Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

HA, NMOBEPXHEBUN
AHTUCEH,
IHAKTUBOBAHA |
INFLUVAC® TETRA
INFLUENZA
VACCINE
QUADRIVALENT,
SURFACE ANTIGEN,
INACTIVATED

ronkoto abo 6e3 rosku;
no 1 a6o 10 wnpuuis B
KapTOHHI KopoobLi

KOHTpONb cepil
rn3
(imeHTudikauis Ta
KiflbKicHe
BU3HAYEHHS
reMar/IloTUHIHY
(FCA), bakTepiasibHi
€HLIOTOKCUHM):
ABGOTT
Bionogxikans
B.B., HigepnaHaw;
KOHTpOsb «final
bulk»
(cTepunbHicTb Ta
6akTepiabHi
€HOO0TOKCUHN);
nepBrHHE Ta
BTOPWHHE
nakysaHHs /13;
KOHTpONb cepii
N3 (kpim
ifeHTudikauii Ta

MopsiaKy 34iCHeHHS
thapmakoHarnagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciuyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPOMOHYKOTLCA A0 AEP>XABHOI PEECTPALII
Ne Ha3ssa siikapcbko20 dopma surnycky 3asiBHUK KpaiHa Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs1 peecmpayiliHo2o
ynakoska) NnocBi04Y€eHHs1
1. AMnoauniHy MOPOLLIOK (CybCcTaHLis) y TOB "®apma Ykpaina INKA aboparopic IHAi peecTpaduis Ha 5 pokis - He UA/18528/01/01
BECUNAT NoABINHMX Crapt" Niviteg nionsieae
nonieTMIeHoBUX
nakeTtax gns
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
2, IHOTYBAK® TETPA CYCNeH3ia AN iH'eKLil, ABGOTT Higepnangn BMPOGHMLITBO HigepnaHngm peecTpauis Ha 5 pokis 3a He UA/18498/01/01
BAKUWHA And no 0,5 mn cycneHsii gns Bionogxikans 6.B. «final bulk»; MepiognyHicTb NogaHHsA peyenmom nionsieae
NMPO®ITAKTUKN iH eKUili y nonepefHbO KOHTpOsb «final perynsipHo
revny HanoBHeHOMY bulk» (kpim TecTy OHOB/IHOBAHOrO 3BITY 3
YOTUPbOXBAJIEHT | ogHopa3oBoMy LUNpuLi 3 Ha CTepWbHICTb); 6e3neku, BigMoBigHO A0

1




Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
KifIbKiCHOrO
BU3HAYEHHSA
remMartoTUHIHY
(FCA); TecT Ha
CcTabiNbHICTb);
BUMycK cepii MN3:
AGGOTT
Bionogxikans
b.B., Higepnangn
3. NONEPAMIAY nopoLUoK (cybeTaHuis) y ToBapucTBO 3 Ykpaina BACYOXA IHais peecTpauist Ha 5 pokis - He UA/18529/01/01
rigpoxnoprunj nakeTax noaBiliHNX obmexeHoro PAPMA KEM nionszae
noslieTuNeHoBMX aNs BigNoBiga/IbHICTIO NIMITEL,
hapMaLeBTUYHOTO "®GapmaueBTnyHa
3acTocyBaHHsA KOMNaHis
"3gopos's”
4, MAKCUD/TOKC po34nH ans iHgysili, 400 [ovipHe YkpaiHa [JouipHe Ykpaina peecTpaList Ha 5 pokis 3a He UA/18530/01/01
Mmr/250 mn, no 250 mny nignpveMCTBO nignpMeEMCTBO peyenmom nionsizae
KOHTEliHepi 3 "®dapmatpeig"” "®bapmaTpeig"” MepiognyHicTb NogaHHA
noninponinexy; no 1 perynsipHo
KOHTEiHepY B KAPTOHHIl OHOB/IHOBAHOTIO 3BITY 3
ynakoBLi 6e3neku, BigNOBIAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
5. CYNb®AMETOKCA3 | nopoLlok KpucTanivyHuii MpusatHe Ykpaina Bipuoy IHais peecTpauif Ha 5 pokis - He UA/18531/01/01
on (cyb6eTaHuifn) y naketax akuioHepHe Nab6opaTtopi3 nionsieae
noABINHNX TOBapuncTBo Nimiteq
nosnieTuNeHoBux ans "JlekxiMm-Xapki"
dhapmaLeBT14HOro




Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
3aCTOCYBaHHSA
6. YNbTPAKAPB rpaHynun ans opanbHoil ToBapucTBo 3 YkpaiHa Ke6oT Hopit HigepnaHan peecTpauist Ha 5 pokis 6e3 nionseae UA/18532/01/01
cycneHsiino 50 ry obmexeHo Hepepnanpg B6.B. peyenma
NnaacTUKOBOMY O/1aKOHi, BiANoBigasIbHICTIO MepioAnyHICTb NofaHHSA
no 1 donakony y «bi3Hec LleHTp perynapHo
KapTOHHI/ Kopoo6Li dapmavis» OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iACHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaYeHUMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
7. DTYTUKA3OHY NnopoLUoK (cybeTaHuis) y CaHodi Ximi ®paHuisa CaHodi Ximi PpaHLis peecTpadist Ha 5 pokis - He UA/18533/01/01
MNPONIOHAT noABINHNX nionsizae
nonieTnIeHoBUX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYBaHHS

FeHepanbHUN aUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

KopoobLi

y po3ginax
"PapmakoTepanesTuyHa
rpyna”,
"MMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemogijit", "Ocobnusi
3axoau 6esnekun”
(po3gin BuganeHo,
iHthopMmaLisa BUknageHa
y po3gini "Ocob6amBocTi
3aCTOCYBaHHSA",
"Ocob6nmBoCTi
3acTocyBaHHs",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpygaro”,
"Cnocib 3acTtocyBaHHs
Ta fosn”,
"MNepepo3syBaHHA",
"Mo6iyHi peakuyii"
IHCTPYKUiT Ans
MeMNYHOro
3aCTOCyBaHHsA
nikapcbKoro 3acoby
BignoBigHO Ao
mMartepianis
peecTpauiiHoro Aochbe.

MepiognyHICTb NogAaHHSA

Ne
MNEPENIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYHOTHLCA A0 AEP>XXABHOI NMEPEPEECTPALILII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1

1. ACMIPUH® C TabneTky wunydyi; no 2 Baiiep KoHcblomep LLiBefiuapis Baiiep HimeuunHa MepepeecTpauin Ha 6e3 niosnsieae UA/4398/01/01

TabneTtky y ctpuni; no 5 Kep Al BitTepcenss HeobMeXeHul TepPMiH. peyenma

CTPVNIB Yy KAPTOHHIl m6X OHOB/1EHO iHhopMaLlito




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

BIOCOH

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKO0
no 10 TabneTtok y
6nicTepi; no 1, 2, 3 abo
10 6nicTepiB y
KapTOHHIN navui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHOBAEHO iHthopMmaLito
B [HCTpYKUji gns
MeNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
B/1ACTMBOCTI"
(BONOBHEHHS
iHchopmawii), "B3aemogis
3 iHLWMMK NiKapCbKUMun
3acob6amu Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHs", "
34aTHICTb BNAMBATU Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopToM abo
iHWYMKU MeXaHi3mamn®,

6e3
peyenma

nidnsieae

UA/15137/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekn 3acTocyBaHHs
Lit04NX PEYOBVH.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

BAJNIEPIAHU
KOPEHEBULLA 3
KOPEHAMA

KopeHesuLLa 3
KopeHsmK (cybcTaHuis)
y MillKax, Tiokax ans
thapmavLeBTUYHOro
3aCTOCYBaHHS

MpAT "NikTpasn”

YkpaiHa

MpAT "/NikTpasn”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

He
nidnsieae

UA/5558/01/01

BANCAP-H

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
80 mr/12,5 mr: no 7
Tabnetok y 6nictepi; no
4 6nicTepun B KAPTOHHIl
KOpoo6Li

Aypob6iHao dPapma
nrtg

IHais

Aypob6iHgo dPapma
Nimiten - FOHIT VII

IHais

MepepeecTpaLis Ha
HeobMeXeHW TEPMIH.

OHoB/EeHO iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sgainax
"®apMakoorivHi

3a
peyenmom

He
nidnsieae

UA/14977/01/02




Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BNacTuBOCTi",
"Moka3aHHA" (YTOYHEHHS
iHhopmawi),
"MMpoTunokasaHHa",

"B3aemogis 3 iHWuMn
niKkapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHs rpyaar”,
"3paTtHiCTb BNANBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCnopToM abo
IHWMMKU MeXaHi3mamn®,
"Cnocib 3acTtocyBaHHs
Ta fosn”,
"MNepepno3yBaHHA",
"Mo6iyHi peakuyii"
BiAnNoBigHO A0
iHdhopmauii woao
MeANYHOro
3aCTOCyBaHHSA
pedhepeHTHOro
nikapcbkoro 3aco6y (KO-
[IOBAH).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEpPKEHOro Haka3om
MiHicTepcTBa OXOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHMU




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

BANCAP-H

TabneTkn, BKpUTI
MN/1iBKOBOKO 060JIOHKOIO,
160 mr/25 mr: no 7
TabneTtok y 6nictepi; no
4 6nicTepun B KAPTOHHIl
KopoobLi

Aypob6iHgo ®apma
nra

IHais

Aypob6iHao dapma
NimiTeq - FOHIT VII

IHais

MepepeecTpauis Ha
HEobMeXeHWli TEPMIH.

OHOBAEHO iHthopMmaLito
B IHCTPYKUiT ANns
MeNYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
B/1acTMBoCTi",
"Moka3aHHA" (YTOYHEHHSA
iHdhopmawuii),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"3paTtHiCTb BNANBATU HA
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNopTOM abo
HWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs
Ta fosn”,
"Mepepno3yBaHHA",
"Mo6iyHi peakuir”
BiANoBIgHO A0
iHchopmawii wopao
MeAnYHOro
3acTOCyBaHHsA
pedhepeHTHOro
nikapcbkoro 3acoby (KO-

3a
peyenmom

He
nionsieae

UA/14977/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

LIIOBAH).

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

ENEYTEPOKOKY
EKCTPAKT

eKCTpakT pigkvii no 20
MA, no 25 mn, no 30 mn
a6o no 50 MN Yy CKASAHNX
dhnakoHax; no 30 mn
abono 50 mny
nonimepHux chnakoHax,
no 30 mn a6o no 50 mn
y CkisiHoOMy a6o
nonimepHomy hnakoHi,
no 1 dpnakoHy B nauui

MpAT
dPapmaueBTUYHa
habpuka "Biona"

Ykpaina

MpAT
dapmaueBTUYHa
thabpuka "Biona"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWli TepPMiH.
OHoB/EHO iHthopMmaLito
y po3ginax
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
IHCTPYKUiT aNns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
OHOBJIEHOT iHdhopMmaLii
11040 6e3neku

6e3
peyenma

nidnsieae

UA/11560/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHA fjto4ol
PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

NATAMEA

Kpanni o4Hi, pO34nH No
2,5 MmNy donakoHi-
KpanenbHu; no 1
hnakoHy-kpanensHuLi B
KapTOHHI Kopobuj

YOPA[,
MEOMLIVH
OPTA/IBMIKC
NIMITEL,

Benwuka
BpuTtaHis

K.O. Pomdpapm
KomnaHi C.P.J1.

PymyHis

MepepeecTpauis Ha
HeobMexeHuii TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3gaini "Mobiyni peaxuii”
BignosigHo oo
OHOB/IEHOT iHdhopMaLlii 3
6e3nekun gitoyoi
pPeyoBUHN.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iCHeHHs

3a
peyenmom

He
nionsieae

UA/14903/01/01

10




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku

NATACONT

Kpanni o4Hi, po3unH 0,05
mr/Mn no 2,5 mny
hNakoHi-kpanenbHuLi;
no 1 dpnakoHy-
KpanenbHuLi B
KapTOHHI Kopo6Lyi

YOPN[]
MEOVLIVH
OPTA/ILMIKC
NIMITEL,

Benvka
BpuTanis

K.O. Pomcbapm
Komnani C.P.J1.

