbHMX Ta

Yemo
|16epika,
CA.

Icnanis

IHgycTpiane Kimika,
c.p.n.

ITania

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHn 3 gkocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBigHOCTI E€Bponenchki hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BiZNOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponewcbkin dapmakonei: ans A®l; ans BuxigHoro

UA/14183/01/01
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HECTEepPUIbHUX
nikapcbkux hopm

maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTBCS Y BUPOOHULTBI API; Ana aonomixkHOT
peyoBUHM (cepTudikaT BigNOBIAHOCTI €BpONENCHKIN
dapmakonei) - OHOBNEHUI cepTudikar Big yxe
3aTBEPYKEHOrO BMPOGOHUKA. [TnogaHHst OHOBREHOro
cepTugikaTa BignoBigHoCTi €Bponeiichkin dapmakonei Ne
R1-CEP 2013-107-Rev 00 (3aTBepmxeHo: RO-CEP 2013-
107-Rev 00). Ta, sk Hacnigok, aHaniTM4Ha npoueaypa LWoao
nepeBipKu NOTEHLINHOT NPUCYTHOCTI Nanagito 6yno amiHeHO
Ha Binbl edpekTMBHY aHaniTu4Hy npoueanypy ICP-MS;
BUMpPaBIEHHA peAakuiiHol MOMUIKU Npu nepeknagai y
BHYTPILUHIN MeToAMLi 3a Noka3Hnkom «KinbkicHe
BU3HA4YEeHHs». 3MiHu | Tuny - 3miHn 3 skocTi. CepTudpikar
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTi €Bponenchbkin
dapmakonei/MoHorpadii. NMogaHHs HoOBOro abo OHOBNEHOMO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
Bi4NoBigHOCTI €Bponencokin dapmakonei: gna APl ans
BMXiQHOro Matepiany/peareHTy/NpoMi>KHOro NPOAYKTY, L0
BUKOPMCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBNEHMI cepTudikart Big yxe
3aTBepOKeHoro BUpobHuka. NogaHHst OHOBNEHOrO
cepTudikaTa BignosigHoCTi €Bponerichbkin dapmakonei Ne
R1-CEP 2013-107-Rev 01. Ta, sik Hacnigok, 3MiH1 B ONuCi
ynakoBku A®I BignosigHo CEP.

190.

CEHM NIUCTA

nucts no 50 r abo
no 100 r y nayui 3
BHYTPILLUHIM
nakeTom; no 2ry
dinbTp-nakeTi; No
10 abo no 20
inbTp-NakeTiB y
nayui

MpAT
dapmaresn
TUYHa
abpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTUYHa
pabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3miHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHuii 3acit. 3miHa po3mipy

yNaKoBKW rOTOBOro MikapCbKoro 3acoby (3MiHa KinlbKOCTi
ogvHUUbL (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa no3a fiana3oHoM 3aTBEPAXKEHMX PO3MIpIB YNaKOBKU —
BBE[IEHHHA AOAATKOBOI YMaKoBKM, a came no 2 ry dinbTp-
nakeTi, no 10 cinbTp-NakeTiB y nayuji, 3 BiANOBIAHNMYN
3MiHamu y p. «YnakoBkay. [epBUHHWUI NakyBanbHUA
marepian He 3MiHMBCS. 3MiHM BHeceHi B po3ain "Ynakoska" B
iHCTPYKUIiO ANs MeANYHOro 3acTOCYBaHHS NikapCbKoro
3acoly y 3B"A3Ky 3 BBEAEHHSAM AOAATKOBOI YNaKOBKM, sIK
HacrifoK - 3aTBEPAPKEHHS TEKCTY MapKyBaHHS JOAATKOBOI
yNaKoBKW NnikapcbKoro 3acoby.

6e3
peuenma

UA/11745/01/01

191,

CEPTO®EH

PO34MH ANs iH'eKLIN,
50 Mr/2 mn; no 2 mn
B amnyni; no 5
aMnyn y KOHTYpPHin
YapyHKOBIN
ynakosLi, no 1 abo 2
KOHTYPHI YapyHKOBI
yNakoBKU B
KapTOHHiI kopobuyi

TOB
"YOPSI
MEOMLM
d

YkpaiHa

dapmaBixH CaH. Be
Tipk. A.LL.

TypeyuunHa

BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnagy.
3MiHU y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEAWYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionofibHMx nikapcbknx 3acobis
nicns BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHUI npenapat
(3miHa He noTpebye Hal@aHHS OAHWX HOBUX J0AAaTKOBUX
AaHnx). 3MiHM BHECEHO A0 IHCTPYKLUii AN MEeAUYHOro
3acToCcyBaHHS fnikapcbKkoro 3acoby y posginu:
"®apmakonoriyHi BnactmsocTi", "OcobnmeocTi
3acTocyBaHHs" 3rigHo 3 iHopMaLlieto LWOAO0 MEONYHOTO
3aCTOCYBaHHsI ped)epeHTHOrO fikapcbkoro 3acoby