PymyHis

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeNYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1ACTVBOCTI",
"Moka3saHHA" (YTOYHEHHS
iHdpopmauii),
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHsA y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo

3a
peyerimom

He
nionsieae

UA/14885/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

HLWIMMKX MexaHi3Mmamm®,
"Cnoci6 3acTtocyBaHHs
Ta gosu", "Aitn"
(yTouHeHHs iHdopMmauii),
"Mepepno3yBaHHA",
"Mo6ivHI peakuii”
BignosigHo 0
iHdpopmauii
pedhepeHTHOro
nikapcbKoro 3acoby
(KCANATAH®, kpanni
OYHi, po3unH 0,05
mr/mn).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

NETPO30/1 KPKA

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 2,5 mr; no 10
TabneTok y 6nictepi; no
3, 6 abo 9 6nicTepiB y
KapTOHHI Kopobuj

KPKA, a.4a., Hoso
MecTO

CnoBeHisi

BignoBigasibHWI 3a
BMPOGHMLTBO " in
bulk", nepsuHHy
yNaKkoBKy,
BTOPVHHY
yNaKoBKy:
IHTac
dPapmacboTrKan3

IHgis/
MonbLua/
Himeuunna/
YroplmHa/
CnoseHis

MepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHOB/EHO iHhopMmaLito
B IHCTPYKUiT ANns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y

3a
peyenmom

He
nionsieae

UA/14992/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Nimitep, IHAis; po3ginax “lMNokasaHHA"
BifNOBifaIbHWIA 32 (yTOUYHeHHs iHdhopmauii),
BTOPWHHY "B3aemogis 3 iHWMMK
yNaKkoBKy: nikapcbkMu 3acobamu
KPKA Monbua Cn. Ta iHWi BUan
30.0., Monbwa; B3aemMogijin",
Mpectnx "Oco6nMBOCTi
[pomoyLueH 3acTtocyBaHHs", "Mo6iYHI
Bepkaydccoepae peakuii” BignoBigHo A0
PYHr & iHdhopmauii wono
Bepb6ecepsic MeauyHoro
'M6X, HimeuunHa; 3aCTOCYBaHHS
KPKA, a.4a., Hoso pedhepeHTHOro
mecTo, CnoBeHis; niKapcbKoro 3acoby
TAL dapma M'M6X, (PEMAPA®, Tabnetku,
HimeuuunHa; BKPWTI NNiBKOBOIO
BiNOBifaIbHWIA 32 060/10HKO, 2,5 Mr).
KOHTPO/b Cepii:
Ons isnko- MepioAnyHICTb NOAAHHSA
Ximi4yHOro perynspHo
TecTyBaHHS: OHOB/IIOBAHOTO 3BITY 3
BeccniHr 6e3neku, BignoBigHO A0
YropumHa K., Mopsaky 34iACHEHHS
YropLuHa,; chapmakoHarnsgy,
ans 3aTBEPAKEHOIO HakasoMm
Mikpob6ionoriyHoro MiHicTepcTBa OXOpOHU
TECTYBaHHSA: 34,0pOB’sl YKpaiHu Big 27
DAPMABANIL rpyaHsa 2006 poky Ne
nTa. 898, 3apeecTpoBaHoro B
Mikpob6ionogxikan MiHicTepcTBi ocTuuii
Na6opaTopi, Ykpainu 29 ciuHs 2007
YropLimHa; poky 3a Ne 73/13340 (y
BignoBigasibHW 3a pefakuii Hakasy
[,03Bi/N1 HA BUNYCK MiHicTepcTBa OXOPOHU
cepii: 310pOB'A YKpaiHu Bif 26
KPKA, a.4a., Hoso BepecHs 2016 poky Ne
MecTo, CnoBeHis; 996), CTaHOBUTbL: 3rigHO
TAL dapma M'm6X, 3i cTpokamu,
HimevunHa 3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.
10. MEHUWKNOBIP MOPOLLIOK (CybCTaHLis) y MPAT YkpaiHa LaHxaii ®apma Kutaii nepepeecTpawis Ha - He UA/11547/01/01
noABiliHMX MilLKax 3 "OITOPAPM" pyn YaHnkoy HeobMexeHuii TepMiH nionsi2ae

nonieTunexy s
¢hapmaLeBTUYHOrO

KoHi
PapmacbloTikas
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3acTocyBaHHsA Ko., Jita.
11. NPEAN3NH® TabneTtku BAT "T'efeoH YropwumHa BAT "leneoH YropuymHa/ MepepeecTpauin Ha 3a He UA/11298/01/01
MPOJIOHrOBaHOI A, PixTep" Pixtep", Monbwa/ HeobMeXeHWi TepPMIH. peyenmom nionsizae
BKPUTI NNiBKOBOIO YropLmHa (Bunyck PymyHis
06010HKOt0, MO 35 Mr nNo cepii); MepiognyHIiCTb NoAaHHSA
10 TabneTok y 6nicTepi; TOB "T'epeoH perynspHo
no 6 6nictepis y PixTep Monbua", OHOBJ/1OBAHOTO 3BITY 3
KapTOHHI Kopo6Lyi MonbLa 6e3neku, BigNOBIAHO A0
(KOHTpONb AKOCTI, Mopsaky 34iACHEeHHS
[03BiN Ha BUNYCK chapmakoHarnsgy,
cepii; 3aTBEPXXEHOro Hakasom
BMPOGHMLTBO MiHicTepcTBa 0XOpOHU
Hepo3dhacoBaHoOro 3[10pOB’A YKpaiHuu Big 27
NpoaykTy, rpyaHa 2006 poky Ne
nepBuHHA 898, 3apeecTpoBaHoOro B
ynakoBKa, MiHicTepcTsi tocTuuii
BTOPVHHA YkpaiHu 29 ciyns 2007
yrakoBKa); poky 3a Ne 73/13340 (y
'epeoH Pixtep pepaxuii Hakasy
PymyHia A.T., MiHicTepcTBa OXOpPOHU
PymyHis 300pOoB'A YKpaiHu Big 26
(KOHTPO/Ib IKOCTI, BepecHs 2016 poky Ne
[,03BiNT Ha BUMYCK 996), CTaHOBUTL: 3riAHO
cepii; 3i cTpokamu,
BUPOGHMLTBO 3a3HayveHumn y
Hepo3cacosaHoro nepiognMYHOCTI NoAAaHHSA
npoaykTy, perynsipHux 3BiTiB 3
nepBuHHA 6e3neku.
ynakoBka,
BTOPVHHA
ynakoBka)
12. PEKOPMOH® PO34MH ANS iH'EKLA No ®.XodhcpmarH-/15 LLiseiuapis Brpo6HMLUTBO Himeuunna/ MepepeecTpauis Ha 3a He UA/5146/01/02
2000 MO/0,3 mn; no 3 Pow NTg, Hepo3dacoBaHo| LLiBeiiuapis HeobMeXeHWi TepMiH. peyenmom nionsizae
nonepeaHsL0 npoayKuii,
HaMoBHEHWX LUMPULM NO BTOPVHHE MepiognyHICTb NoAaHHA
2000 MO/0,3 mn pazom nakyBaHHs, perynsipHo
3 3 rofikamu Ans iH'ekuii BUNPOBYBaHHSA OHOBJ/IOBAHOTO 3BITY 3
27G1/2 (ronka KOHTPO/TO SKOCTI, 6e3neku, BigNOBIAHO A0
nomileHa y nnacTukoBy BUMYCK Cepii: Mopsaky 34iACHEeHHS

YNaKoBKY) B KOHTYpHIlA
YapyHKOBIli ynakoBLii,
LLO cKnafaeTbes 3 3
OKPEMMX NNacTUKOBMX
KOHTeliHepis (1
nonepeAHbLO
HanoBHeHW wnpuy Ta 1

Pow fdiarHocTuke
'M6X, HimeuunHa;
Brpo6HMUTBO
Hepo3dracoBaHoT
npoAyKuii,
BMNPOOYBaHHSA
KOHTPOJIIO AKOCTi:

hapmakoHarnagy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpoHHU
3[10pOB’A YKpaiHu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1

rofika B 04HOMY BeTTep ®apma- Ykpainu 29 ciuHs 2007
na1acTUKOBOMY ®epTuryHr MrmoX i poky 3a Ne 73/13340 (y
KOHTeliHepi); no 2 Ko KI', HimeuunHa; pefakuii Hakasy
KOHTYPHi YapyHKOBI . XodhdpmaHH-/15 MiHicTepcTBa OXOPOHU
ynakoBku (6 Pouw /1ta, 310pOB'A YKpaiHu Bif 26
nonepeaHb0 LLIseliyapis; BepecHs 2016 poky Ne
HanoBHEHWX LUNPULiB Ta BunpobyBaHHs 996), CTaHOBUTbL: 3rigHO
6 rof1oK) y KapTOHHii KOHTPOJIO SKOCTI: 3i cTpokamu,
KopoobUi . XodpdpmaHH-/15 3a3HavYeHMmn y

Pow NTa, nepioguYHOCTI NoAaHHsA

LBeliuapis; perynsipHux 3siTis 3
Bettep ®apma- 6e3neku.
®epTuryHr rmoX i
Ko KI, HimeuynHa
13. PEKOPMOH® PO34MH ANS iH'EKLA No ®.XothcpmaHH-/15 LLiBefiuapis Brpo6HMUTBO HimeuunHa/ MepepeecTpauis Ha 3a He UA/5146/01/04

no 30 000 MO/0,6 mn; Pow NTpg, Hepo3dracoBaHoT LLiBeiiuapis HeobMeXeHuli TepPMiH. peuyenmom niosnsieae
no 1 nonepeaHsLo NPOAYKLUii,
HarnoBHEHOMY LINpuL,i No BTOPVIHHE MepiognyHICTb NoAaHHA
30 000 MO/0,6 mn nakyBaHHs, perynspHo
pa3oM 3 rosikoro Ans BUNPOBYyBaHHA OHOB/IHOBAHOrO 3BITY 3
iH'exuUii 27G1/2 (ronka KOHTPOJIH0 SIKOCTI, 6e3neku, BigNoBigHO A0
noMiLeHa y niacTukoBy BUMYCK cepii: Mopsaaky 34iiCHeHHA

YNakoBKY); B KOHTYPHIiii
YapyHKOBIli ynakoBLj,
LLIO CKNafaEeTbea 3 4
NNacTVKOBUX
KOHTelHepiB (1
nonepeaHbLO
HanoBHeHW wnpuy Ta 1
rosika B 0fHOMy
nnacTyKoBOMy
KOHTelHepi); no 1
KOHTYPHIli YapyHKOBI
ynakosLi (4 nonepeiHbO
HaMoOBHEHWX LUMNPULIM Ta
4 rONKKN) y KapTOHHIl
Kopo6ui; no 1
nonepeaHLo
HarnoBHEHOMY LINpULi No
30 000 MO/0,6 mn
pasom 3 ronkoto Ans
iH'exuUii 27G1/2 (ronka
noMiLeHa y niacTukoBy
YNakoBKY); B KOHTYPHIiii
YapyHKOBIli ynakoBLj,
LLIO cKnafaeTbea 3 1

Pow fliarHocTrkKe
mM6X, HimeuunHa,;
Bunpo6yBaHHs
KOHTPOJIIO SAIKOCTI:
®. XochbdmaHH-/15
Pow JlTa,
LBeliuapis;
®. XochbdpmaHH-/15
Pow JlTa,
LBeliuapis

thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognMYHOCTI NOAAaHHS
perynspHux 3BiTiB 3
6e3neku.
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ma1acTUKoBOro
KOHTelHepa (1
nonepeaHbLo
HanoBHEHWIA Wnpuy, Ta 1
rosika B ofHOMy
M1acTUKOBOMY
KOHTelHepi); no 1
KOHTYPHIli YapyHKOBilA
ynakoBui (1 nonepeaHbo
HanoBHEHWIA Wnpuy, Ta 1
rofika) y KapToHHil
KopoobUi

14.

COTAJION
CAHA03®

TabneTku no 40 mr; no
10 TabneTok y 6nictepi;
no 5 6nictepiB y
KapTOHHI kopobui abo
no 25 TabneTtok y
6nicTepi; no 2 6nictepu
Y KapTOHHIi kopobui

CaHpo3
dapmacbioTikans
a.4a.

CnoseHis

BMPOBHULTBO 3a

NOBHUM LMK/IOM:

Canotac dapma
6X

HimeyunHa

MepepeecTpauis Ha
HEO6MEeXeHU TepPMiH.
OHOBAEHO iHthopMmaLito

B [HCTpYKUii gns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
po3gini "OcobnmnBocTi
3aCTOCyBaHHA",
BignosigHo oo
OHOB/IEHOI iHdopMaLlii 3
6e3nekn 3acToCyBaHHs
[OMOMiXKHUX PEYOBVH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,

3a
peyenmom

He
nionsieae

UA/4449/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

15.

COTANON
CAHJ03®

Tabnetkv no 80 mr no 10
TabneTok y 6nictepi; no
5 6nicTepiB y KapTOHHIl
KopoobLi

CaHpo3s
dapmacbloTikans
a.8.

CnoBeHis

BMPOGHULITBO 3a

MOBHUM LMK/IOM:

Cantotac dapma
6X

HimeyunHa

MepepeecTpauin Ha
HEobMeXeHWi TEPMIH.
OHoB/eHO iHhopMaLlito

B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3gaini "OcobnuBocTi
3aCTOCyBaHHSA",
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekn 3acTocyBaHHsA
[OMOMDKHUX PEYOBWH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMN y
nepioguYHOCTI NogaHHsA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nidnsieae

UA/4449/01/02

16.

COTA/ON
CAHA03®

Tabnetky no 160 mr no
10 TabneTok y 6nicTepi;
no 5 6nictepiB y
KapTOHHI KopobLyi

CaHpos
dapmacbioTikans
a.4o.

CnoBeHisi

BMPOBHULTBO 3a
NOBHUM LMK/IOM:
Cantotac dapma
M6X, HimeyuunHa,;

Himeuunna/
Monbwa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
OHOBANEHO iHthopMmaLito

B [HCTpyKUji ans

3a
peyenmom

He
nidnsieae

UA/4449/01/03
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
nepBuHHE i MeAnYHOro
BTOPVHHE 3acTOCyBaHHsA
nakyBaHHS, BUMYCK NikapcbKoro 3acoby y
cepii: po3gaini "OcobnmBocTi

Nek C.A., Nonblwa

3aCTOCyBaHHSA",
BignoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekn 3acTocyBaHHs
[OMOMiKHUX PEYOBWH.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

FeHepanbHUN gUpeKTop
AvpekTopaTty chapmaueBTUUHOro 3a6e3nevyeHHsA

18
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, 040 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALIAHNX MATEPIANIB

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakosKa) nocsi0O4YeHHs1
1. ABABIP pO34uH opasbHUiA 20 FETEPO J1AB3 IHais I'eTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/14957/02/01
Mmr/Mn no 240 mn'y NIMITEL Nimiten marepianis:3aminu | Tuny - 3mMiHu
donakoHi; no 1 doakoHy Lof0 6e3nekn/edekTMBHOCTI Ta
pasom i3 wnpuuom (10 mn) thapmakoHarnagy (iHwi 3MiHu) -
i afanTepoM y KapTOHHiIl OHOBJ/IEHHS TEKCTY MapKyBaHHs
Kopobui YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3HavYeHHs oAnHULb
BUMIPIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
2. ABANAM TabneTku, BKpUTI FETEPO /IAB3 IHAisA [eTepo /1a63 IHgis BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/15750/01/01
NNiBKOBOK 060J10HKOD, MO NIMITEL NimiTen martepianis:3aMiHu | TNy - 3MiHU
600 mr/300 mr; no 30 Lofo 6e3nekn/edpekTMBHOCTI Ta
TabneTok y KoHTeliHepi; no hapmakoHarnsgy (iHwi 3MiHn) -
1 KoHTeHepy pa3om 3 BHECEHHS 3MiH [0 po3ainy
«[lonepemxysanbHO “MapkyBaHHA" MKA N13:
KapTo» B KAPTOHHIi 3anponoHosaHo: MAPKYBAHHA
KopooLi BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHs. OHOBEHHSA
TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpOTArom 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
3. ABIKCA TabneTku, BKpUTI Nynp6ek Exkcnopt A/C [OaHis X. NyHpbek A/IC [aHis BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/4760/01/01
NNiBKOBOK 060/10HKOID, MO mMartepianis:3aMiHu | TUny - 3MiHU
10 mr no 14 TabneTok y ofo 6e3nekn/edhekTMBHOCTI Ta
6nictepi; no 2 6nictepn y hapmakoHarnsgy (iHwi 3miHn) -
KapTOHHI ynakoBLi 3MiHM BHECEHO B iHCTPYKLiIO AN
MeAMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y p.
"Ynakoska"
4. A3NUNH® kancynu no 250 wmr, no 6 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHNX 3a peyenmom UA/0137/01/01

19




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kancys y KOHTYpHif
YapyHKOBIli ynakosLi; no 1
KOHTYPHIli YapyHKOBIlA
yMakoBLi B mayi

"hapmMaueBTnyHa
ipma "OapHuus”

"®apmMaueBTNYHa
chipma "JapHuus”

marepianis:3miHu | Tvny - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiIMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy

ANOXon

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
10 a6o 50 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y nauui 3
KapToHy; no 180 TabneTok
Y KOHTeHepi
nnacTukosomy; no 1
KOHTelHepy B nauui 3
KapToHy

My6niuHe akuioHepHe

TOBapucTBO "HaykoBo-

BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
Ximiko-
hapmaLeBTUYHNI
3asopg"

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3aBofg", YKpaiHa,
TOB "Arpodapm”,
YkpaiHa
(dbacyBaHHsA Ta
nakyBaHHs)

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N3;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo fo 3aTBepAXeHOro

TekcTy MapKyBaHHsA. BunyyeHHsa

iHcbopmauii woao ynakosku in bulk
3 MaTepianis peecTpaviiHoro
[OCbE (3 TUTYNBLHOT CTOPIHKK,
po3ainy «YnakoBka» Ta

«MapkyBaHHsi» MKA /13) y 3B8'A3Ky
3 TUM, LLIO Ait0 peecTpauiiHoro

noceigyeHHs Ha 113 Anoxon,

TabneTku, BKPUTI NNIBKOBOKO

060710HKO10, in bulk: no 1 kr

TabneTok B nakeTax
nonietuneHosux (Pl Ne

UA/1643/01/01 Big 26.04.2019)
NPUNMHEHO 3rigHO Hakasy MO3

YkpaiHn 13.11.2020 Ne 2617.
OHOB/IEHHA TEKCTY MapKyBaHHS

6e3 peyenma

UA/2355/01/01
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHULb
BMMIpIOBaHHSA y cuctemi Sl
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS

ANb®A-NINOH

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
300 wmr, no 10 Ta6neToK y
6nicTepi, no 3 a6o 6
6nictepiB y nauyi

AT "KWTBCBKUI
BITAMIHHWA
3ABOS"

YKpaiHa

AT "KWTBCBKIT
BITAMIHHWI
3ABOL"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: yTOUHEHHS
ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2143 Big 21.09.2020 B
npoueci BHECEHHA 3MiH (3MiHW |
™My - 3MiHM LWoAo
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3HayYeHHs OAVHNLb
BVMIipIOBaHHSA y cuctemi Sl.
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHs" MKA J13. BBefeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEpXEHHs.) Ta Hakasi MO3
Ykpainn Ne 2759 Big 30.11.2020
(3MiHM | TUMy - BUNYYEHHSA
BUpo6HUKIB A®I 3i cknagy N3
Anbta-ninoH: «Shanghai Shyndec
Pharmaceutical Co., Ltd», Kutaii,
Ta «Laboratorio Chimico
Internazionale S.P.A.», |Tanis.
[itoua pevoBuHa: *Anbcha-ninoesa
(tiokToBa) kucnota («Laboratorio
Chimico Internazionale S.P.A.»,
ITanis, «Shanghai Shyndec
Pharmaceutical Co., Ltd», Kutaii,
«Suzhou Fushilai Pharmaceutical
Co., Ltd», Kutai)
MponoHoBaHa pepfakuisa: Cknag 1
Tabnetka MicTuTb: [itoua
peuyoBuHa: *Anbcpa-ninoesa
(TiokTOBa) KMcnoTa («Suzhou
Fushilai Pharmaceutical Co., Ltd»,
Kutai))

3a peyenmom

UA/4766/01/01

ANNb®AXONIH

®

PO34UH opasibHUiA, 600
Mr/7 Mano 7 mny
hNakoHi 3 KPULLIKOHO 3
KOHTPONEM NepLUOro
BiAKpWTTSA; No 10 chnakoHis
y naduj

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3mMiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMakoHarnsgy

3a peyenmom

UA/17917/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.

[itoua pepakuis: Cipaxos Irop
OnekcaHpaposuy. MNMponoHoBaHa
pepakuis: Typok B'auecnas
B'auecnasoBuy

ANbUMEPAT

pPO34UH opasibHUiA, 600
Mr/7 M1, N0 7 M/ PO3UUHY
y donakoHi, no 10
dhnakoHiB y KopobL,i 3
KapToHy

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3mMiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Wwoao
3a3HauYeHHs OAVHNLb
BMMIplOBaHHSA y cuctemi Sl

3a peyenmom

UA/17979/01/01

AMBPOKCON
EKCTPA

Tabnetku no 30 mr no 10
TabneTtok y 6nictepi; no 2
6nictepu B KOpobLi 3
KapToHY

TOB "AcTpadapm”

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:3miHu | Tuny - 3miHu 3
sKocTi. FoToBWIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO JlikapCbKoro 3acoby
(iHLWi 3MiHW) - BBEAEHHSA
nepiogNYHOCTI KOHTPOJIIO 3a
nokasHukom "MikpobionoriuHa
yucToTa": BUKOHYETLCA AN
KOXHOI N'ATOl cepil, ane He pigwe
0/IHOTO pasy B pik

6e3 peyenma

UA/8801/01/01

10.

AMI3OH®

TabneTkn, BKPUTI
060/10HKoK, Mo 0,125 1, o

AT "dapmak"

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | Tuny -

3a peyenmom

UA/6493/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AAMiHICTpaTUBHI 3MiHW. 3MiHa

10 a6o 20 TabneTok y
6nictepi; no 1 6nictepy B
nauuj 3 KapToHy

Kofy ATX - 3MiHV BHeCeHo A0
IHCTPYKLi 415 MeuyHOro
3acTocyBaHHs npenapary Ao
po3giny "®apmMmakoTepaneBTuyHa
rpyna" BignosigHo fo
MiXHapOAHOro knacudikaropa
BOO3
(http://www.whocc.no/atc_ddd_ind
ex/): 3aTBepakeHo — MpoTuBipycHi
3ac06u Ans CUCTEMHOro
3acTocyBaHHs. MNpoTuBIpYCHI
3aco6u npsAmoi aii. Kog ATX JO5 A
X; 3anponoHoBaHo — MpoTuBIpyCHI
3acobu 4n1a CUCTeMHOro
3acTocyBaHHs. MNpoTMBIpYCHI
3acobu npamoi aii. Kog ATX JO5
AX17. BBefeHHsa 3MiH npoTsarom 6
MiICALIB MIiCNSA 3aTBEPIKEHHS.
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS iKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnimKeHb, NPoBeAeHNX
BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHu
BHECEHO [10 IHCTPYKLi AN1A
MeJMNYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3ainis
"Oco6nM1BOCTI 3aCTOCYBaHHA"
LLoA0 6e3nekn fOoNOMiIXKHUX
peyoBVH. BBeAeHHs 3MiH
npoTarom 6 micsAuis nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta

dhapMakoHarnsay. 3miHn y
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

TepaneBTUYHNX NOKa3aHHAX
(BMNYyYeHHA TepaneBTUYHOTO
nokasaHHs) 3MiHVW BHECEHO A0
IHCTPYKLi 415 MegnyHOro
3aCTOCYyBaHHSA MikapcbKoro 3acoby
00 po3giny "MokasaHHA"
(BMYYEHHS nokasaHb: - NiKyBaHHSA
KOpY, KpacHyxu, BiTPSHOI Bicnu,
napoTUTHOT iHdDeKU|T; — y cknagi
KOMM/IEKCHOT Teparii BipyCHWX,
BipyCHO-6akTepianbHNX Ta
6akTepiasibHUX NHEBMOHIli Ta
aHriH) Ta, SK HacnigokK, A0 po3ainy
"Cnocib 3acTocyBaHHs Ta fo3un'.
BBefeHHs 3MiH npoTarom 6
MiCALIB MIiCNA 3aTBEPIPKEHHS.
3MiHu Il TUnYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKNIHIYHUMU, KIHIYHMUN
JaHUMK Ta AaHumm 3
thapmakoHarnsgy - 3MiH1 BHECEHO
[0 IHCTPYKUiT 4519 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakonoriyHi
BnactusocTi", "MokasaHHsa"
(yTouHeHHs iHchopmaui ),
"MpoTunoka3saHHsa", "B3aemogis 3
HLWMMKM nikapcbknMKn 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnocib 3acTtocyBaHHs Ta fo3un",
"Oitn" (yTOUYHEHHS
hopMy/toBaHHS),
"Mepepo3yBaHHs", "Mo6IYHI
peaxuii” BignoBigHoO A0
pesynbTaTiB gocnigxkeHs FAVOOA-
IA, FAVOOA-I1B, FAVO0A-IC,
FAVOO0A-ID Ta pgocnigxeHHs 111
hasw.