3a
peuenmom

UA/14649/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(DEKCAIMTTIH® IH’€KT, po3uunH gns iH’ekuin).
BBegeHHs 3MiH NpoTArom 6-Tn MicsiLiB Nicnsi 3aTBEpAXKEHHS
192 CUHA®IAH masb 0,025% no 15 an YkpaiHa TOB «®3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/4902/01/01
ry Ty6i antomiHiesin; "CTADA- «BIO®APMA» 3MiHu wopao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnaay. peuernmom
no 1 Ty6i B navui 3 YKPAIHA" BBeneHHs1 abo 3MiHM [0 y3aranbHEHVX AaHKX NPO CUCTEMY
KapTOHY dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobwm,
BiANoBiganbHOI 3a 34iINCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHUKa Anst 30iNCHEHHSs!
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
YMOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapMakoHarnagy (BKrovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn
Y PO3MilLleHHi MacTep-aiina cuctemmn dapmakoHarnsgy).
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKa, Bi4MOBiAanbHOI 3a
chapmakoHarnsag,.
Litoua pegakuisi: Mpycbkuin Ctanicnas. NMponoHoBaHa
pepakuisa: Moy TeTtsaHa KOpiiBHa. 3MiHa KOHTAKTHMX OAHMX
YNOBHOBa)eHOT 0co6U 3asiBHMKA, BignoBigansHoi 3a
chapmakoHarnsag.
193 CIPYAHA mMasb 33 %; no40ry MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/8061/01/01
MA3b Ty6ax "®ITOPA ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenma
NMPOCTA PM" appecu 3asBHMKA (BNacHWKa peecTpaLiniHoro NocBigYeHHS).
3MiHa agpecyu 3asBHVKa. TepMiH BBEAEHHS 3MiH - NPOTArOM
6 MicauiB nicns 3aTBepAXEHHS.
194, CNA3SMEKC® TabneTkun, BKpUTI Op. Himeuunna Op. Ndpnerep HimeyumHa BHECEHHS 3MiH O peecTpauiiHix maTepianis: 3MiHu | Tuny - Ba peyenmom UA/11835/01/02
NniBKOBOO Mdpnerep ApuHaimiTTens AaMiHicTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOT AinbHULI
0bornoHkoto, no 15 ApuHanmiT m6X (BKkntovaroum ginbHuui ans A®l, npomixkHoro npogykty abo
mr no 10 TabneTok y Tenb roTOBOrO fikapcbKoro 3acoby, AinbHWLi ANsi NPOBEAEHHSI
6nicTepi; no 3 M6X nakyBaHHs!, BUpoOHWKa, BiAnoBiAanbHOro 3a BUMycK cepin,
Gnictepn y MicLie NpoBeAeHHs KOHTPOMto cepii) abo nocTavanbHUKa
KapTOHHiI kopobui BUXigHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4yoBUHU
(sIKLLO 3a3HaYveHo y AoCke) - BunyyeHHs Bupo6Huka AdI: Dr.
R. Pfleger Chemische Fabrik GmbH, Germany.
195 CTEPOKOPT | kpem 0,1 % no15ry MPAT YkpaiHa MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - 6es UA/7784/01/01
® Ty6i; no 1 1y6i y "OITOPA AfMiHicTpaTMBHI 3MiHN. 3MiHa HalMeHyBaHHs Ta/abo peuernma
nadui 3 KapToHy PM" agpecu 3asiBHMKA (BNacHWKa peecTpaLiiHoro NocBigYeHHs)
3MiHa agpecu 3asiBHWKa. BBegeHHs 3MiH NpoTArom 6-tu
MicsLiB nicns 3aTBEpAKEHHS
196/ CTPENTOUWN | tabnetkn no 0,3, TOB YkpaiHa TOB "TepHodapMm" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/1090/01/02
a no 10 Tabnetok y "TepHoda 3MiHu 3 skocTi. FoToBUIA Nnikapcbkuii 3aci6. KoHTpornb peuenmom
brictepax pm" roTOBOrO flikapcbKkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHK). BHeECEHHs1 3MiH B
cneundikaLito LLoAo NepioguyHOCTI MikpobionoriyHoro
koHTponito 13, a came: 3amiHa pyTUHHOCTI NPOBEAEHHS
aHanisy MBY (gonyckaeTbcst NPOBOAMTM KOHTPOIb NepLuoi
Ta KOXHOI AecaToi HacTynHoi cepii N3, ane He pigwe Hix 1
cepii B pik)
197 CTPENTOUWMN | tabnetkmno 0,5t TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/1090/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
i abono 0,5rno 10 "TepHoda 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb peuenmom
TabneTok y pm" roTOBOrO fikapcbKkoro 3acoby. 3MiHa napameTpis
Gnictepax cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOIro
nikapcbkoro 3acoby (iHwi 3MiHW). BHECEHHS1 3MiH B
cneumdikauito WoAO0 NepioaNYHOCTI MikpobionoriyHoro
KoHTporto M3, a came: 3mMiHa pPyTUHHOCTI NPOBEAEHHSI
aHanizy MBY (gonyckaeTbCcs NPOBOANTU KOHTPOSb NepLUoi
Ta KOXHOI AecaToi HacTynHoi cepii M3, ane He pigwe Hix 1
cepii B pik)
198, CYNb®AOUM | tabnetkn no 0,5 r no NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/6031/01/01
ETOKCUH 10 TabneTok y "Ximdapm "Ximhapmaasoa 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsgy peuernmom
Gnictepi, no 2 3aBog "YepeoHa 3sipka" (iHWi 3MiHW).
Gnictepn y nayui 3 "YepBoHa OHOBEHHs TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro
KapToHy; no 10 3ipka" 3acoby Yy 3B'A3Ky 3 BUIyYEHHSIM iHOpMaLlii pOCilCbKO0
Tabnetok y MOBOH.
Gnictepax BBegeHHst 3MiH NPOTArom 6-Tu MicauiB nicnga 3aTBEPLKEHHSA
199.| TAMBEIEP Kpanni o4Hi, 5 mr/mn | ®apmareH Ipeuis BMPOBHMLTBO Ipeuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/18458/01/01
no 5 mn y donakoHi- C.A. KiHLeBOro Npoaykra, 3MiHM Wwopo 6e3nekun/edekTUBHOCTI Ta dhapMakoHarnagy. peuenmom
KpanenbHu1ui; no 1 nepBuHHE Ta BBeneHHs abo 3MiHM 00 y3aranbHEHWX aHWX NP0 CUCTEMY
dnakoHy- BTOPUHHE apmakoHarnsay (BBEAEHHS y3aranbHeHUX 4aHuX Npo
KpanenbHuui y nakyBaHHs, cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
KapTOHHIN kopobLi KOHTPOMb SKOCTI: BiAMOBIAANbHOI 3a 3AiNCHEHHsT bapMakoHarnsAy; KOHTaKTHOI
damap A.B.E. ocobu 3 hapmakoHarnagy 3asBHWKa AN 34INCHEHHS
(3aBog Animoc), dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
peuis YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
BTOPUHHE dapmakoHarnsaay (BKYarym KOHTaKTHI AaHi) Ta/abo 3miHm
nakyBaHHs, y pO3MilLLleHHi MacTep-darina cuctemu apmakoHarnagy).
KOHTPOIb SIKOCTi Ta 3MiHa KOHTaKTHMX JaHWX YNIOBHOBaXeHOI ocobu,
BUNYCK cepii: BiAMOBiAanbHOI 3a dpapmakoHarnsg. 3MiHa KOHTaKTHOT
dapmareH C.A., ocobu 3asBHUKa, BiANOBIganbHOI 3a hapMakoHarnsg B
Mpeuis Ykpaini. litoya pepakuisi: Jlenewkina IpyHa AHaToniiBHa.
MponoHoBaHa pepakuis: LWknapesuy Irop OnekcaHaposuy.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKa,
BignosiganbHoi 3a dpapMakoHarnsg B YKpaiHi.
200 TAMOBIP niodinisat ans TOB YkpaiHa Medpap Inay CaH. TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiHuX MmaTepianis: 3miHu | Tuny - 3a UA/17832/01/01
PO34nHY Ans "YOPIA A.L. 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
iHdpysin no 500 wmr; MEONLN 3MiHU y KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
no 1 cnakoHy B H" MapKyBaHHS Ta iHCTPYKLii AnA MeAWYHOro 3acToCyBaHHs
KapTOHHiIl kopobui reHepu4HUX/ribpnaHnx/GionoaibHMx nikapcbkmx 3acobis
nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA npenapat
(3miHa He noTpebye HajaHHSA XXOAHWMX HOBUX 40AATKOBUX
OaHunx) 3MiHM BHECEHO [0 iHCTPYKUii Ans Mean4Horo
3aCcTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "HecymicHictb"
3rigHo 3 iHchopMaLlieto WoA0 MEAUYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (UMMEBEH, niodinisart
AN po3yvHy Ans iHgysin). BBeaeHHs 3MiH npoTarom 6-Tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.
201 TBIHPUKC™ cycneHsisa ans "makcoCwmi Benwuka makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny - 3a UA/13056/01/01
BAKLUUHA iH'ekuin no 1 posi (1 TKnamH BpuTaHis Bionogxikans C.A. 3MmiHuM 3 akocTi. [oToBMI Nnikapcbkui 3acib. Onuc Ta cknag,. peuenmom
anAa Mn/gosy) y Ekcnopt 3MmiHa y cknagi (GONOMiKHUX peYOBUHAX) rOTOBOro
NMPO®IIAKT nonepegHbo JlimiTeq nikapcbkoro 3acoby (iHWi 3MiHW). YTOUYHEHHS KiNbKOCTi
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
UKH HanoBHEHOMY [OMOMDKHOI peqoBMHM HaTpito xnopug y cknagi rotoBoro
FENATUTIB A | wnpuyi Ne 1y npoaykty 8 MKA.
(IHAKTUBOB | koMnnekTi 3 ronkoro 3arBepmkeHo: 9,0 mr/go3y (1mn). 3anponoHosaHo: 8,8
AHA) I B 3 MapKyBaHHSIM mr/gosy (1mn).
(AOCOPBOB | ykpaiHCbKOIO MOBOIO
AHA) abo 3i cTMKkepom
YKPaiHCbKOK MOBOK
202 TETPAMOI Kancynm no 6 MPODAP ManbTa AT "T'pinaekc" JaTBis BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/13734/01/01
kancyn y énicrepax; MA 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenma
no 6 kancyny IHTepHeLwu BiNOBIgHOCTI €Bponeichkin thapmakonei/MmoHorpadii.
6nictepi, no 5 HN MogaHHA HOBOro abo oHoBMeHoro cepTudikara
GnictepiB y TpengnHr BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
KapTOHHIN nayui; no Nimiten €Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
10 kancyn y matepiany/peareHTy/npoOMiKHOrO MPOAYKTY, Lo
Gnictepi, no 3 BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMiKHOT
Gnictepn y pevoBUHU (cepTudikaT BiaNoBIgHOCTI €BpONENChKi

KapTOHHIN KOpoOLyi;
no 6 kancyny
Gnictepi, no 5
GnictepiB y
KapTOHHIN nayui, no
10 KapTOHHUX NaYoK
Yy KAPTOHHOMY
Kopobi

dapmakonei) - OHoBReHW cepTudikaT Bif yxe
3aTBepAKeHOro BUpobHuka. NMogaHHA OHOBNEHOro
cepTugikaTa BignoBigHoOCTi €Bponeiickkin thapmakonei R1-
CEP 2002-099-Rev 03 (3atBepmxeHo: R1-CEP 2002-099-
Rev 02) ans A®l ibynpodeH Big Bxe 3aTBepaKEHOro
BUpobHuka Xetobel MpaHynec-biokayc ®apmauesTikan Ko.,
JIta, Kutan. Ak Hacnigok nepegaya npaea BNacHOCTI Ha
CEP 3 HuBei Granules-Biocause Pharmaceutical Co.,Ltd.,
China Ha HUBEI BIOCAUSE HEILEN PHARMACEUTICAL
CO., LTD. China. BBegeHHs1 3MiH NpoTsirom 6-Tu MicsiLLiB
nicns 3aTeepakeHHs. 3MiHu | Tuny - 3MiHK 3 sKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponewicbkin dapmakonei/moHorpadii. NogaHHA HoBOro
abo oHoBneHoro ceptudikaTta BianoBigHOCTIi abo BUNyYEHHSI
cepTucikaTa BignosigHocTi €Bponeiickkint hapmakonei: Ans
A®I; onsa BuxigHoro matepiany/peareHTy/npOMIKHOIO
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpoOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWn cepTudikaT Bif,
y>Xe 3aTBepapKeHOro BUpobHuka. MoaaHHs OHOBREHOro
cepTtudikaTa BignosigHocTi €Bponeiickkin dhapmakonei R1-
CEP 2002-099-Rev 04 (3atBepmxeHo: R1-CEP 2002-099-
Rev 03) ans A®I ibynpodpeH Big Bxe 3aTBEpPOKEHOrO
BMpoGHUMKa Xbtoben MpaHynec-biokayc ®apmauesTikan Ko.,
Ita, Kutan. 3minn | tuny - 3miHn 3 sikocTi. CeptudikaT
BignosigHocTi/E-cepTudikat BianoBiaHOCTi €Bponenchbkin
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHst ceptudikata
BignoBigHoCTI €Bponelickkin dhapmakonei: ans AdDl; ans
BUXiHOTO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpobHuUTBI A®I; Ans AonomikHOT
peyvoBUHM (CepTuUdikaT BianoBigHOCTI EBponenchki
apmakonei) - OHoBReHU cepTudikaT Bif yxe
3aTBepakeHoro BUpobHuka. NogaHHs oHOBNEHOro
cepTudikaTa BignoBigHocTi €Bponencbkin dapmakonei R1-
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

CEP 2002-099-Rev 05 (3atBepaxeHo: R1-CEP 2002-099-
Rev 04) ana A®!l ibynpodeH Bif BXe 3aTBEPAKEHOIO
BnpobHuka Xetobel MpaHynec-biokayc ®apmauesTikan Ko.,
JIta, Kutan. 3minn | Tuny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTi €Bponenchbkin
dapmakonei/MoHorpadii. NMogaHHA HOBOro abo OHOBNEHOMO
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikata
BignoBigHocCTi €Bponencokin dapmakonei: ans Al ana
BMXiQHOro matepiany/peareHTy/npoMiXKHOro MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; anst ONOMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
3aTBepOKeHoro BUpobHuka. NogaHHst OHOBNEHOrO
cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei R1-
CEP 2002-099-Rev 06 (3atBepaxeHo: R1-CEP 2002-099-
Rev 05) ans A®l ibynpodeH Big Bxe 3aTBepaKeHOro
BMPOBHWKA, SKWIA 3MIHVMB HaMeHyBaHHS 3 Xbtobewn
'paHynec-bikayc ®apmauesTikan Ko., Jita, Kutan Ha
Xbtoben biokayc XeinneH ®apmauesTikan Ko, JItg, Kutan.
3MiHn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. NMogaHHs HoBOro abo OHOBNEHOMO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs ceptudikarta
BignoBigHocTi €Bponeichkin dhapmakonei: gna Adl; ans
BMXiQHOro Matepiany/peareHTy/NpoMiXKHOro MPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonoMiKHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchkin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepakeHoro BMpobHuka. NogaHHs oHoBNEHOro
cepTtudikaTa BignosigHocTi €Bponeiickkin dhapmakonei R1-
CEP 2002-099-Rev 07 (3aTtBepaxeHo: R1-CEP 2002-099-
Rev 06) ana A®I ibynpodpeH Bia Bxe 3aTBEpPAKEHOTO
BMpo6HUWKa Xbtoben Biokayc XewneH ®apmauesTikan Ko,
1o, Knutan.

203.

TIAPA YO

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 80
Mr/12,5 mr, no 7
Tabnetok y
KOHTYPHI
YapyHKOBIN
ynakosLi; no 2 Ta no
4 KOHTYpHI
YapyHKOBI yNaKoBKM
B nauyuj; no 14
Tabnetok y
KOHTYPHIl
YapyHKOBIN
ynakosui; no 1, no 2
abo no 6 KOHTYPHMX
YapyHKOBUX

MpAT
"®papmaune
BTUYHA
dipma
"OapHuus”

YkpaiHa

MpAT
"®apmaueBTnYHa
cipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acid. Cuctema
KOHTeWHep/3aKynoptoBanbHuii 3acit. 3miHa po3mipy

yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (3miHa KinbKoCTi
oauvHUUL (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa nosa Aiana3oHoM 3aTBEPAXKEHMX PO3MIpIB YNaKOBKU -
[o4aBaHHA HOBOrO PO3Mipy yNakoBKW Ansi [O3YBaHHS
80/12,5 Ta 160/12,5: no 14 TabneTok y KOHTYpHIl
YapyHKOBIN yNakoBLi; MO 6 KOHTYPHUX YapyHKOBUX YNaKOBOK
B nayui Ne 84 (14x6) 3 BignoBigHUMK 3MiHamMun 40 po3giny
“YnakoBka” MKA 13, 6e3 3mMiHM NepBUHHOIO NakyBanbHOro
MaTepiany. 3MiHW BHECEHI B iHCTPYKLtO Ans Meau4YHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain "Ynakoska"
(BBEAEHHSA [OAATKOBOrO PO3Mipy ynakoBku). BBeaeHHs 3MiH
NpOTHArom 6-Tv MicsILiB Nicns 3aTBepOXKEHHS

3a
peuerimom

UA/16280/01/03
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YNaKOBKM B NauLli
204 TIAPA YO TabneTku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/16280/01/02
NniBKOBOKO "dapmaune "®apmaueBTUYHa 3MiHM 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema peuenmom
o6onoHkot, no 160 BTUYHA dipma "JapHunua" KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa po3mipy
mr/12,5 mrno 7 dipma yNaKoBKW roTOBOrO fikapCbKoro 3acoby (3miHa KinbKocTi
Tabnetok y "OapHuus" OAVHWLb (Hanpuknag TabneTok, amnyn ToLwo) B yNakoBL:) -
KOHTYPHIl 3MiHa nosa Aiana3oHoOM 3aTBEPAXEHMX PO3MIPIB YNAKOBKK -
YapyHKOBIN A0[AaBaHHA HOBOrO PO3MIipY YMaKoBKM ANS A03YBaHHS
ynakoBLi; no 2 Ta no 80/12,5 Ta 160/12,5: no 14 TabneTok y KOHTYpHil
4 KOHTYPHi YapyHKOBIN ynakoBLi; MO 6 KOHTYPHUX YapyHKOBUX YNaKOBOK
YapyHKOBI yMaKoBKM B nayui Ne 84 (14x6) 3 BianoBigHMMM 3MiHaMKn 4O PO3Ainy
B nayi; no 14 “Ynakoska” MKA J13, 6e3 3MiH1 NepBUHHOIO NakyBasnbHOro
Tabnetok y MaTepiany. 3MiHM BHECEHI B IHCTPYKLiIO 4N MegUYHOro
KOHTYPHIl 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain "Ynakoska"
YapyHKOBIMn (BBEAEHHA A0AATKOBOro po3Mipy yrnakoBku). BBegeHHs1 amMiH
ynakosui; no 1, no 2 NPOTArom 6-Tu MicsUiB NicnNsa 3aTBepAXEHHSA
abo no 6 KOHTYPHMX
YapyHKOBUX
YNaKOBKW B Nauli
205 TIAPA YO TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16280/01/01
NniBKOBOKO "dapmaue "®apmMaueBTUYHa 3MiHn 3 sikocTi. FoToBMIA Nikapcbkuii 3acit. Cuctema peuenmom
obornoHkoto, no 160 BTUYHA dipma "JapHunua" KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa po3mipy
Mr/25 wr; no 7 dipma yNaKoBKM1 roOTOBOro MikapCbKoro 3acoby (3MiHa KiflbKOCTi
Tabnetok y "OapHuus" ogvHUUbL (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) -
KOHTYPHIl 3MiHa nosa Aiana3oHoOM 3aTBEpAXKEHMX PO3MIPIB YNAKOBKU -
YapyHKOBIl [0[AaBaHHS HOBOrO PO3MipYy YMaKoBKM ANS A03YBaHHS
ynakosLi; no 2 abo 80/12,5 Tta 160/12,5: no 14 TabneTok y KOHTYPHiIl
no 4 KOHTYPHiI YapyHKOBI yNakoBLii; N0 6 KOHTYPHUX YapyHKOBUX YNaKOBOK
YapYHKOBI YNaKoBKM B nayui Ne 84 (14x6) 3 BignoBigHUMK 3MiHamMK 40 po3ainy
B mayui; no 14 “YnakoBka” MKA 113, 6e3 3mMiHM NepBUHHOIO NakyBanbHOro
Tabnetok y marepiany. 3MiHW BHECEHI B iHCTPYKLtO AnA Mean4YHOro
KOHTYPHIl 3aCTOCyBaHHs Nikapcbkoro 3acoby y po3ain "Ynakoska"
YapyHKOBIN (BBEOEHHSA OAATKOBOrO PO3Mipy ynakoBku). BBegeHHst 3aMiH
ynakosui, no 1 abo NpOTArom 6-Tu MicsILiB NicNs 3aTBEpOXKEHHS
No 2 KOHTYPHiI
YapyHKOBI yNaKoBKM
B navuj
206. TIONEHTAN niocpinizat gnsa MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/3916/01/02
po3unHy Ans iH'ekuin | "KviBmean "Kuismegnpenapat" 3MiHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y meTopax peuenmom
no 1,0 r, pnakonu 3 penapat" BunpobyBaHHa APl abo BmxigHOro martepiany/npomiKHOro

niocpinizatom

npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLIECI
BUPOGHMLTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
MeTofax BUNpobyBaHHS)

BHECEHHS 3MiH B MeTop BUNpobyBaHHs AP| 3a nokasHUKOM
«CynpoBigHi AOMILLKMY, a came JOAAaHO NPUroTyBaHHS
anbTepHaTMBHOIO PO34MHyY NOpiBHAHHSA (b). 3MiHn | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro fnikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHSA rOTOBOTO fikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEPAKEHNX METOAaxX BUNPOOYBaHHSA) BHECEHHS!
3MiH B MeTOA BUNpobyBaHHs 13 3a nokasHukom
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
«CynpoBigHi OMILLKM», @ caMe JOAaHO NPUroTyBaHHS
anbTepHaTMBHOIO PO34MHY NOpiBHAHHS (D).
207.| TIONEHTAN niocpinizat gns NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu | Tuny - 3a UA/3916/01/01
po3umnHy Ans iH'ekuin | "Kvismean "KviBmegnpenapat” 3MiHn 3 gkocTi. A®Il. KonTponb A®I. 3miHa y meTogax peuernmom
no 0,5 r, pnakonn 3 penapat" BunpobyBaHHst APl abo BMxigHOrO maTepiany/npoMixxHOro
nioginizatom NPOAyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECi
BMpobHMUTBa AD| (HE3HaYHI 3MiHW Y 3aTBEPIKEHNX
mMeToaax BUNpobyBaHHs)
BHECEHHS 3MiH B MeTop BUnpobyBaHHst AD| 3a nokasHUKOM
«CynpoBigHi OMILIKMY», @ caMe JOAaHO NPUroTyBaHHS
anbTepHaTMBHOIO PO34MHY NOPIBHAHHSA (b). 3MiHn | Tuny -
3MiHuM 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA roTOBOrO MikapcbKkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpPAXKEHNX METOAAaX BUNPOOYBaHHS) BHECEHHS!
3MiH B MeToZ BunpobyeaHHs 113 3a nokasHnkom
«CynpoBigHi AOMILLKM», a cCame JOAAHO MPUroTyBaHHA
anbTepHaTMBHOIO PO34MHyY NopiBHsHHS (b).
208 TOH3UNOTP | TtabneTku; no 20 AnbneH Himeuunna Mpoaykuis in-bulk: HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/3781/01/01
EH Tabnetok y bnictepi; dapma Honve Xomeonari- 3MiHn woao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnagy. peuenma
no 2 abo 3 Gnictepu meX YHioH OXY- BBepneHHs abo 3MiHM [0 y3aranbHeHUX gaHuX Npo cUcTeMy
Y KapTOHHI kopobui ApuHanmiTTens apmakoHarnsay (BBEAEHHS y3aranbHeHUX 4aHUX Npo
'm6X & Ko. KT, cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobw,
Himeyunna BiAnoBiganbHoi 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
abo ocobu 3 hapmakoHarnagy 3asBHMUKa AN 34IMCHEHHS
[Op. Binbmap LliBabe dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA Bif
'm6X i Ko. KT, yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
Himeuunna dapmakoHarnsaay (BKYarum KOHTaKTHI AaHi) Ta/abo 3miHm
abo y PO3MilLLieHHi MacTep-darina cuctemu dpapmakoHarnagy).
Op. N'yctas KnsnH 3miHa ynoBHOBaXeHOI 0cobu 3asiBHUKa, BignoBigansHoi 3a
'm6X & Ko. KT, dapmakoHarnag,.
Himeuunna [Hitoya pepakuis: BorteHko AHTOH ["eoprinoBuy.