BBegeHHs 3MiH npoTsrom 6
MiCAILiB Nicns 3aTBepPKEHHS.
3Minn Il TURy - 3MiHK WoAao
6e3nekn/edeKTNBHOCTI Ta
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKNIHIYHUMU, KIHIYHMUN
JaHUMK Ta AaHumm 3
thapmakoHarnsgy - 3MiH1 BHECEHO
[0 IHCTPYKUiT 4519 MeaNYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3ainy "3actocyBaHHs y
nepiog, BaritTHOCTi ab0 rogyBaHHs
rpyaar" BiAnoBigHoO Ao
pe3ynbTaTiB AOKAIHIYHNX
JocnigpkeHb BN/IVBY eHicamiymy
noauay Ha hepTUIbHICTL Ta
opraHoreHes. BeefieHHs 3MiH
npoTarom 6 micsAuis nicns
3aTBepMKeHHs. 3MiHu Il Tvny -
3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKill XapakTepucTui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLi Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMU Ta A@aHUMK 3
hapmakoHarnsgy - 3miHM BHECEHO
[0 IHCTPYKUIT A8 MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakosoriyHi
BNacTMBOCTI" BiANOBIAHO A0
pesynbTaTiB in Vitro fJocnimkeHb
NPOTUBIPYCHOI aKTUBHOCTI.
BBefeHHA 3MiH NpoTArom 6
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3minu |l TUny - 3MiHM WoAao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3miHa(1) Ao 3000B'A3aHb Ta yMOB
BMAaui peecTpauiitHoro
NocCBiAYeHHs, BKoYatoun Mnax
ynpaeniHHA pyu3vikamm
(3acTocyBaHHSA 3MiH(1), Aki(a)
BMMaralTb(€) NofanbLIOro

06r'pyHTYBaHHS HOBMMM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[00aTKOBUM J@aHNMMK, LLIO MatoTb
Ha/faBaTnca KOMMNETEHTHUM
OpraHoMm, OCKifIbki BUMaraeTbCst
CyTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) 3asBHNKOM HagaHo
OHOBNEHY Bepcito MnaHy
ynpaBniHHA py3nKamu, Bepcis 8.
3MiHM BHECeHi [0 po3ainy
«Cneuudikauis 3 6esnekm» Ta
«3axoay 3 MiHiMi3auii pn3ukie» Ha
OCHOBI OHOBJ/IEHUX [aHuX,
OTPVMMaHNX B NPOBEAEHNX
[OCNIMKEHHSIX.

11.

AMI3OH®

TabneTtku, BKPUTI
o60s10HKo0, 1Mo 0,25 T, no
10 abo 20 TabneTok y
6nictepi; no 1 6nictepy B
nauuj 3 KapToHy

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Kofy ATX - 3MiHV BHEeCeHo A0
IHCTPYKLi AN MeguyHoro
3aCTOCyBaHHA npenapary Ao
po3giny "®apmakoTepaneBTuyHa
rpyna" BignosigHo fo
MiXXHapOAHOro kiacudikaropa
BOO3
(http://www.whocc.no/atc_ddd_ind
ex/): 3aTBepaxeHo — MpoTuBipycHi
3ac06u Ans CUCTEMHOro
3acTocyBaHHs. MNpoTuBIpYCHI
3aco6u npsAmoi aii. Kog ATX JO5 A
X; 3anponoHoBaHo — MpoTuBIpyCHI
3acobu 411 CuCTeMHoro
3acTocyBaHHs. MNpoTMBIpYCHI
3acobu npsamoi aii. Kog ATX JO5
AX17. BBefeHHs 3MiH npoTsrom 6
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS MiKapcbKoro 3acoby
B nicnsipeecTpadiiiuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
JocnimKeHb, NPOBEAEHUX

3a peyenmom

UA/6493/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BIANOBIAHO A0 MiaHy

negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVNM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKUiT ANns
MEJMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco6NMBOCTI 3aCTOCYBaHHA"
oo 6e3neku foNOMiIXHUX
peyoBVH. BBefieHHs 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAKEHHSA. 3MiHM | TRy -
3MiHM Wwozao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
TepaneBTUYHNX NOKa3aHHAX
(BMNYyYeHHA TepaneBTUYHOTO
nokasaHHs) 3MiHVW BHECEHO A0
IHCTPYKLi 415 MegnyHOro
3aCTOCYyBaHHSA MikapcbKoro 3acoby
00 po3giny "MokasaHHA"
(BMYYEHHS nokasaHb: - NiKyBaHHSA
KOpY, KpacHyxu, BiTPSHOI Bicnu,
napoTUTHOT iHdDeKU|T; — y cknagi
KOMMJ/IEKCHOT Teparii BipyCHUX,
BipyCHO-6akTepianbHUX Ta
6akTepiasibHUX NHEBMOHIli Ta
aHriH) Ta, SiK HacnigokK, A0 po3ainy
"Cnocib 3acTocyBaHHs Ta fo3un'.
BeefeHHs 3MiH npoTarom 6
MiICALIB MIiCNA 3aTBEPKEHHS.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKNIHIYHUMU, KIHIYHMMW
JaHUMK Ta AaHumm 3
thapmakoHarnsgy - 3MiH1 BHECEHO
[0 IHCTPYKUiT 4519 MeANYHOro
3aCTOCYyBaHHSA MiKkapcbKoro 3acoby
[0 po3ainis "®apmakonoriyHi
BnactusocTi", "MokasaHHsa"
(yTouHeHHs iHchopmaui ),
"MpoTunoka3saHHsa", "B3aemogis 3

iHLUMMW NiKapcbKMK 3acobamu Ta
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

iHLWIi BUAW B3aemogijin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta fo3un",
"[iTn" (yTOUHEHHSA
hopMy/ItoBaHHs),
"Mepeno3yBaHHs", "Mo6IYHI
peakuii” BigMoBigHO A0
pe3synbTaTiB gocnigxeHb FAVOOA-
IA, FAVOOA-IB, FAVOOA-IC,
FAVOO0A-ID Ta gocnigxeHHs |11
hasu.

BBefeHHs 3MiH npoTarom 6
MiCALIB MIiCNA 3aTBEPIPKEHHS.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMK Ta AaHumm 3
thapmakoHarnsgy - 3MiH1 BHECEHO
[0 IHCTPYKUiT 4519 MeaNYHOro
3aCTOCYyBaHHSA MiKkapcbKoro 3acoby
00 po3ainy "3actocyBaHHs y
nepiog, BariTHOCTi ab0 rogyBaHHs
rpyaa" BiAnoBigHo Ao
pe3ynbTaTiB AOKAIHIYHNX
JocnigpkeHb BN/IVBY eHicamiymy
noauay Ha hepTUIbHICTL Ta
opraHoreHes. BeefieHHs 3MiH
npoTsarom 6 micsAuiB nicns
3aTBepKeHHs. 3MiHu Il Tvny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKill XapakTepucTui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MEJUYHOr0 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMU Ta A@aHUMK 3
hapmakoHarnsgy - 3miHM BHECEHO
[0 IHCTPYKUT ANA MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
00 po3ginis "®apmMakonorivHi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BNACTMBOCTI" BiANOBIAHO A0
pe3ynbTarTis in vitro gocnigxeHb
NPOTUBIPYCHOT aKTUBHOCTI.
BBegeHHs 3MiH npoTsirom 6
MiCAILiB Nicns 3aTBepPKEHHS.
3Minn Il TURy - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta
chapmakoHarnsgy. BHeceHHst abo
3MiHa(1) L0 3060B'A3aHbL Ta YMOB
BMAaui peectpauiinHoro
nocBiAYeHHS, BKoyatoun Mnax
ynpasiHHA pu3nkamu
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratTb(€) nofanbLioro
06rI'pyHTYBaHHSI HOBUMMU
[00aTKOBUM J@aHNMMK, LLIO MatoTb
Ha/faBaTncs KOMMNETEHTHUM
OpraHoMm, OCKifIbki BUMaraeTbest
CyTTEBA OL|iHKa KOMMNETEHTHUM
opraHom) 3asBHNKOM HagaHo
OHOBNEHY Bepcito MnaHy
ynpaBniHHA py3nKamu, Bepcis 8.
3MiHM BHECeHi [0 po3ainy
«Cneuudikauis 3 6esnekm» Ta
«3axoay 3 MiHiMi3auii pu3ukie» Ha
OCHOBI OHOBJ/IEHUX [aHuX,
OTPVYMaHNX B NPOBEAEHNX
[OCNIMKEHHSIX.

12.

AMIOAPOH-
JOAPHULA

Tabnetku no 200 mr, no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 3
KOHTYPHIi YapyHKOBI
yMakoBKM B mayLi

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeeneHHs abo

3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
chapMakoHarasgy) - 3amiHa

3a peyenmom

UA/6506/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.

lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'avyecnasoBuy

13.

AMOKCUN-K

MOPOLLIOK A/151 PO3UNHY
ONs iH'ekuin no 1,2 1
NOpOoLLKY Y donakoHi; no 1
chnakoHy B nauyi; no 1,2 r
MOPOLLKY Y ¢hriakoHi; mo 10
(h/1aKOHIB Y KOHTYpHIlA
YapyHKOBIli ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayi

NAT
"Knismegnpenapar"

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3miHu | Tuny - 3miHa
afpecu MicLs NPOBaKEeHHS
AisnbHOCTI BUpobHuka AdI XKyxai
tOnuTeq Nabopatopiec Ko., /1T4,.,
KnTali, 6e3 3MiHn micus
BMPOGHULITBA: 3aMPONOHOBaHO:
No. 2428, Anji Road, Sanzao
Town, Jinwan District, Zhuhai,
Guangdong-519040, P.R. China /
No. 2428, Aubu3n Poag, CaH3ao
TayH, LisnHbBaH AicTpikT, XXyxai,
l'yangoHr-519040, Kutai

3a peyenmom

UA/10656/01/01

14.

AMOKCUUUNI
HY HATPIEBA
Cinb |
KNABYNAHATY
KANIEBA Cl/llb
(5:1)

MOPOLLIOK (Cy6CTaHUis) y
aIOMIHIEBMX BiloHax Ans
hapMaLeBTUYHOTO
3acTocyBaHHSA

NAT
"Knismegnpenapar”

YKpaiHa

XKyxaii FOHutepq,
Na6opaTtopiec Ko.,
nrg.

Kutaii

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IOYaKouu, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/IO SIKOCTI), 260 BriacHMKa
MacTep-chaiina Ha A®l, abo
noctavasibHvka A®I/BnxigHoro
martepiany/peareHTy/npoMiXHOro
NpPOAyKTY, L0 3aCTOCOBYHOTbCH Y
BMPOGHULTBI ADI (KLO
3a3HaYeHo y OCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudpikara
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei y 3aTBepaxeHoOMy
nocbe, abo BMPOOHMKA HOBOI
O0MNOMDKHOT PEYOBUHU (AIKLLLO
3a3HayvyeHo Yy [10CbE) - 3MiHa
agpecu Micus NpoBaKEHHSsI
AisnbHOCTI BUpobHuka A®I XXyxaii
HOHuten Nabopatopiec Ko., /114.,
Kutaii, 6e3 3MiHn micus
BMPOGHMLTBA (BBEAEHHS 3MiH
NpOTAroM 6-Tu MicAiB nicas
3aTBEPKEHHS)

UA/10657/01/01

15.

AMNPUN®

Tabnetku no 1,25 mr no 10
Tabnetok y 6nictepi, no 1
ab6o 3, abo 6, abo 9

KPKA, a.4., HoBo
MEeCTO

CnoseHisa

BiANOBIgabHUIA 32
BMPOGHMLTBO "in
bulk", nepBrHHe Ta

CnoseHis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Mikapcbkunii 3aci6.