Bupo6GHuK, LWwo
3[iCHIOE NepBUHHE
Ta BTOPVHHE
nakyBaHHs:

Op. Binbmap LLiBabe
mbX i Ko. KT,
HimevuunHa
abo
[Op. MNyctas KnsanH
'm6X & Ko. KT,
HimevuunHa
Bupo6Hwuk, wo
3[iCHIOE KOHTPOIb
SIKOCTI:

Op. MNyctas KnsanH
'm6X & Ko. KT,
Himevuunna
BupobHuk
BignoBiganbHUIN 3a

MponoHoBaHa pepakuis: Op. NleoHapao EGeniHr / Dr.
Leonardo Ebeling.

BBeneHHst KOHTaKTHOT 0cobK 3asiBHMKA, BiAnoBiganbHOI 3a
dapmakoHarnag B YkpaiHi. [ponoHoBaHa pegakuis: byask
OnekcaHgpa CepriiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBaXXEHOI 0CO0M, BiANOBiAanbHOI 3a hapmakoHarnsia,.
3MiHa MicLue3HaxoakeHHs1 MacTep-daiina cucremu
hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLs 3iCHEHHSI
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUMYCK Cepint:
Hownuye Xomeonarti-
YHioH OXY-
ApuHanmiTTenb
vm6X & Ko. KT,
HimeyuunHa
abo
HOp. lNyctae KnsanH
'm6X & Ko. KT,
HimeyuunHa
209.| TOPMINEKC Tabnetku no 0,25 ToppeHT IHgis ToppeHT IHais BHECEHHS 3MiH 4O peecTpauiiHMX maTtepianis: 3miHu | Tuny - 3a UA/14076/01/01
mr, no 10 TabneTtok dapmacb dapmachkioTikanc 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
y 6nictepi, no 3 toTikanc Iita 3miHa y TepmiHax npuagaTHocTi abo ymoBax 36epiraHHs
Gnictepu B Jita. roTOBOrO JlikapCbKoro 3acoby (3MeHLUEHHSI TepMiHy
KapTOHHIN ynakoBLj npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1ns ToproBoi
ynakoBK1. 3MEHLLEHHS TePMiHY NpMAATHOCTi FOTOBOTO
nikapcbkoro 3acoby (3aTBepAxeHo: TepMiH NpuaaTHoOCTI: 5
POKiB; 3anpornoHOBaHO: TEPMIH NPUAATHOCTI: 2 pokK). 3MiHN
BHECEHI B iHCTPYKL0 AN MEOUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3gin "TepmiH npugaTHocTi"
210 TPUTTIKO XR | TtabneTku, BKpUTI Asienge ITanisa Asienge Kivike ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/15577/01/02
NniBKOBOKO Kimike PiyHiTe Arxenini 3MmiHn Wwoao 6e3nekun/edhekTUBHOCTI Ta papMakoHarnsagy peuenmom
060onoHKot, PiyHiTe ®paHyecko (iHLWi 3MiHK). 3MiHM BHECEHO 00 IHCTPYKLIT ANs MeguyHoro
NPOOHroBaHoi Al ArxeniHi AKP.A®.C.nA. 3acToCcyBaHHS nikapcbkoro 3acoby o posgainis "Cknag", "
no 300 mr no 10 dpaHueck Ilikapcbka dopma”, "Crocib 3acTocyBaHHs Ta gosu",
Tabnetok y 6nictepi; o- "YnakoBka" y 3B'i3Ky 3 MPUMUHEHOIO i€l peecTpaLinHoro
no 1 abo no 2, abo AKP.AO®. noceigyYeHHs Ans nikapcekoro 3acoby TPUTTIKO XR,
no 3 Gnictepn y -C.nA. TabneTkun BKPUTI MNiBKOBOKO OGOMOHKOI, NPOIOHIOBaHOI Ail
KapTOHHIN ynakoBLi; no 150 mr. TepmiH BBegeHHS 3MiH NpOTArom 6 Micsuis nicns
no 7 tabnetok y 3aTBEPPKEHHS.
6nictepi; no 2 abo
no 4 6nictepn y
KapTOHHIN ynakoBUj
211| TPOKCEPYT kancynu no 300 mr, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 6e3 UA/16133/01/01
WH no 10 kancyny "Ximdpapm "Ximdpapm3aasog 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay peuenma
6nicTepi; no 3 abo 3aBoj "YepsoHa 3ipka" (iHLWi 3MiHNK).
no 6 GnictepiB y "YepBoHa OHOBIEHHS TEKCTY MapKyBaHHS BTOPUHHOT yMaKoBKM
KapTOHHIN navui 3ipka" nikapcbkoro 3acoby, a came BuUny4eHHs iHpopmallii,
3a3HaYeHoI poCincbKo MOBOK. BBeaeHHs 3MiH MpoTarom 6-
TV MiCSILB Micnsi 3aTBEPOXKEHHS.
212 YBICTE3WUH PO34MH ANs iH'EKLN; 3M Himeuyunna 3M Honunang MmeX HimeuuunHa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis: 3miHu | Tuny - 3a UA/10196/01/01
no1,7vny Oorunang 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb peuenmom
KapTpumxi; no 50 mbX roTOBOro Nnikapcbkoro 3acoby. 3miHa y meTogax

KapTpuoXiB y
MeTanesin 6aHLj

BMNPOBYBaHHS rOTOBOTO Nikapcbkoro 3acoby (He3HavHa
3MiHa y 3aTBEpOXXEeHNX MeTofax BUNPobyBaHHS).
[lopaBaHHs anbTepHaTMBHOI MPOOONIArOTOBKN TECTOBUX
po34MHiB Ta cTaHAapTiB B MeTodi BEPX ans igeHTudikaui,
aHarnisy Ta YncToTK apTuKaiHy rigpoxnopuay, Takoro siK
aHari3 po3BefleHOro po3yrHy NPoAyKTy (Po3BeAeHOro
PO34MHY), TecT/cTaHAaPTHUN PO3YUH C=4 Mr/M1.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3anvwaeTbcsa NOTOYHUIA aHarni3 Po3YnHy NPOAYKTY
(KOHLKEEHTPOBAHOIO PO34MHy), TECT/CTAaHAAPTHUN PO34MH
¢=40 mr/mn. 3miHun | Tuny - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro fikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHsi rOTOBOTO NikapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEepKEHUX MeToaax
BUNpobyBaHHs). OHOBNEHHS CTaHAAPTHUX 3pas3kiB A0
NnoTo4HOro ctaHy. Metoau BunpobyBaHb 3anuLmMnucs
He3MiHHUMW, ane Ans agpeHaniHy cynbOHOBOI KUCIOTU Ta
apTMKaiHOBOI kK1ncnoTtu 6ynu goaaHi HoBi AaHi Banigaui, i
BVXiAHWI MaTepian Ana CUHTe3y apTuKaiHOBOI KUcnoTn bys
3MiHEHW 3 apTUKaiHy Ha rigpoxnopua apTukainy. Ans
aHanisy rigpoxnopuay apTukaiHy Ta agpeHanidy sk
anbTepHaTVBY nonepeaHbomy metogy BEPX 6ys noganuni
meTog TecTyBaHHs Ph.Eur « TutpyBaHHsA». Kpim Toro 6yno
BuAaneHo eTanoHHMin ctaHgapT i3 Boehringer Ingelheim
(eniHedpiH), TOMy L0 BiH BinblUe He BUKOPUCTOBYETLCS B
naboparopii.

213,

YBICTE3WH
®OPTE

PO34MH NS iH'EKLiN;
no1,7mny
kapTpuoxi; no 50
KapTpuoxis y
MeTanesin 6aHuj

3M
Honunang
m6X

HimevuunHa

3M JonunaHg MmeX

Himeyumna

BHECEHHS 3MiH 0 peecTpauiiHuX maTepianis: 3miHu | Tuny -
3MiHn 3 gKocTi. FoToBUIA Nikapcbkuii 3acib. KoHTpornb
roTOBOro fikapcbkoro 3acoby. 3miHa y meToaax
BUNPOBYBaHHS roTOBOTrO Nikapcbkoro 3acoby (He3HauHa
3MiHa y 3aTBEpOXEHNX MeToAax BUNPobyBaHHS).
[opaBaHHs anbTepHaTMBHOIT NPo60oNiaroToBKN TECTOBUX
po34MHiB Ta cTaHAapTiB B MeTodi BEPX ans igeHTudikauii,
aHanidy Ta YMCToTM apTUKaiHy rigpoxnopuay, Takoro siK
aHania po3BeeHoro po3ynHy NPoAyKTy (po3BeaeHoro
PO34MHy), TECT/CTaHAAPTHUIN PO3YMH C=4 Mr/MI.
3anvwaeTbCca NOTOYHUIA aHarni3 PO34nHy NPOAYKTY
(KOHLEHTPOBAHOro PO34KHY), TECT/CTAaHAAPTHWUN PO3YWH
¢=40 mr/mn. 3minu | Tuny - 3miHn 3 sikocTi. FoToBMNI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acooy.
3MiHa y MeTofax BUNpobyBaHHSI rOTOBOrO NikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpMXEHNX MeToAax
BUNpobyBaHHs). OHOBMNEHHSA CTaHAAPTHUX 3pas3kiB A0
NOoTOYHOrO cTaHy. MeToam BUNpobyBaHb 3anuLmMnmcs
He3MiHHUMW, ane Ans agpeHaniHy cynb(oHOBOI KUCMOTH Ta
apTuKaiHOBOI KUCNOTK Bynu AofaHi HOBI AaHi Banigaui, i
BUXiOHWIA MaTepian Ans CMHTE3y apTMKaiHOBOI kucnotu 6ys
3MiHEeHWU 3 apTukaiHy Ha rigpoxnopug apTukaidy. O4ns
aHanisy rigpoxnopuay apTukaiHy Ta agpeHaniHy sk
anbTepHaTuBY nonepegHboMy metony BEPX 6yB nogaHui
meToa TecTyBaHHs Ph.Eur « TutpyBaHHsi». Kpim Toro 6yno
BMAarneHo eTanoHHui ctaHaapt i3 Boehringer Ingelheim
(eniHedppiH), TOMy LU0 BiH BinbLle He BUKOPUCTOBYETLCS B
naboparopii.

3a
peuernmom

UA/10196/01/02

214,

YHA3UH®

NMOPOLLIOK ANA
PO34MHY AN iH'eKuin
no 0,75 r; 1 onakoH
3 MOPOLLIKOM Y
KapTOHHIN ynakoBUi

Mdparizep
IHK.

CLA

cTepunbHe
HanoBHEHHS,
nakyBaHHs1,
KOHTPOIb SKOCTI,
BUMYCK cepii:

ITanis/AnoHi
a

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay
(iHLWi 3MiHWK)
3MiHV BHECEHO [0 iHCTPYKLUiT ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "BaaemMogisi 3 iHWvmMu

3a
peuerimom

UA/5992/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Xaynt ®apma
Nartina C.p.n., Itanisa
BUPOBHMLUTBO
CTEPUIbHOI CyMiLi
cynbbakTamy HaTpito
Ta amniynniny
HaTpito:
Mdpanzep MMoban
Cennnan DxanaH
IHK. Haros lMnaHrT,
AnoHia

nikapcbkumm 3acobamu Ta iHWi BUAM B3aemogin” Ta
"8acTocyBaHHs y nepiof BariTHOCTi abo roayBaHHs rpyaar”
(YyTOYHEHHS TEKCTY po3Ainy) BianoBiaHO 4O OHOBMEHOT
iHdbopMmalii 3 6e3nekn 3acTocyBaHHS NiKapcbkoro 3acooby.
BBeaeHHs 3MiH NpoTArom 6-Tu MicALIB NiCNs 3aTBEPAXKEHHS.
*3MiHun Il TNy - 3miHM Woao 6e3nekun/edhekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUIT Ans
MeOMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBMMMW JaHUMMU 3
AKOCTi, AOKMIHIMHUMM, KMIHIMHUMW JaHUMKU Ta AaHUMK 3
bapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTPYKUIiT aAns
MeON4YHOro 3acTocyBaHHs Nikapcbkoro 3acoby oo posainis
"®apmakornorivyHi BnactusocTi”, "lMoka3aHHS" (YTOYHEHHS
dopmynoBaHb Yy BiAMOBIAHOCTI A0 TEKCTY aHanori4yHoro
PO3Ainy KOPOTKOI XapaKTePUCTUKM NikapCbkoro 3acofy),
"OcobnuneocTi 3acTocyBaHHA" BignoBigHO 40 MaTepianis
peecTpaLiiHOro 4oCheE.

BBegeHHs 3MiH NPOTArom 6-TW MicALIB NiCNSA 3aTBEPIYKEHHS.
3MmiHu |l Tuny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHW y KOpOTKil XxapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeOMYHOro 3aCTOCyBaHHSA y 3B’A3KY i3 HOBMMMW JaHUMMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMW JAHUMW Ta AaHUMK 3
apmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby Ao po3ainis
"OcobrnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BigNoBigHO 40 MaTepianiB peecTpauinHoro gocbe. BBeaeHHs
3MiH NPOTArom 6-T MicsiLiB Nicnsi 3aTBEPAXKEHHS.

215.

YHA3UH®

NOPOLLIOK ANA
PO34MHY AnA iH'eKuin
no 1,5r; 1 donakoH 3
MOPOLLIKOM Y
KapTOHHIN ynakoBLj

Mdparnzep
IHK.

CLA

cTepurnbHe
HamnoBHEHHS,
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
Xaynt ®apma
Nartina C.p.n., Itania
BMPOGHMLUTBO
CTEePUIbHOI CyMiLLi
cynbbakTamy HaTpito
Ta amniumniHy
HaTpito:
Mdpanzep MMoban
Cennnan xanaH
IHk. Haros MNnaHT,
AnoHis

ITanis/Anowi
a

BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHWK)
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sgainis "Baaemogisi 3 iHWnmMu
nikapcbkuMu 3acobamu Ta iHWi Buan B3aemogin" Ta
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs rpyaat”
(YTOYHEHHS1 TEKCTY po3giny) BiAnoBiAHO 4O OHOBMEHOT
iHcpopMmalii 3 6e3nekn 3acTocyBaHHS MikapcbKoro 3acoby.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
*3minu Il TNy - 3miHn wWoao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTkili xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
ME[IMYHOrO 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMU AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIMHUMW AaHUMKU Ta AaHUMK 3
bapmakoHarnsgy - 3MiHM BHECEHO [0 iHCTPYKUIT Ansa
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi", "lMoka3aHH:A" (YTOYHEHHSI
opMyroBaHb Y BignoBIigHOCTI [0 TEKCTY aHaroriyHoro
po3ainy KOPOTKOI XapakTepUCTUKK Nikapcbkoro 3acoby),
"OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO A0 MaTepianis
peecTpaLiiHOro 4OChE.

BBeaeHHs 3MiH NpoTSArom 6-TM MicAUB Nicns 3aTBEPAXKEHHS.

3a
peuerimom

UA/5992/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3MmiHu Il Tuny - 3MiHK wopao 6esnekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3mMiHW y KOpOTKil XapakTepucTuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeOMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMW JaHVUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMW JAHUMW Ta AaHUMK 3
capmakoHarnsgy - 3MiHM BHECeHO [0 iHCTpYKUil a4ns
MeONYHOro 3acToCcyBaHHS Nikapcbkoro 3acoby 4o po3sainis
"OcobnuBocTi 3acTocyBaHHs" Ta "MobiyHi peakuii”
BiANOBIOHO A0 MaTepianiB peecTpaLuiiHoro oocke. BBeaeHHs
3MiH NPOTSArom 6-T MicsiLiB Micnsi 3aTBEPAXKEHHS.

216.

YHA3UNH®

NOPOLLIOK ANis
PO34MHY ANg iH'eKUin
no 3,0 r; 1 donakoH 3
NOPOLLIKOM Y
KapTOHHIN ynakoBLj

Mdparnzep
IHK.

CLA

cTepuIibHe
HaMoBHEHHS,
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
Xaynt ®apma
JNatina C.p.n.,
ITanis;
BUPOBHMLUTBO
CTepUIbHOI CyMiLli
cynbbaktamy HaTpito
Ta aMmniynniny
HaTpito:
Mdparzep Moban
Cennnain OxanaH
IHK. Haros MnaHrT,
AnoHia

ITanis/Anowi
A

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy
(iHWi 3miHW)
3MiHN BHECEHO A0 IHCTPYKUIii AN MEAUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginis "B3aemogisi 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi BUAM B3aemogin” Ta
"3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHs rpyaaro”
(YyTOYHEHHS1 TEKCTY po3Ainy) BianoBigHO 4O OHOBMNEHOT
iHdbopMalii 3 6e3nekn 3acTocyBaHHS NiKapcbKoro 3acooby.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUB NiCNs 3aTBEPAXEHHS.
*3MiHun Il TNy - 3miHK Woao G6esnekun/edekTUBHOCTI Ta
capmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELMYHOrO 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMM AaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW AaHUMKU Ta AaHUMK 3
bapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTPYKUIT aAns
MeAMYHOro 3aCTOCYBaHHs! Nikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi", "lMoka3zaHHA" (YTOYHEHHSI
dopmynoBaHb Yy BiAMOBIAHOCTI A0 TEKCTY aHanoriyHoro
po3ainy KOPOTKOI XapakTepuUCTUKK Nikapcbkoro 3acoby),
"OcobnuBocTi 3acTocyBaHHSA" BiANOBIAHO A0 MaTepianis
peecTpaLiiHOro 4OCheE.

BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB Nicns 3aTBEPAXEHHS.
3MiHu |l Tuny - 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELMYHOrO 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMW AaHMMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMW OAHUMW Ta AaHUMK 3
bapmakoHarnsgy - 3MiHM BHECEHO J0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHs! Nikapcbkoro 3acoby Ao po3ainis
"OcobrnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BignNoBigHO 40 MaTepianiB peecTpauinHoro Aocbe. BBegeHHs
3MiH NPOTArom 6-T MicsiLiB Nicnsi 3aTBEPAXEHHS.

3a
peuerimom

UA/5992/01/03

217.