3a peyenmom

UA/4903/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepiB y KAPTOHHIi BTOPUHHE CrabinbHicTb. 3MiHa y TepMiHax
KOpo6Lj; No 7 TabneTok y nakyBaHHS, npugartHocTi a6o ymoBax
6nictepi, no 2 a6o 4, abo KOHTPONb cepii Ta 36epiraHHsA roToBOro NikapcbKoro
8, abo 12, abo 14 BWMNYCK Cepil:

6nicTepiB y KAPTOHHIi
Kopoo6ui

KPKA, a.4., Hoso
mMecTo, C/loBeHis;
BiANOBiAA/IbHWIA 32
BUPOGHMUTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHS:
KPKA, a.4., Hoso
MecTo, CnoBeHis

3ac00y (36i1bLUEeHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3aco6y) - [1na TOproBoi ynakoBku
(nigTBEPAKYETLCA AaHUMN
peasibHOro yacy) - 36i/bLIeHHS
TEepMiHy NpUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby [03yBaHHAM
1,25 Mr. 3aTBepaKeHo: 2 PoKu.
3anponoHoBaHo: 3 PoKu.
BBegeHHs1 3MiH npoTAarom 6-Tu
MiCAILiB Micnsa 3aTBepPKEHHS.
3MiHK | TURY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHOBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOGHUMKA.
MofaHHA OHOBIEHOrO
cepTuagikaTa BignoBigHOCTI
€sponevicbkili hbapmakonei Ne R1-
CEP 2003-026-Rev 02
(3aTBepmxeHo: R1-CEP 2003-026-
Rev 01) ana aito4oi peyoBmHU
Ramipril Big BXe 3aTBEpPAKEHOTO
BUpo6HUKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHn | TURY - 3MiHK 3 AKOCTI.
CepTudpikart BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO

cepTudikaTa BignoBigHocTi abo
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili

32

OHoBREeHWi cepTudikar Big, yxe

€Bponelicbkiit hapmakonei Ne R1-

(3atBepmxeHo: R1-CEP 2003-219-
Rev 04) ans aio4oi peyoBrHU
Ramipril Bif BXe 3aTBEPAXEHOTO
Bmpo6bHuka Neuland Laboratories
Limited, ik Hacnifok 3miHa agpecu

thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOGHUMKA.
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-
026-Rev 03 gn1sa Aitoyoi pevoBrHN
Ramipril Big, Bxe 3aTBEpAXEHOro
BMpo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
3aTBEPAKEHOrO BUPOGHMKA.
MNogaHHA OHOBNEHOr0O

cepTuddikaTa BignoBigHOCTI

CEP 2003-219-Rev 05

BMPOGHWYOI AinbHNL. 3MiHW | TUny
- 3MiHuM 3 sikocTi. CepTuddikart




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOGHMKA.
NogaHHA OHOBNEHOr0
cepTuddikaTa BignoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2003-219-Rev 06 gns gitoyoi
peyoBuHM Ramipril Big BXe
3aTBEPAKEHOr0 BUPOGHUKA
Neuland Laboratories Limited

16.

AMNOPUN®

Tabnetku no 2,5 mr no 10
Tabnetok y 6nictepi, no 1
a6o 3, abo 6, abo 9
6nicTepiB y KAPTOHHIi
KopobLi; no 7 TabneTok y
6nictepi, no 2 abo 4, abo
8, a60 12, abo 14
6nicTepiB y KAPTOHHIi
Kopoo6ui

KPKA, g.4., Hoeo
MecTo

CnoseHis

BiANOBiAa/IbHWIA 3a
BUPOBHUUTBO "in
bulk", nepBrHHe Ta
BTOpPUHHE
nakyBaHHS,
KOHTPOb cepii Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
BiANOBiAa/IbHWIA 3a
BUPOBHUUTBO "in
bulk", nepBrHHe Ta
BTOpPUHHE
nakyBaHHS:
KPKA, a.4., Hoso
MecTo, CnoBeHis

CnoBeHisi

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiZANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ana
[L,0MOMIXHOT peYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeicbkin hapmakonei) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPIKEHOrO BUPOGHMKA.
NogaHHA OHOBNEHOr0
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2003-026-Rev 02
(3aTBepmxkeHo: R1-CEP 2003-026-

3a peyenmom

UA/4903/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Rev 01) ansa gito4oi peyoBmHU
Ramipril Big, Bxe 3aTBEpAXEHOro

34

BMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHu | TUNY - 3MiHK 3 AKOCTI.

Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BiAMNoOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; Ana
L,0MOMIXHOT pEYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOGHMKA.

nofaHHsS OHOBJ/IEHOrO cepTudiikara

026-Rev 03 a4 Aitoyoi pevoBuHN
Ramipril Big BXe 3aTBEpPAKEHOTO
BUpo6HUKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.

3MiHn | TURY - 3MiHK 3 AKOCTI.
CepTudbikat BignosigHocTi/lE-

MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo

BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans

martepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponeiicbkili hapmakoneri) -

BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-

cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.

BW/TyYEHHS cepTudikaTa

BUXiAHOTO

OHoBNEHWIA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOGHMKA.




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MofaHHA OHOBIEHOrO
cepTugikaTa BignNoBIigHOCTI
€sponeiicbkili hbapmakonei Ne R1-
CEP 2003-219-Rev 05
(3aTBepmxeHo: R1-CEP 2003-219-
Rev 04) ons aio4oi peyoBrHU
Ramipril Big BXe 3aTBEpPAKEHOTO
BMpo6Huka Neuland Laboratories
Limited, sik Hacnigok 3miHa agpecu
BMPOGHWYOT AinbHNL. 3MiHW | TUny
- 3MiHu 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaTt BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPKEHOIO BUPOBHMKA.
MofaHHA OHOBIEHOrO
cepTtudpikaTa BignNoBiAHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2003-219-Rev 06 ans gitoyoi
peyosunHM Ramipril Big BXe
3aTBEPKEHOr0 BUPOGHUKA
Neuland Laboratories Limited

17.

AMNOPUN®

Tabnetkv no 5 mr no 10
Tabnetok y 6nictepi, no 1
abo 3, abo 6, abo 9
6nicTepiB y KapTOHHIi
Kopo6Li; no 7 TabneTok y
6nictepi, no 2 abo 4, abo
8, abo 12, abo 14
6nicTepiB y KAPTOHHIi
Kopobui

KPKA, a.4., HoBo
MeCTO

CnoBeHisa

BiANOBIAa/IbHNIA 3a
BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpO/b cepii Ta
BWMNYCK Cepil:
KPKA, a.4a., Hoso
mecTo, CroBeHis;
BiANOBIAa/IbHNIA 3a
BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHS:

CnoBeHis

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3MiHu | Tuny - 3MiHn 3
aKocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOrO
cepTudpikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA

3a peyernmom

UA/4903/01/03

35




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KPKA, a.4., HoBo y BUpOGHMLTBI ADI; ans
mMecTo, CnoBeHis [L,0MOMDKHOT PeYOBUHU
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(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOGHUMKA.

MofaHHA OHOB/IEHOrO
cepTuagikaTa BignoBigHOCTI
€sponevicbkili hbapmakonei Ne R1-
CEP 2003-026-Rev 02
(3aTBepmxeHo: R1-CEP 2003-026-
Rev 01) ana aito4oi pevoBmHU
Ramipril Big BXe 3aTBEpPAKEHOTO
BUpo6HUKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHn | TURY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/yYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkil hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOBHMKA.
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2003-
026-Rev 03 gna Aitoyoi pevoBuHU
Ramipril Bif BXXe 3aTBEPAXEHOTO
BMpo6HuKka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHK | TURY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BWIYYEHHS cepTudiikaTa




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT PEYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOGHMKA.
MNogaHHA OHOBNEHOr0
cepTuddikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2003-219-Rev 05
(3atBepmxeHo: R1-CEP 2003-219-
Rev 04) ans aio4oi peyoBrHU
Ramipril Bif BXXe 3aTBEPAXEHOTO
Bmpo6bHuka Neuland Laboratories
Limited, ik Hacnifok 3miHa agpecu
BMPOGHWYOI AinbHNL. 3MiHW | TUny
- 3miHu 3 siKocTi. CepTudpikar
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ana
[L,0MOMDKHOT PeYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOGHMKA.
MofaHHA OHOBIEHOrO
cepTuagikaTa BignNoBigHOCTI
€sponevicbkili hbapmakonei Ne R1-
CEP 2003-219-Rev 06 gnsa gitouoi
peyoBuHM Ramipril Big, Bxe
3aTBEPKEHOIO BUPOGHMKA
Neuland Laboratories Limited

18.

AMNPUN®

Tabnetkn no 10 mr no 10
Tabnetok y 6nictepi, no 1
ab6o 3, abo 6, abo 9

KPKA, a.4., HoBo
MEeCTO

CnoseHisa

BiANoBigabHUIA 3a
BMPOGHMLTBO "in
bulk", nepBrHHe Ta

CnoBeHisi

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHN 3
sKocTi. CepTudpikat

3a peyenmom

UA/4903/01/04

37




8, abo 12, abo 14
6nicTepiB y KAPTOHHIi
Kopoo6ui

KPKA, a.4., Hoso
mMecTo, C/loBeHis;
BiANOBiAA/IbHWIA 32
BUPOGHMUTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHS:
KPKA, a.4., Hoso
MecTo, CnoBeHis

cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOGHMKA.
NogaHHA OHOBNEHOr0
cepTuddikaTa BignoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2003-026-Rev 02
(3atBepmxeHo: R1-CEP 2003-026-
Rev 01) ans aio4oi peyoBrHU
Ramipril Bif BXe 3aTBEPAXEHOTO
BMpo6HuKka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHK | TURY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l'E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHA HOoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ana
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoOBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOGHUMKA.
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-

026-Rev 03 gns Aito40i pe4oBUHM

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepiB y KAPTOHHIi BTOPUHHE BignosigHocTi/l E-cepTudikar
Kopoo6Li; no 7 TabneTok y nakyBaHHs, BiANOBIAHOCTI EBpONechbkili
6nictepi, no 2 a6o 4, abo KOHTPONb cepii Ta thapmakonei/mMoHorpadii.
BWMNYCK Cepil: MopaHHsA HoBOro abo OHOBMEHOTO
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Ramipril Big BXe 3aTBEpPAKEHOTO
BUpo6HuKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHn | TURY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOBHMKA.
MofaHHA OHOBEHOrO
cepTtudpikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2003-219-Rev 05
(3atBepmxeHo: R1-CEP 2003-219-
Rev 04) ans gito4oi peyoBmHU
Ramipril Big, BXe 3aTBEpAXEHOr0
BmpobHuka Neuland Laboratories
Limited, six Hacnigok 3miHa agpecu
BMPOGHWYOI AiNbHNL. 3MiHK | TUny
- 3MiHn 3 sKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii hapmakoner) -
QHOB/IEHWIA cepTudpikar Big, yxe
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOI0 BUPOBHMKA.
MofaHHA OHOBIEHOrO
cepTtudpikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2003-219-Rev 06 ans gitoyoi
peyosunHM Ramipril Big BXe
3aTBEPKEHOr0 BUPOGHUKA
Neuland Laboratories Limited

19.

AHANBIH-
JAPHULIA

pO3unH A4N4 iH'ekuid, 500
Mr/M/1, MO 2 MA B amny/ii;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKMW y nauli

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa

hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3miHu | Tvny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBoBuy

3a peyernmom

UA/3222/02/02

20.

AHANBIIH-
JOAPHULA

Tabnetku no 500 mr no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi B mauui; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX YNakoBKax

MpAT

"PapmaueBTnyHa
ipma "OapHuus”

YKpaiHa

MpAT

"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
dhapmakoHarnsgy B YkpaiHi, SKuwo

6e3 peyenma

UA/3222/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

21.