®EHIBYT-
ACTPA®APM

Tabnetku no 250 mr
no 10 Tabnetok y
GnicTepi, no 2
6nictepn B Kopobuli
3 KapTOHY

TOB
"ACTPA®
APM"

YkpaiHa

TOB
"ACTPAPAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: yTOYHEHHA
HanucaHHA yMoB Bignycky B Haka3i MO3 YkpaiHu Ne

2131 Big 25.11.2022 B npoueci BHeCeHHs 3MiH (3MiHu |

Tmny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3mMiHu y KopoTKili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEAUYHOrO 3acTOCYBaHHS

reHepuyHuX/ribpnaHnx/GionodibHMx nikapcbkmx 3acobis

3a
peuyernmom

UA/17285/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nicns BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA npenapat
(3MiHa He nNoTpebye HaaHHS XKOAHMX HOBUX J40OATKOBUX
naHux) 3MiHM BHECEHO [0 iHCTPYKUIT ANs MeanyHoro
3acTOCyBaHHS NiKapCcbKoro 3acoby y po3ainu:
"®apmakoTepaneBTnyHa rpyna. Kog ATX " (3aTBepaxeHo:
NO6B X; 3anponoHoBaHo: NO6B X22), "®apmakonoriyHi
BnactusocTi", "lNokasaHHs", "lNpoTunokasaHHs", "B3aaemogia
3 iHWKMK nikapcbkMK 3acobamu Ta iHLWi BUAW B3aemogin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS y nepiopg,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsi
Ta gosn", "Mepeno3syBaHHs", "MMobiuHi peakuii”, "KaTeropis
BiAnycKy" 3rigHo 3 iHbopMaLieto Woa0 MeanyHoro
3acTOCyBaHHsi pedhepeHTHOro fnikapcbKoro 3acoby
(HOO®EH, Tabnetku)). Pegakuis B Hakasi — 6e3 peuenTa.
3anponoHoBaHa pefakLisi — 3a peLienToM.
218, ®IBPUTA NOPOLLIOK Ta OkTadhap ABCTpis BupoGHuK, LLseuis/ BHECEeHHs1 3MiH o0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/18890/01/01
PO3UYMHHUK AN ma BiAMNoBiAanbHUA 3a AscTpis/ 3MiHn 3 gKocTi. MegunyHi npucTpoi. 3miHa npuctpois Ang peuernmom
PO34mMHY Ans dapmaues NepBUHHY YMaKoBKY, HimeuumHa BMMIipIOBaHHS 031 abo BBEAEHHS fikapcbkoro 3acoby
iH'ekuin/iHdysin, no TUKa KOHTPOIb SKOCTI, (nopgaBaHHsi abo 3amiHa NPUCTPOIO, SKMIA HE € HEBIA'€MHOI
1 r nopowky y MpogykTio BMNYCK cepii: YaCTUHOI NEPBUHHOI ynakoBku) - MpucTpii, skun mae CE-
CKNAHOMY (PraKoHi; Hcrec. Oxtadhapma AB, MapKyBaHHS
no 50 mn M.6.X. Lseuis OHoBneHHsi CE cepTudikaty anst npucTpoto Ans nepeHocy
pO34MHHKKa (BoAa BupobHuk, (Transfer Device Octajet). 3miHu | TUny - 3miHKM 3 AKocTi.

Onst iH exuin) y
CKIMAHOMY (PNAKOHI.
Mo 1 dprakoHy 3
NnopoLLKoMm, no 1
dnakoHy 3
PO3YNHHUKOM, MO 1
npuctpoto Octajet
Ans nepeHocy, no 1
INbTPY B KAPTOHHIN
KopoobLi

BignoBiganbHUN 3a
BUPOGHMLUTBO in
bulk, nepBuHHy Ta
BTOPUHHY YMaKoOBKY,
MapKyBaHHs1,
BidyanbHy
iHCNeKLjto, KOHTPOIb
SIKOCTI, BUNYCK cepii:
Oktagapma
dapmaueBTuKa
MpoaykTioHcrec.
M.6.X., ABCTpis
BupobHuk,
BignoBsiganbHUN 3a
BidyanbHWN
KOHTpPO~b,
MapKyBaHHS1,
BTOPUHHY YMaKOBKY:
Oktadapma Jeccay
M6X, Himeyunna
BupobHuk,
BignoBiganbHUN 3a
BMPOGHMLUTBO
pO34uHHKKa (BOAA
Ans iH'ekuin):

B. BpayH
MencyHreH Arl,
Himev4yunHa

3MiHM [0 peecTpauiiHOro NOCBIAYEHHS] BHACIAOK iHLWNX
perynsitopHux npoueayp. MM®/BA3® (mactep-caiin Ha
nnasmy/3aranbHuii ann Ha BaKUMHHWI aHTUreH).
BkrntoveHHs HOBOro, OHOBMNEHOro abo 3MiHeHOro macTep-
hanna Ha nnasMy y peecTpaLiiHe 4OCbE Ha NiKapCbKuii
3acib (mpoueaypa 2-ro etany ans NM®) (BkntoyeHHS
OHOBIEHOro/3MiHeHOro MacTep-dainna Ha nnasmy, SKwo
3MiHW He BNMBAKOTb Ha BNAcTUBOCTI FOTOBOrO fiKapCbKoro
3aco0y) BkrtoueHHs oHoBneHoro mactep-darina Ha nnasmy
y peecTpaliiHe Aocbe Ha nikapcbkuid 3acie: PMF Certificate
no: EMEA/H/PMF/000008/05/11/023/G. 3MiHun | Tuny - 3MiHu
3 AKOCTi. 3MiHM 4O peecTpauinHOro NocBiAYEHHS BHACMiaoK
iHWKxX perynsaTopHux npoueayp. NMM®/BA3® (macTtep-dann
Ha nnasmy/3aranbHuii paiin Ha BaKLUMHHUIA aHTUTEH).
BkrntoueHHs HOBOro, OHOBNEHOro abo 3MiHEHOro macTep-
hanina Ha nnasMy y peecTpaLiiHe 4OCbE Ha NiKapCbKuii
3acib (npoueaypa 2-ro etany anst NMM®) (BkntoyeHHs
OHOBIEHOro/3MiHeHOro MacTep-danna Ha nrnasmMy, SKLo
3MiHW He BNMBAlOTb Ha BNAcTUBOCTI FOTOBOrO MikapCbKoro
3acoby) BknioueHHs oHOBMeHOro mactep-carina Ha nnasmy
y peecTpaliiHe Jocke Ha nikapcbkuin 3acio: PMF Certificate
no: EMEA/H/PMF/000008/05/1B/024/G. 3MiHun | Tuny - 3MiHn
3 sIKOCTi. 3MiHM 40 peecTpauiiHoro NocBigYeHHs BHACMiAoK
iHWKX perynaTopHux npoueayp. NM®/BA3® (macTtep-dann
Ha nnasmy/3aranbHuii pain Ha BaKLUMHHUIA aHTUrEH).
BkrntoveHHs HOBOro, OHOBMEHOro abo 3MiHeHOro macrep-
cbavina Ha nnasMy y peecTpaliiHe OCbE Ha NiKapCbKuii
3acib (npoueaypa 2-ro etany ansi NIM®) (BkntoYeHHs
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OHOBIIEHOro/3MiHeHOro macTep-gainna Ha nnasmy, SKLo
3MiHM He BNMMBaKOTb Ha BNACTUBOCTI FOTOBOIO NiKapCbKOro
3acoby)
BkntoyeHHA oHoBNeHOro macTtep-darina Ha nnasmy y
peecTpauiiHe Aocbe Ha nikapcbkuid 3aci6: PMF Certificate
no: EMEA/H/PMF/000008/05/AU/025/G.
219 ®OKOPT®- Kpem, 1 mr/rno 151 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHu | Tuny - 3a UA/4936/01/01
OAPHMUA y Ty6i; no 1 1y6i B "®apmaue "®apmaueBTnyHa 3MiHn 3 axocTi. CepTudikat BignosiaHocTi/l E-cepTudikar peuernmom
nauui BTMYHA cipma "[apHuus" Bi4NOBIgHOCTI €Bponeichkin thapmakonei/MmoHorpadii.
ipma MogaHHA HoBOro abo oHoBreHoro cepTudikara
"OapHuus” BiAnoBigHoCTi abo BUNy4eHHs cepTudikarta BignoBigHOCTI