APTIHIH-
JOAPHMLA

PO34uH A1 iH'eKUi, 40
Mr/mn no 5 ma B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLi; no 1
a60 Mo 2 KOHTYpPHi
YapyHKOBi YakoBKN B
naui

MpAT
"®apmaueBTnyHa
hipma "apHuus”

YKpaiHa

MpAT

"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis:3aMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,

BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

3a peyernmom

UA/14103/01/01

22,

APADOH®

TabneTkn, BKPUTI
NAiBKOBOK 060/10HKOD, MO
2,5 mr no 30 TabneTok y
6nicTepi; no 1 6nictepy y
KOpOO6Lii 3 KapTOHY

NE NABOPATYAP

CEPB'E

PpaHuis

NabopaTtopii Ceps'e

IHpacTpi

®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3aMiHu | TUny - 3MiHu
wofo 6e3snekn/epekTMBHOCTI Ta

thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IKOBAHOrO 3BITY 3 6e3neku

3a peyernmom

UA/0521/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3acToCcyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo
AK pe3ynbTar OLiHKN 3BiTY 3
[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OPraHoM) - 3MiHU
BHECEHO A0 po3finis
"Oco611BOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakwyi" iIHCTPYKUIT Ans
MeAUYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby 3rigHo 3
OHOBJ/IEHOI0 iHthopMaLieto 3
6e3nekun (pekomeHpauis PRAC).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCSLIB NicNs 3aTBEPAKEHHS

23.

APJIEBEPT®

Tabnetku; no 20 TabneTok
y 6nicTepi; no 1 6nictepy
B KapPTOHHIl kopo6uj; Mo
15 Tabnetok y 6nictepi;
no 2 6nicTepy B KAPTOHHIN
Kopo6ui; no 25 TabneTok y
6nictepi; no 2 a6o 4
6nicTepn B KAPTOHHIN
Kopoo6Ui

MeHapiHi
IHTepHeLwoHan
OnepeiioHc
Nokcembypr C.A.

Iokcembypr

XeHHir
ApuHarimitTTens
MbeX & Ko. KI

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3miHu | Tuny - nogaHHA
HOBOro cepTudikaTty BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei Ne RO-
CEP 2015-019-Rev 01 Big HOBOro
BMpo6HUKa A®| LinHapnauHy
BMpo6HUUTBa Fleming
Laboratories Limited, IHgis4; 3miHun
| TMny - NoAaHHs OHOB/IEHOTO
cepTudikaTy BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2003-150-Rev 02 Big
3aTBEpPKEHOro BUPO6HMKa AdI
LinHapv3nHy BupobHuytea FDC
Limited, IHgisa (3aTBepmXeHwii
cepTuaikaT BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2003-150-Rev 01). 3miHa
BHOCUTLCS Y 3B'A3KY 3 TUM, LLO
po3mip cepii 36inbWwyeTbca 40
MeHLL Hix 10 pasiB. BHeceHi
pefaKuiiiHi NpaBKX y HanUcaHHi
agpecu BupobHuka Adl

3a peyenmom

UA/14331/01/01

24.

ACAKON®

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 400
mr; no 10 TabneTok y
6nicTepi; no 10 6nicTepis

Tinotc ®apma Al

LLiBefiuapis

Tinotc ®apma Al
Lseiiapis
(BUPOGHUK,

BiANOBiAa/IbHWIA 3a

BUMNYCK cepiit);

LLiseiiuapisi/
HimeyunHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHs abo

3MiHM [0 y3ara/lbHEHVX AaHWX Npo

3a peyenmom

UA/4770/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y KOpo6Lji 3 KApTOHY

Xaynt ®apma
BtonbiHr Mv6X,
HimeuunHa
(BMPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLii, NnepBuUHHa
Ta BTOPVHHA
ynaxkoBKa)

cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAALHOI
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
Muxaliniok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmMakoHarnag B YkpaiHi

25.

ACAKON®

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI no 800
mr; no 10 TabneTok y
6nictepi; no 5 abo no 6
6nicTepiB y kopobL,i 3
KapToHy

Tinotc ®apma Al

LLsefuapis

Tinotc ®apma Al
LBeiiuapis
(BUPOBHUK,

BiANOBIAa/IbHNIA 3a

BWMYCK Cepii);
XaynT ®apma
BtonbdiHr MvbX,
Himeuunna
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPUHHA
yrnakoBka)

LLiBeviyapisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianiB:3miHu | Tvny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
KOHTaKTHOI 0CO6M YNOBHOBaXEHOT

3a peyernmom

UA/4770/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis:
Mwuxaiiniok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0ocobu
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnag B Ykpaini
26. ACKO®EH- Tabnetku, no 6 abo no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/7528/01/01
OAPHULUA Tab/1eToK Y KOHTYPHiii "®apmMaueBTNYHa "PapMaueBTNYHA mMartepianis:3MiHu | TUny - 3MiHU
YapyHKOBIli ynakosLi; no 1 ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIi hapmakoHarnsgy. BeegeHHs abo
ynakoBLi y nayui; no 6 aéo 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
no 10 TabneTtok y cuctemy thapmakoHarnagy
KOHTYPHUX YapyHKOBUX (BBEAEHHSA y3araslbHEHNX AaHUX
ynakoBkax npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BiANOBIA&/ILHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuny
27. AYTMEHTUH™ NOPOLLOK A/151 OPa/IbHOT nakcoCmiTKnsiiH Benvka "nakco Bennkom DdpaHuis/ BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/0987/05/01
cycneHsii (200 mr/28,5 mr Ekcnopt JlimiTeq, BpuTtaHis MpogakLuH, Benvka MaTtepianis:3MiHum | Tuny -
B 5 mn); 1 chnakoH 3 ®paHuia; CMITKNsiH BpuTaHis OHOBJIEHHSA cepTudikary
NOpPOLLKOM A/1A Biuem BIANOBIAHOCTI EBpONechbkili
nNpurotyeaHHs 70 mn $apmacbloTUkaic, thapmakonei Ne R1-CEP 2000-
cycneHsii 3 MipHUM Benvka BputaHis 010-Rev 04 gna Aitoyoi pevoBuHU
KOBMau4koMm, abo 3 aMOKCHLMAiHY TpUrigpaTy Big BXe
[03YyH04MM Wnpuuem, abo 3aTBEPKEHOr0 BUPOGHUKA
3 MipHOIO JTOXEUKOH0 Y (Beecham Pharmaceuticals)
KapTOHHI ynakosL,i
28. AUUNK® Tabnetkn no 200 mr; no 5 CaHpos CnoBeHis Canotac ®apma HimeyumnHa BHECEHHS 3MiH 0 peecTpaLiiHNX 3a peyenmom UA/14584/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no 5 dapmacbloTikans g.4. 6X marepianis:3miHu | Tvny - 3MiHK
6nicTepiB y KAPTOHHIi BHECeHi [0 IHCTPYKUii ons
Kopoo6ui MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJ/IEHOT iHhopMaLii 3 6e3neku
[ito40i pevoBUHU. BBeeHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
29. AUUNK® Tabnetku no 400 Mr no 5 CaHpo3 CnoseHis Canotac dapmva HimeyuunHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/14584/01/02
TabneTtok y 6nictepi; no 7 dapmacbioTikans g.4. 6X marepianis:3aMiHu | Tuny - 3MiHun
6nicTepiB y KAPTOHHIi BHECEHI [0 iHCTPYKUiT Ans
Kopo6Li MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakuii” BigNOBIAHO A0
OHOB/IEHOT iHdhOpMaLlii 3 6e3nekn
[ito4oi peyoBrHN. BBeeHHS 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPMKEHHS
30. ALUUVKNOBIP- Tabnetku no 200 mr no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/0991/01/01
OAPHULUA Tab/1eTOK Y KOHTYPHiii "®apmMaueBTNYHa "®apmMaueBTUYHA marepianis:3mMiHu | Tuny - 3MiHun

YapyHKOBIli ynakoBsLi; no 2
KOHTYPHi YapyHKOBI
yNnakoBKM B NauLi

thipma "apHuus”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 Y3ara/ibHEHUX AaHuX npo

cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHeHUX AaHuX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBigabHOI 3a 3MjiACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiaa/ibHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOBaXEHOT 0CO6M 3as1BHMKA,

BiANOBIAA/ILHOT 32
hapMakoHarnsag.

[MponoHoBaHa pepakuia: Typok

B'ayecnas B'ayecnasoBuy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

31.

BAKTOJ/TOKC

MOPOLLOK A1 PO3UNHY
ans iH'ekuiino 0,5r; 1
h/1aKoH 3 MOPOLLUKOM Y
nauuj 3 KapToHy

M.BioTek flimiTeq

Benuka
BpuTtaHis

AcTpan CrepiTek
MpaiBiT MimiTes

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis:3aMiHu | TUMy - 3MiHKU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCEeHHsIM iHdhopMaLii

LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS

3a peyernmom

UA/16061/01/01

32,

BAKTOJ/TOKC

MOPOLLOK A/ PO3UNHY
ons iH'ekuiino 1,0r; 1
h1akoH 3 MOPOLLKOM Y
nauuj 3 KapToHy

M.BioTek flimiTeq

Benuka
BputaHis

AcTpan CrepiTek
MpaiiBiT fMimiTes

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3aMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOTO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHSIM iHdhopMaLii

LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEpAKEHHS

3a peyernmom

UA/16061/01/02

33.

BENACTE3UH

Tabnetku, no 10 Tabnetok
y 6nicTepi; no 1 6nictepy
B NayLj 3 KapTOHy

My6niyHe akuioHepHe
TOBapuUCTBO "HaykoBo-
BMPOGHUUUIA LLEHTP
"BopLuariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3asofg”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3aBof", YkpaiHa;
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"ArPO®APM",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

3amiHa po3giny “I'padiuHe
0(POPM/IEHHS YNaKOBKN™ Ha
“MapkyBaHHs" B MKA /13;
3anponoHoBaHo: MapkyBaHHs
BignosigHo Ao 3aTBEpAXEHOro
TekcTy MmapkyBaHHs1. OHOBNEHHSA
TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHSAM

iHbopmauii WwoAo 3a3HavYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeAeHHS 3MiH NpoTArom 6-Tu

MiCALiB NicNa 3aTBEPIKEHHS;
3MiHK | TNy - 3MiHW 3 SKOCTI.
["oTOBWMIA NiKapcbKuii 3acio.
Cucrtema

6e3 peyenma

UA/6219/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

34.

KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa nocTavasibHUKa
nakyBasibHUX MaTepianis abo
KOMMNIEKTYOUMX (AKLO 3a3Ha4YeHo
B [10CbE) (BUTYHEHHS
nocTavyasnbHviKa) - BHECEHHS 3MiH
bo p.3.2.P.7.Cucrema
KOHTeliHep/3aKynopoBabHuii
3acib, 30Kkpema: BUyYeHHs
HaliMeHyBaHHS nocTavyasibHUKIB
nakyBasibHUX matepianis 3
marepianiB peecTpauiiiHoro AockLE
(nniBka MBX, chonbra antomiHieBa)

BEMYCTIH

niochinizoBaHMii NOPOLLIOK
ANs iH ekuin no 100 mr; 1
ch/1akoH 3 NOPOLLKOM Y
KapTOHHIA KOopoo6Li

MaHauesn bioTek
dapwma /T4,

IHais

MaHaues bioTek
dapma /14,

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
martepianis: 3MiHa 3asABHMKa
(BnacHwvka peecTpadujiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460) (BeegeHHs

3MiH NpoTAroM 3-X MicsuiB nicns
3aTBEPKEHHS); 3MiHM | TUNy -
3MiHM Wwozao

6e3nekn/edeKTUBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg. diloya pefakuis:
Deepak Chandra Chilkoti / Aunak
Yangpa YunkoTu. NponoHosaHa
pegakuis: Sumit Bhushan / Cymit
BywaH. 3MiHa KOHTaKTHUX JAaHNX
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiNOBiAA/IbHOI 32

3a peyenmom

UA/18035/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc06M yNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag B Ykpaini. 3miHa
Micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxXoMKeHHs1 MacTep-
haiina

35.