€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBNEHUI cepTudikart Big yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTudikaty BignosigHocTi €Bponelicbkii Papmakonei CEP
Ne R1-CEP 2000-075-Rev 07 Big Bupo6Huka Ad|
TpraMumnHOMNOoHy aueToHia mikpoHisoBaHuii, FARMABIOS
SPA, ltaly Ha 3amiHy nonepegHboi pegakuii DMF Ne 012007-
01. TecT «PO34MHHICTE» NpMBEAEHO BiANOBIAHO A0 BUMOT
AOdY 1.4 «MoHorpadii», Mae pekomeHaaLinHUM xapakTep,
Ha Uin nigcTasi, BUMOrY 0 PO34YMHHOCTI cybcTaHuil
nepeHeceHo A0 3aranbHuX BnactTuBocTen. 3miHu | Tuny -
3miHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BUpo6HMUTBa AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
MeToAax BUNpPoOyBaHHS) HE3HAYHI 3MiHM B MeTOai
BUNpobyBaHHs APl «3anunLIKoBi KiNbKOCTi opraHivyHMX
PO3YMHHWKIB», @ CaMe MeTOAMUKa AOMOBHEHa TEPMIHOM
NpUAAaTHOCTI PO34MHY MOPIBHAHHSA. BHeceHo pepakuiniHi
npasku, siki odpopMreHi BignoBiaHO A0 pekomeHaauin Ta
ctunictukn OPY. 3minum | Tuny - 3miHu 3 akocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneumdikauini Ta/abo
OONyCTUMMUX MEX, BU3HAYEHUX Y crieumndikalisx Ha APl, abo
BUXiZHWI/MPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYOTbCS Y npoleci BupobHuutea AP (iHwwi 3miHm)
CynyTHs 3MmiHa - 3MiHK 3 sikocTi. ADI. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHs AD| abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS Y Npoueci BUpobHMUTBa AD| (He3HaYHI
3MiHW Y 3aTBEPAXKEHNX METOAAX BUNPOOYBaHHSA) BHECEHHS
pedakuinHMX YyToYHeHb B MeTog koHTporto AdI 3a
nokasHukoMm «laeHtudikadis A» y BupobHuka 13
BiNOBIOHO [0 pekoMeHAaLiv Ta cTunictukm JoY.
HopMyBaHHs 3anumweHo 6e3 3miH. TecT «MikpobionoriyHa
yucToTa» NpUBEAEHO Y BIAMNOBIAHICTL A0 BUMOTr € 2.6.12,
5.1.4. 3minm | TUny - 3MiHm 3 gxkocTi. A®Il. KoHTponb AdI.
3MiHa y MeToax BunpobysaHHst A®I abo BuxigHoro
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y Npoueci BUpobHuUTBa AD| (He3HauHi
3MiHW Y 3aTBEPAXKEHNX METOAAX BUNPOOYBaHHSA) BHECEHHSI
pefakuinHMX yTOYHEeHb B MeToan KOoHTporto ADI 3a
nokasHukamu «CynposigHi gomiwkn», «KinbkicHe
BMU3HA4YeHHs» Y BUpobHuka M3, ski odbopmneHi BignosigHo
[0 pekoMeHgauin Ta ctunictukn Y.
220, ®POMINIOA® TabneTtku 3 KPKA, CrnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/9540/01/01
YHO MoandikoBaHUM a.a., Hoeo MEecCTOo 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnaay. peuenmom
BUBINIbHEHHAM MO MecCTo 3MiHa y KOPOTKil XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI

500 mr, no 5
TabneTtok y 6Gnictepi;
no 1 Gnictepy B
KapTOHHIN KOpoOLyi;
no 7 TabneToky
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHil kopobui

MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYBaHHS Ha
nigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby B micnsapeecTpauiiinm
nepiog, abo sik pesynbTaT OLiHKM 3BITY 3 AOCNiAKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHnX
pocnimkenb (PIP) (iHwi 3MiHN) - 3MiHW BHeceHi Ao IHCTpyKLil
0N MeQMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
poaginis: "MNpoTunokasaxHs", "Baaemogisa 3 iHwmnmn
nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"OcobnumBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiop,
BariTHOCTi abo rogyBaHHs rpyaato” wono 6eaneku
3aCToCyBaHHS nikapcbkoro 3acoby. BeegeHHs 3amiH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepoKeHHS; 3MiHu |l Tuny -
3miHun wopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBVMMW JaHUMWU 3 SIKOCTi, AOKNIHIYHUMNU,
KMiHIYHUMW JaHUMK Ta AaHnMK 3 dbapmakoHarnsagy - 3MiHn
BHeCeHi 0 |HCTpyKUiT AN MeguyHOro 3acTocyBaHHs
nikapcbkoro 3acoby Ao posginis: "Baaemogist 3 iHWnMK
nikapcbkumm 3acobamu Ta iHWi Buav B3aemogin”,
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”. BBegeHHs
3MiH NPOTAroM 6-Tu MicsILiB nicns 3aTBepKeHHs1; 3MiHu I
Tmny - 3MiHuM Wwopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpoTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEeOMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBMMMW JAHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIMHUMW AaHUMKU Ta AaHUMK 3
apmakoHarnagy - 3MiHv BHeceHi Ao IHCTpyKuii Ans
MeOMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby 4o po3ainis:
dapmakonoriyHi BnactueocTi", "MNMoka3aHHa" (yTOYHEHHS),
"B3aemogis 3 iHWKMK nikapcbkuMu 3acobamu Ta iHLi BUuam
B3aemogin", "3acTocyBaHHs y nepiod BariTHocTi abo
rogyBaHHs rpyaat”. BBeaeHHs 3MiH NpoTArom 6-Tn Micsiuis
nicnsi 3aTBepaKeHHst; 3MiHu Il Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHu y
KOPOTKili XapakTepucTuLi nikapcbKkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBYMMW JA@HUMWU 3 SIKOCTi, AOKIIHIYHUMNA,
KNiHIYHUMW AaHUMK Ta AaHnMK 3 dpapMakoHarnagy - 3miHu
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BHeCeHi A0 |HCTpyKUii Ana MEeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby o po3aginis: "lMpoTunokasaHHsA",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnuneocTi 3acTocyBaHHs". BBeaeHHs 3MiH
NpoTHArom 6-Tv MicsILiB Nicnsi 3aTBEpPAKEHHS
221, oyuuce Aot Tabnetkn TOB YkpaiHa KYCYM XENTXKEP IHpis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - - UA/19806/01/01
aucneprosaHi no 50 «MEQO®A MNBT NTO 3miHK 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
Mmr in bulk: no 4 PM NTO» KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa po3mipy
Tabnetkn y 6nictepi; yMaKoOBKWN FOTOBOIO NiKapcbkoro 3acoby (iHwi 3miHm)
no 100 GnictepiB y BBeJEHHs foaaTkoBoi ynakosku in bulk: no 4 Tabnetkn y
KapTOHHiIN kopoOLi 6nictepi, no 100 GnicTepiB y KApTOHHIN kopobui, 3
BignoBigHMMKM 3aMiHaMu o po3giny «Ynakoeka» MKA N3.
MepBUHHMI NaKyBanbHWI MaTepian He 3MiHuBCA. Ta, aK
HacnigokK, BHECEHHS 3MiH Ao po3giny «MapkysBaHHs» MKA
J13. MapkyBaHHs ansi ynakosku in bulk gogaetbces.
222 ®yuuce At Tabnetkn TOB YkpaiHa KYCYM XENTXKEP IHAisa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/7617/02/01
aucneprosati no 50 «MEO®A MNBT NTO 3MmiHM 3 AkocTi. [oToBMI nikapcbkui 3acib. Cuctema peuenmom
Mr Mo 4 TabneTkun y PM NTO» KOHTeNHep/3aKynoproBanbHuii 3acit. 3miHa po3mipy
cTpuni abo bnicTepi, yNaKoBKW roTOBOrO MikapCbKoro 3acoby (iHLwi 3MiHN)
no 1 ctpuny a6o BBEJEHHSA AoAaTKOBOI ynakosku in bulk: no 4 Tabnetkn y
Gnictepy B 6nictepi, no 100 GnicTepiB y KapTOHHI kopobui, 3
KapTOHHIN ynakosLi BiANOBiAHMMM 3MiHamMK 40 po3ainy «Ynakoska» MKA I13.
lMepBYHHWI NakyBanbHUA MaTtepian He 3MiHMBCS. Ta, SK
Hacnigok, BHeCeHHs 3MiH o po3giny «MapkyBaHHs» MKA
J13. MapkyBaHHsa ans ynakosku in bulk gogaetbcs.
223 XINOPTEKCH po3unH Ans MPAT YkpaiHa BiAMNoOBiAaNbHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/18022/01/01
OVH 30BHIiLLUHBLOrO "OITOOA BUPOGHMLTBO, 3MiHu 3 gkocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. peuenma
3acToCyBaHHS, PM nepBuUHHE 3miHa y TepMmiHax npuaaTHocTi abo ymoBax 36epiraHHs
0,05% no 100 mn nakyBaHHs, roTOBOro MiKapCbKOro 3acoby (36inbLUeHHSA TepMiHy
abo 200 mny KOHTPOrb SIKOCTi Ta npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprooi
noniMepHnx BUNYCK cepii: yMNakoBKM (MiATBEPAKYETECA AAHUMMN peanbHOro Yacy).
drakoHax 3 MPAT BBeneHHs HOBOro TepMiHy npuaaTHOCTI 06ymMOBNEHO
Hacagkot Ans "OITOPAPM", pesynbTatamu gocnigxeHHs ctabinbHocTi J13 y peanbHoMy
CrpsAIMOBaHOro YkpaiHa yaci. 3atBepaxeHo: TepmiH NpuaaTHOCTI. 2 POKW.
BBEJEHHSA BiAMNoBiAanbHUA 3a 3anponoHoBaHo: TepMiH NpnaaTHOCTI.
nikapcbkoro 3acoby BUPOGHMLTBO, 3 poku. 3MiHM BHeceHi B po3ain "TepmiH npyaaTHocTi" B
nepBuHHe iHCTPYKLUilO ANs MeQUYHOTro 3aCTOCYBaHHS NiKapCbKOro
naKkyBaHHs Ta 3acoby.
KOHTPOMb SIKOCTI: BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
TOB "®apma
Yepkac", YkpaiHa
224 XNOPO®INIMN | po3ynH cnvpToBui, MAT YkpaiHa MAT "lanuudpapm” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/4551/02/01
T 10 mr/mn no 100 mn "Mannuda 3MiHu 3 gKkocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTpornb peuernmom
y drakoHi pm" [OOMOMiXHMX peyvoBUH. 3MiHa napameTpiB cneumdikauin

(cknsiHOMy abo
noniMepHomy); no 1
dnakoHy B nadui; no
100 mn y 6aHui; no 1
OaHUi B naydi

Ta/abo [onyCTUMUX MeX ANA AOMOMIKHOI PeYOBUHM (iHLUi
3MiHW) BUIy4eHHS iHpopMalLlii LLoao NpoBeAeHHs
BUNpobyBaHH:A Ans ineHTudikaLii KOXXHOro TapHOro Micus
ans gonomixHoi pevouHn ETAHOIT (96 %) i3 po3gainis
3.2.P.4.1. Cneumdpikauis Ta 3.2.S.2.3. KoHTpornb matepianis
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
225, XJTIOPO®INIMN | po3ynH cnupToBUNA, NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - - UA/9519/01/01
T in bulk: no 100 mn y "Mannyda 3MiHu 3 sikocTi. MoToBMIA nikapcekuid 3acib. KoHTponb
bnakoHi CKNAHOMY pm" OOMOMDKHUX pevoBUH. 3MiHa NnapameTpiB cneumdikaLin
abo nonimepHomy, Ta/abo [onyCTUMUX MeX A51S AONOMIKHOT peyoBUHM (iHLi
abo 6aHuj; no 48 3MiHW) BUNyYeHHS iHbopMaLii LWoAo NpoBeAeHHst
6aHok abo crakoHiB BUNPOOYBaHHSA Ans ioeHTUdikauii KOXKHOro TapHOro micus
y Kopobi anst gonomixHoi pevouHn ETAHOIT (96 %) i3 po3ginis
3.2.P.4.1. Cneumdikauis 1a 3.2.S.2.3. KoHTponb matepianis
226. XMEJO eKCTpaKT pigkvn NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | Tuny - - UA/12525/01/01
LLUMLLOK (cybcTaHuin) B "Manuuda 3miHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
EKCTPAKT Hoykax noniMepHnx pm" cneuudikauin Ta/abo JOMYCTUMUX MEX, BUSHAYEHUX Y
PIOKUN ansi BUpobHuuTBa cneundikauisix Ha A®l, abo BUXigHUA/NPOMIXKHWIA
HeCcTepUIbHUX NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
nikapcbknx hopm BUpobHuUTBa ADI (iHLWi 3MiHW)
BUYYEHHS iHdopMaLiil Woao NpoBeAeHHst BUNpobyBaHHs
ONs ineHTugiKaLii KoXHOro TapHoro Micus cybctanuii
ETAHOIJ (96%) 3 BignosigHumu 3miHamu B po3gin 3.2.S.2.3.
KoHTponb matepianis.
227 LUE®OTAKCHU | nmopowiok ans MpuBaTHe YkpaiHa BMPOBHMLTBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/18260/01/02
M KOMBI PO34MHY AN iH'EKLiN | akKuioHepH nepBuHHE KuTaricbka 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y peuernmom
no 1r; 1 donakoH 3 e nakyBaHHS HapogHa BMPOBGHMUTBI. 3amiHa abo BBe4eHHS 404aTKOBOI AiNbHULI
nopotukom Ta 1 TOBapucTs PO3YMHHWKIB; Pecnybnika BMPOBHMLUTBA ANA YacTMHM abo BCbOro BUPOBHNYOro
amnyna 3 o "Nekxim- BTOPUHHE npoLiecy roToBOro fnikapcbkoro 3acoby (AinbHuusS Ans
po34ynHHukoMm (Boaa Xapkis" nakyBaHHs, BTOPWHHOIO MaKyBaHHS) - BBEAEHHS A0AaTKOBOI BUPOBHMYOT
ans iH'ekuii no 10 KOHTPOIb Ta BUMYCK [inbHULI BUPOOHULITBA ANS BTOPUHHOMO nakyBaHHsi 13
MI B amnyni) B cepii roToBoro TOB «Jlekxim-ObyxiB», YkpaiHa; 3miHu | Tuny - 3miHn 3
6nicTepi; no 1 nikapcbkoro 3acoby: sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI.
Gnictepy y nauui; 1 MpuBaTtHe 3MiHa iMnopTepa/3miHu, Lo CTOCYOTLCS BUMYCKY cepii Ta
rakoH 3 NOPOLLKOM akuioHepHe KOHTPOIO AKOCTi FOTOBOIO NiKapcbKoro 3acoby (3amiHa abo
Ta 1 amnyna 3 TOBapUCTBO nofaBaHHsi BUpOOHUKa, Lo BiAnoBiaae 3a BBe3eHHs Ta/abo
PO3YNHHUKOM "Ilekxim-Xapkis", BUMNYCK cepii) - Bkntoyaoumn KoHTponb/BnunpobyBaHHs cepii -
(JlipokaiH, po3ymH YkpaiHa BBEAEHHS 40AATKOBOI BUPOOHMYOI AinbHuLi 113 TOB
ons in'ekuin 10 BTOPUHHE «Jlekxim-ObyxiB», YkpaiHa, BianoBiganbHOi 3a KOHTPOIb Ta
Mmr/mMn no 5 mn B nakyBaHHs, BUMYyCK cepii
amnyni) B GnicTepi; KOHTPOIb Ta BUMYCK
no 1 6nictepy y cepii rotToBOro
nauui nikapcbkoro 3acoby:
TOB "Nekxim-
Ob6yxiB", YkpaiHa
BUPOGHMLUTBO Ta
nepBuHHE
nakyBaHHsi MOPOLLIKY:
PetoHr
dapmacbloTukan
Ko., IlTa., Kutaiicbka
HapogHa
Pecnybnika
228 LE®OTAKCHU | nopoiiok ans MpuBaTHe YkpaiHa BMPOBHMLTBO Ta Ykpaina/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/18260/01/01
M KOMBI PO34MHY AN iH'EKLiN | akKuioHepH nepBUHHE KuTaricbka 3MiHu 3 gKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y peuernmom
no 0,5r; 1a6o 10, e nakyBaHHsi HapogHa BMPOGHMUTBI. 3amiHa abo BBeEHHS 10AaTKOBOI AinbHULL




126 [TponoBkeHHs 1oaaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
abo 50 dpnakoHiB 3 TOBapuUCTB PO34YNHHUKIB,; Pecny6nika BUPOBHMLTBA NS YacTUHM abo BCbOro BUPOBHMYOro
MOPOLLKOM Y naykax; | o "Jlekxim- BTOPUHHE npoLecy roToBoro nikapcbkoro 3acoby (AinbHUus ans
1 chnakoH 3 Xapkis" nakyBaHHs, BTOPUHHOTO NaKyBaHHs1) - BBEAEHHSA 404ATKOBOI BUPOBGHNYOT
nopoLukom Ta 1 KOHTPOMb Ta BUMYCK AinbHWLi BUpobHULITBa ANs BTOPMHHOIO nakyBaHHA 113
amnyna 3 cepii rotoBoro TOB «Jlekxim-ObyxiB», YkpaiHa; 3miHu | Tuny - 3MiHu 3
po34nHHUKOM (Boaa nikapcbKoro 3acoby: sIKOCTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHM y BUPOBHMUTBI.
0§ iH'ekuii no 5 mn MNpuBaTHe 3MiHa iMmnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepil Ta
B amnyni) B 6nictepi; akuioHepHe KOHTPOJIO SIKOCTi FOTOBOTO Nikapcbkoro 3acoby (3amiHa abo
no 1 Gnictepy y TOBapUCTBO nofaBaHHs BUpoOHMKa, Lo BiANOBiAae 3a BBe3eHHs Ta/abo
nadui; no 1 donakoHy "Nekxim-Xapkis", BUNYyCK cepii) - Bkntoyatoumn koHTponb/BUNpobyBaHHs cepii -
3 NMOPOLLIKOM Y YkpaiHa BBEAEHHSA AoAaTKkoBoi BUpobHuYoi ginbHuui M3 TOB
6nictepi, 1 6nictep BTOPUHHE «Jlekxim-OByxiB», YkpaiHa, BignosiganbHOi 3a KOHTPOSb Ta
y naduj; no 5 nakyBaHHs, BUNYycCK cepii; 3miHu | Tuny - 3MiHn 3 siKocTi. [oToBMNA
dnakoHiB 3 KOHTPOIb Ta BUMYCK nikapcbkui 3aci6. Cuctema KoHTenHep/3aKynoproBarnbHUiA
NOPOLLKOM Y cepii roToBoro 3aci6. 3miHa po3mipy ynakoBKM roToBOro fikapcbkoro 3acoby
Gnictepi, 2 Gnictepu nikapcbKoro 3acoby: (iHWi 3miHK) - B 3B’A3KY 3 BBEAEHHSAM B 40 HOBOI
y nayuij TOB "Nekxim- BUPOBHMYOT OinNbHUL rpyny KOMNaHin BBOAATLCSA A40AATKOBI
O06yxis", YkpaiHa BapiaHTy ynakoku Ne1 Ta Ne10 y 6nictepi ans M3
BUPOBHMLTBO Ta LE®OTAKCUM KOMBI, nopoLuok Ans po3vmHy ans iH'ekuin
nepBUHHE no 0,5 r, 3 BignoBigHMMK 3miHamu B p. «Ynakoska» MKA 113
nakyBaHHsi MOPOLLIKY:
PetoHr
dapmacbioTukan
Ko., IlTa., Kutaiicbka
HapogHa
Pecnybnika
229, UACTOH® Tabnetkun no 100 Ximanas IHAis Ximanas BenHec IHpia BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - be3 UA/2451/01/01
Tabnetok y HOpar Komnani ALMiHicTpaTMBHI 3MiHN. 3MiHa HalMeHyBaHHs Ta/abo peuernma
nNnacTuKoBOMy Komnami agpecu Micusi NPoBaKEHHS AiSNbHOCTI
cnakoHi; no 1 BUPOGHYMKa/iMnopTepa roToBOro nikapcbkoro 3acoby,
dnakoHy B BKIIOHAK04M AiNbHNLi BUNYCKY cepii abo micLe npoBeaeHHs
KapTOHHiI kopobui KOHTPOIO SIKOCTI. (QiNbHICTb, 3a sIKy Bignosigae
BUPOGHWK/IMNOPTEP, BKINOYAKUM BUMYCK CEPIl) -
AfMiHicTpaTMBHa 3MiHa Ha3BW Ta agpecu BUPOBHUYOI
ainbHuUi MN3. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsAUiB nicns
3aTBEPAKEHHS

B.o. leHepanbHOro AMpeKropa
PapmaueBTUYHOro AupeKTopaTy

Moamuna APKO