BEPUATE®

MOPOLLIOK Ta PO3UYUNHHUK
AN PO3YMHY AN iH'eKLi
abo iHdysin, 250 MO; no 1
chakoHy 3 NOPOLUKOM Yy
KomMnnekTi 3 1 piakoHoM 3
PO34MHHMKOM (BOAA ANA
iH'ekyin) mo 2,5 mnTa 1
NPUCTPOEM AN
[0aBaHHA PO3UMHHKKA 3
BOyaoBaHUM dinbTpom 15
MkM ("Mix-2Vial™ 20/20")
B KapTOHHI kopo6uj; no 1
chakoHy 3 NOPOLUKOM Yy
KomMnnekTi 3 1 piakoHoM 3
PO34MHHMKOM (BOAA ANA
iH'ekyin) mo 2,5 mnTa 1
NPUCTPOEM AN
[0aBaHHA PO3UMHHYKKA 3
BOyaoBaHUM dinbTpom 15
MkM ("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOK KOPOOKOIO
3 KOMMNEKTOM AN1A
BHYTPILLHLOBEHHOTO
BBeeHHs npenaparty (1
ofHopasosuii wnpuy, 1
rofika-meTesiuk, 2
[Ae3iHdiKytoui cepBeTku B
iHAVBIAyaNbHNX
repMeTUYHNX ynakoBKax
Ta 1 HecTepwbHUI
nenkonnacTtup) 3
KOHTpPONEM NepLUoro
BIAKPUTTS Y KApPTOHHIi
KOpO6Lii 3 KOHTpONEM
nepLLoro BigKpUTTA

LICN BepiHr TM6X

HimeuunHa

LICN BepiHr Mm6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianiB:TexHiYHa NoMusKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) -
BUMNPaB/IEHHSI NOMUIIOK Y
cneuudikauisgx MKA Ha nopoLuok
Ta PO3UMHHUK, LLIO NOB’A3aHi 3
nepeHeceHHsAM iHdhopMauii nig,
yac npoueaypv peectpauil;
3anponoHoBaHo: Crneuudikavis
Bepunate® daktop koarynsuii
kposi VIl CneumndiyHa akTUBHICTb
80-750 MO dpakTopy VIII:C/mr
6inka 3a n.11 MK4,
pO3paxyHKOBMM METOAO0M
3anuwkosa Bonora < 2,0% 3an.7
MK4A, Eur.Ph., p.2.5.32, meTogom
K.®iwepa AmiHoouTOBa K1cnorta
(rniumH) 5-35mr/mn 3a n.16 MK4A,
metogom Kenbgana * - B
cepTudikaTi aHani3y BUpoOHMKa
nokasHuK «Onmc» Mae HasBy
«OpraHonenTuyHi BNacTMBOCTI» p.
«MeToAW KOHTPOI0»
cneumndikauii bepnate® dakTop
Koarynsuii kposi VIII — nocunaHHs
Ha nyHKT MKA Cneuudpikauis
Bepuate® po3unHHKK (Boga as
iH'exuili) Mutoma
€/1eKTponpoBigHicTb AN
nakoHiB = 10 mn: < 25mkC/cm-1
[ns cpnakoHis > 10 mn: <
5MKC/cMm-1 €Bp.dapm.,
MoHorpadist 0169 MexaHiuHi
BK/IHOYEHHS: HeBuammi yactku Ans
oNakoHiB HOMiHaIbHUM 06’EMOM
100 mn abo meHwe: = 10 MKM:
Makc 6000 yacTok/chrakoH = 25
MKM: Makc 600 yacTok/dhnakoH
[Nnsi KOHTEHepiB HOMiHA/TbHUM

3a peyernmom

UA/17404/01/01

48




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

o06’emom 6inbLlue 100 mn: = 10
MKM: Makc 25 yactok/mn = 25
MKM: Makc 3 yacTok/mn
esp.®apm., 2.9.19 Metoan
KOHTponto Bepnate®/ Beriate®
dakTop Koarynsuii kposi VIII 11.
CneuudiyHa akTUBHICTbL Mae 6yTu
80-750 MO dcphakTopy VIII:C/mr
6inka. Bu3HauyeHHs MpoBoAsiTL
pO3paxyHKOBMM METOAO0M,
noAiNMBLLK pe3ynbTaT, SKUiA
OTPVMaHWit MPU BU3HAYEHHI
akTmBHocCTi tpakTopy VIII (B
MO/mn) Ha BMICT 6inky (B mMr/mn).
3a3HayeHi BUNpaB/eHHs
BiAMNOBIAATb apXiBHUM
maTepianam peecTpaviiiHoro
[0CbE

36.

BEPUATE®

MOPOLLIOK Ta PO3UYNHHUK
[ONS PO3UMHY ONS iH'eKUil
abo iHdysii, 500 MO; no 1
chnakoHy 3 NOPOLUKOM Yy
KomnnekTi 3 1 piakoHom 3
PO34MHHMKOM (BOAA ANA
iH'ekyin) no 5 mn Ta 1
NpUCTPOEM ANA
[ofaBaHHA PO3UMHHMKA 3
BOyaoBaHUM qpinbTpoM 15
MKM ("Mix-2Vial™ 20/20")
B KapTOHHI kopo6uj; no 1
chnakoHy 3 NOPOLUKOM Yy
KomnnekTi 3 1 piakoHom 3
PO34MHHMKOM (BOAA ANA
iH'ekyin) no 5 mn Ta 1
NpUCTPOEM ANA
[ofaBaHHA PO3UMHHMKA 3
BOyaoBaHUM qpinbTpoM 15
MkM ("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOI KOPOBKOIO
3 KOMMNEKTOM ANA
BHYTPILLHLOBEHHOTO
BBefleHHs npenapaty (1
ofHopasoBuii wnpuu, 1
rofika-meTesnivk, 2
[Ae3iHgiKytoui cepBeTku B
iHAMBIAYa/TbHUX
repMeTUYHNX ynakoBKax
Ta 1 HecTepunbHWi
neikonnacTtup) 3

LICN BepiHr M'M6X

HimeyunHa

LIC/1 BepiHr F'M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviinHmx
marepianiB:TEXHIYHa NoOMUIKa
(3rigHo Haka3y MO3 Big
23.07.2015 Ne 460) -
BUMNpPaB/IEHHA NOMUIOK Y
cneuudikayisx MKA Ha nopoLuok
Ta PO3UMHHUK, LLIO NOB’A3aHI 3
nepeHeceHHaM iHdhopmauii nig,
Yyac npoueaypv peecTpadii;
3anponoHoBaHo: Cnevuudikauis
Bepunate® daktop koarynsauii
kposi VIl CneumndpiyHa akTUBHICTb
80-750 MO dcpakTopy VIII:C/mr
6inka 3a n.11 MKH,
pO3paxyHKOBMM METOA0M
3asmiikosa Bosora < 2,0% 3a n.7
MKS4, Eur.Ph., p.2.5.32, meTogom
K.®iwepa AmiHoouTOBa K1cnoTa
(rniumH) 5-35mr/mn 3a n.16 MK4A,
MeToaom Kenbgans * - B
cepTugikati aHanisy BupobHuka
nokKasHuK «Onuc» mae HasBy
«OpraHonenTuyHi BNacTMBOCTI» p.
«MeToau KOHTPOH0»
cneumdikauii bepnate® dakTop
Koarynsuii kposi VIII — nocunaHHs
Ha nyHKT MKA Cneuudpikauis
Beprate® po3unHHWK (Boga Ans
iH'exuili) MuToma
eNeKTponpoBigHicTL ANns
dnakoHiB = 10 mn: = 25mMKkC/cm-1

3a peyenmom

UA/17404/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/IEM MEepPLLOro
BiIKDUTTS Y KapTOHHIiA
KOpo6Li 3 KOHTPONEM
nepLLoro BigKPUTTA

[nsa donakoHiB > 10 m: <
5mkC/cm-1 €p.dapm.,
MoHorpadisi 0169 MexaHiuHi
BKJ/IIOYEHHS: HeBuaumi yactkn na
oNakoHiB HOMiHaIbHUM 06’€EMOM
100 mn abo meHwe: = 10 MKM:
Makc 6000 yacTok/pnakoH = 25
MKM: Makc 600 yacTok/chnakoH
[ns koHTeliHepiB HOMIHAIbHUM
o06’emom 6inbLue 100 mn: = 10
MKM: Makc 25 yactok/mn = 25
MKM: Makc 3 4acTok/mn
esp.®apm., 2.9.19 Metoaun
KOHTponto Bepnate®/ Beriate®
dakTop Koarynsauii kposi VI 11.
CneupucbiyHa akTUBHICTb Mae 6yTn
80-750 MO dhakTopy VIII:C/mr
6inka. Bu3HayeHHs npoBoaATb
po3paxyHKOBMM METOA0M,
noAiNVBLLK pe3ynbTaT, SKUii
OTPVMAHWA Npy BU3HAYEHHI
akTmMBHOCTI thakTopy VIII (B
MO/mn) Ha BMiICT 6inky (B mMr/mn).
3a3HayeHi BUNpaBfeHHs
BiANOBIAAOTb apXiBHUM
marepianam peecTpauiiHoro
[0CbE

37.

BEPUATE®

MOPOLLIOK Ta PO3UYNHHUK
AN PO3YMHY AN iH'eKLR
a6o iHdysiii, 1000 MO; no
1 dhnakoHy 3 NOPOLLKOM Y
KomMnnekTi 3 1 piakoHoM 3
PO34MHHMKOM (BOAA ANA
iH'ekyin) mo 10 mnTa 1
NpUCTPOEM AN
[0AaBaHHA PO3UMHHKKA 3
BOyaoBaHUM qpinbTpom 15
MkM ("Mix-2Vial™ 20/20")
B KapTOHHIiA kopobu; no 1
ch1aKkoHy 3 NOPOLUKOM Yy
KomMnnekTi 3 1 piakoHoM 3
PO34MHHMKOM (BOAA ANA
iH'ekyin) mo 10 mnTa 1
NpUCTPOEM AN
[0AaBaHHA PO3UMHHKKA 3
BOyaoBaHUM qpinbTpom 15
Mkm ("Mix-2Vial™ 20/20"),
Ta 1 KAPTOHHOK KOPOOKOI0

LICN BepiHr Tm6X

HimeuunHa

LICN BepiHr Mm6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianiB:TexHiYHa NoMusKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) -
BUMPaB/IEHHS NOMUIIOK Y
cneuudikauisgx MKA Ha nopoLuok
Ta PO3YMHHUK, LLIO NOB’A3aHI 3
nepeHeceHHAM iHdhopMauii nig,
yac npoueaypv peectpauir;
3anponoHoBaHo: Crneuundikavis
Bepunate® daktop koarynsauii
kposi VIl CneumndiyHa akTUBHICTb
80-750 MO dpakTopy VIII:C/mr
6inka 3a n.11 MK4,
po3paxyHKOB/M METOAO0M
3anvwkosa Bonora < 2,0% 3a n.7
MK4A, Eur.Ph., p.2.5.32, meTOogOM
K.®iwepa AmiHoouTOBa K1cnoTa
(rniumH) 5-35mr/mn 3a n.16 MK4A,
MeToaom Kenbgans * - B
cepTugikati aHanisy BupobHuKa

3a peyernmom

UA/17404/01/03
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3 KOMMIEKTOM A/1A NoKa3HUK «ONnc» Mae Ha3By
BHYTPILLHBLOrO «OpraHonenTUyHi BNacTUBOCTI» P.
BHYTPILLHLOBEHHOTO «MeToAn KOHTPOI0»
npenaparty (1 cneundikauii bepnate® dakTop
0fHOPAa30BuiA WNpuL, 1 Koarynsuii kposi VIII — nocnnaHHa
rofika-meTesnivk, 2 Ha NyHKT MKA Cneuudikauis
[Ae3iHgiKytoui cepBeTku B Beprate® po3unHHWK (Boga Ans
iHAMBIOYa/TbHUX iH'exuili) MuToma
repMeTUyHMX ynakoBKax €NeKTPonpoBigHICTb Ana
Ta 1 HecTepw/bHUIA dhnakoHiB = 10 mn: < 25mkCl/cm-1
neiikonnacTvp) 3 [na cdnakoHiB > 10 mn: <
KOHTpON1EM NepLUoro 5mkC/cm-1 €Bp.Papm.,
BiKPUTTA Y KAPTOHHIl MoHorpadisi 0169 MexaHiuHi
KOpOOGLii 3 KOHTPONEM BK/IIOYEHHS: HeBuanmi yactkv Ans
nepLuoro BiAKPUTTA h1aKkoHiB HOMIHaIbHVMM 06’EMOM
100 mn abo meHwe: = 10 MKM:
Makc 6000 yacTok/cpnakoH = 25
MKM: Makc 600 yacTok/dhnakoH
[ns koHTeliHepiB HOMIHaIbHUM
o6’emom 6inbLe 100 mn: = 10
MKM: Makc 25 yactok/mn = 25
MKM: MaKc 3 4acTok/mn
€Bp.Papm., 2.9.19 MeToau
KOHTponto Bepnate®/ Beriate®
dakTop Koarynsuii kposi VI 11.
CneuudiyHa akTMBHICTb Mae 6yTu
80-750 MO dcpakTopy VIII:C/mr
6inka. BusHayeHHs npoBoaaTb
po3paxyHKOBMM METOA0M,
noAiNuBLLK pe3ynbTaT, SKuii
OTPUMaHW NPU BU3HAYEHHI
akTuBHocTi dpakTopy VIII (B
MO/Mn) Ha BMICT 6inky (B Mr/ms).
3a3HayeHi BUNpaBieHHs
BiANOBIAAIOTb apXiBHUM
marepianam peecTpauiiiHoro
[0CbE
38. BEPAINPUN® Tabnetku no 10 mr, no 10 BEPNIH-XEMI Al HimeuyunHa MakyBaHHA: HimeyunHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/7553/01/01
10

Tabnetok y 6nictepi; no 3
6nicTepn Y KapPTOHHIN
Kopoo6Ui

MeHapiHi-®oH
XengeH N'm6X,
HimeuunHa,;
BEP/IH-XEMI AT,
HimeuumnHa;
Knoke ®epnakyHrc-
Cepsic 'vbX,
HimeuumnHa;
Brpo6HMUTBO "in
bulk" Ta KOHTpOb
cepili:

MaTepianis: 3MiHU | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK).
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHsA" MKA N3
3arBepakeHo: TeKcT MapKyBaHHA
ynakoBok. [jogaeTbcs
3anponoHoBaHo: MapKyBaHHS.
3rigHo i3 3aTBEpAKEHNM TEKCTOM
MapKyBaHHs1. OHOB/MIEHHS TEKCTY

MapKyBaHHSs yNakoBKW NikapcbKoro
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BEP/IH-XEMI AT, 3ac00y 3 BHECEHHAM iHthopmaii
HimeyumnHa; LLOA0 3a3HAaYEeHHS MDKHaPOAHMX
KoHTponb Ta BUnyck no3HaYyeHb OAMHNLb
cepii: BMMIpIOBaHHs. BBeeHHS 3MiH
BEP/IH-XEMI AT,
HimeuunHa

NPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | TRy -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3acToCcyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo
AIK pe3ynbTar OLiHKW 3BiTY 3
[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHo 3 KOMMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm). 3MiHu
BHECEHO [0 iHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3ainis
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKW NikapcbkMKM 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco6MBOCTI 3aCTOCYBaHHA"
BiZJNOBIAHO [0 pekoMeHAaLii
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PRAC. BBefeHHS 3MiH NpOTArom
6-TN MicAUIB NicNA 3aTBEPKEHHS.
3MiHn | TUNY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI
OinbHUUI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPOAYKTY
ab0o roToBOro likapcbKoro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMIXHOT PevOBUHU (SIKLLO

3a3HayeHo y A0oCbe). BunyyeHHs

BMpo6HMKa Menarini-Von Heyden




HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

39.

GmbH, HimeuuunHa,
Bi4NOBiAa/IbHOrO 3a BUPOGHULITBO
Hepo3acoBaHOro NPoaykKTy,
KOHTPO/b cepii Ta BUMycK cepii.
3MiHV BHECEHO [0 IHCTPYKUIT ANns
MEJMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"BUpo6HKK" Ta
"MicLe3HaxomkeHHs BUPOGHMKa
Ta lioro agpeca micus
NPOBaKeHHA AisNbHOCTI" Ta
BiANOBIAHI 3MiHW [0 TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MicALLIB NIiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npoLecy
rOTOBOrO JliKapCbKoro 3acoby
(8iNbHULA oNS BTOPUHHOTO
nakyBaHHs). BeegeHHs
[04aTKOBOI Ai/bHUL ANst
BTOPVHHOIO NakyBaHHSA Knoke
®epnakyHrc-Cepsic [MOX,
HimeuuunHa. 3miHu | TURY - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN y BUpPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbKoro 3acoby
(8iNbHULA 4N NePBUHHOIO
nakyBaHHS) - BBEAEHHS
[04aTKOBOI Ai/bHUL ANst
NepBUHHOTO NakyBaHHs Knoke
®epnakyHrc-Cepsic [MOX,
HimeyynHa

BE-CTE/AI

Tabnetku no 8 mr; no 10
TabneTtok y 6nictepi; no 3
6nictepm y nauui 3
KapTOoHY

Aypob6iHao ®apma /114

IHais

AypobiHao dPapma
Nimiten (FOHIT 111)

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa afpecy 3asBHMKa (Bf1acHuKa

peecTpauiiiHoro noceig4yeHHs)

BBefieHHs 3MiH NPOTAroM 6-x

3a peyenmom

UA/11611/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MicsAILiB Nic/a 3aTBepAKEHHSs

40.

BE-CTE/AI

Tabnetku no 16 mr; no 10
Tabnetok y 6nictepi; no 3
6nictepm y nauui 3
KapToHY

Aypob6iHao ®apma /114

IHais

Aypob6iHao dPapma
Nimiten (FOHIT 111)

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavL,iiHOro NocBigYeHHs) -
3MiHa afpecy 3asBHMKa (Bf1acHuKa
peecTpauiiiHoro nNoceig4yeHHs)
BBefieHHs 3MiH NpoTArom 6-x
MicALiB Nicasa 3aTBepAKeHHs

3a peyenmom

UA/11611/01/02

41.

BE-CTEAI

Tabnetku no 24 mr; no 10
TabneTtok y 6nictepi; no 3
6nictepmn y nayui 3
KapToHy

Aypob6iHgo dapma /114

IHais

Aypob6iHgo ®apma
NimiTen (FOHIT 1)

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (BNacHvKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa afpecu 3asBHUKa (BacHUKa
peecTpauiiiHoro NocBig4YeHHS)
BBeneHHs 3MiH NpoTArom 6-x
MicsILiB Nicns 3aTBepAKEHHS

3a peyernmom

UA/11611/01/03

42,

BETAMETA30
H-0APHULA

kpem no 15rabono 30ry
Ty6i; no 1 Ty6i B nayw,i

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"®apMaleBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:3aminu | Tuny - 3mMiHu
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acoby 3

BHECEHHSAM iHchopMauii Wwoao
3a3HayYeHHs oAVHULb
BUMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo o 3aTBEpAXeHOro
TEeKCTY MapKyBaHHs. TepMiH
BBE/leHHs1 3MiH: NPOTArom 6
MicsILIiB 3 AAaTN 3aTBEPIKEHHS

3a peyenmom

UA/1559/01/01

43.

BETACIMAH®

PO34MH ANA iH'eKUild, 4
Mr/Ma no 1 mn B amnysi;
no 1 a6o 5 amnyn y nayw,i
3 KapTOHY; no 1 mn B
amnyni no 5 amnyn y
6nictepi; no 1 6nictepy B
nauvj

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiiHnx
marepianis: 3MiHu | TURY -
AMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaLiiiHOro NocBigYEHHST).
3MiHa HalimeHyBaHHs Ta agpecu
3anBHUKa (BlacHMKa
peecTpaLiiHOro NocBigYEHHS).
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MIiCNA 3aTBEPIPKEHHS.
3MiHu | TMNY - AOMIHICTpPaTUBHI

3a peyernmom

UA/10526/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOBeAEHHS KOHTPOJIIO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BKKOYAKOUM
BMNYCK cepii). 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHW micusa
BMPOGHMLTBA. 3MiHM BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3actocyBaHHs /13 'y p. "BUpOOHMK",
"MicLe3HaxomkeHHs! BUPOGHMKa
Ta iloro agpeca micugs
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHVMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMmalLlii Loao
3a3HaYeHHs OAUHULbL
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHs» MKA N13.
3arBepaxeHo: MAPKYBAHHA.
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHA. 3rigHo
3aTBEPKEHOrO TEKCTY
MapkKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHSA

BIKATEPO

TabneTtku, BKPUTI
NNiBKOBOK 060/10HKOI0 MO
50 mr, no 10 TabneTok y
6nictepi; no 1 abo no 3
6nicTepn B KAPTOHHIN
Kopoo6Ui

FETEPO JIAB3
NIMITES,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3mMiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N3:

3anponoHoBaHo: Mapkuposka B
COOTBETCTBUU C YTBEPXKAEHHBIM

TEKCTOM MapKMpOBKN. OHOB/IEHHS

3a peyenmom

UA/14356/01/01
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HasBa

dopma sunycky

n/n

3acoby

JliKapcbKo20

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

45,

BIKATEPO

TabneTku, BKpUTI

FETEPO JIAB3

TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

nocsio4YeHHs

46.

BIMOMTUK

NNiBKOBOK 060/I0HKOIO MO
150 mr, no 10 TabneTok y
6nictepi; no 1 a6o no 3
6nicTepn B KAPTOHHIA
Kopoo6ui

Kpansi o4Hi, po3yuH, 0,1

NIMITEL

K.T. POM®APM

IHais

PymyHis

[eTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
mMarepianis:3mMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHs" MKA N3:

3anpornoHoBaHo: Mapknposka B

COOTBETCTBUM C YTBEPXKAEHHbIM
TEKCTOM MapKMpoBkn. OHOBMIEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/14356/01/02

47.

POM®APM

BIMOMTUK

Mr/mn no 3 mny
onakoHax Nel, Ne3

Kpansi o4Hi, po3unH, 0,3

KOMMAHI C.P.J1.

K.T. POM®APM

K.T. POM®APM

KOMMAHI C.P.J1.

PyMmyHis

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHchopMaui Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALB nicnsa 3aTBepAKEeHHS

3a peyenmom

UA/16474/01/01

POM®APM

48.

BIPOH® CKIH

Mr/mn no 3 mny
hnakoHax Nel, Ne3

PO34MH HaLLKipHWI 1 % no

KOMMAHI C.P.J1.

PymyHis

K.T. POM®APM
KOMMAHI C.P.J1.

PyMyHis

BHECEHHS 3MiH [0 peecTpauiiHnX
mMarepianis:3amMiHu | TUMy - 3MiHU
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Woa0
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBeieHHs1 3MiH npoTAarom 6-Tu
MiCALiB Nicna 3aTBepAKeHHs

3a peyenmom

UA/16474/01/02

TOB "MIBE YKPAIHA"

YKpaiHa

Mibe TM6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHnX

6e3 peyenma

UA/13616/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

15 a6o 35 M1 po3unHy y
donakoHi-kpanensHuui, no
25 mn —y hnakoHi-cnpei 3
fosatopom, no 1 pnakory
Y KapTOHHIi nayui

ApuHaiimiTTens

marepianis: 3MiHa 3asBHMKa
(BnacHwvka peecTpadiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). 3miHu |
TMNy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dphapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
thapMakoHarnaay; KOHTaKTHoOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy). 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. fivova pegakuis:
Petra Gerecke. lNponoHoBaHa
pepakuis: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
thapmakoHarnag. 3miHa Mmicus
3[iAiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLLe3HaXO)KEHHS MacTep-
charina Ta iforo Homepa.

49.

BNASTEP® - H

KOHL,eHTpaT 419 po3ynHy
Ans iHdoysin 4 mr/5 mn no
5 M KoHUEeHTpaTy y
donakoHi; no 1 dpnakoHy B
KapTOHHI/ Kopoo6Li

FETEPO JTAB3
NIMITES,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXeHOro
TEKCTy MapKyBaHHA. OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM

iHcbopmauii WoA0 3a3HaYeHHs

3a peyenmom

UA/15833/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
OAVHWL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
50. BOPHA PO34YUH AJ15 30BHILLHBOTO AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/6275/01/01
KNCNOTA 3aCTOCYBaHHs1, CMUPTOBWIA mMartepianis: 3miHu | Tuny -
3 % no 25 mn 'y chnakoHi; AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 1 donakoHy B nayuj 3 HalilMeHyBaHHs Ta/abo agpecu
KapToHy 3anBHUKa (BacHuKa
peecTpavuiiiHoro NocBig4YeHHs).

3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BlacHMKa
peecTpaLiniHOro NocBigYeHHS).
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AIS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTB, 3a SKy BignoBifae
BMPOGHMK/IMNOPTEP, BKIKOYAKOUM
BMNYCK cepiin). 3miHa
HaliMeHyBaHHs Ta agpecu
BMPOGHMKA, 6€3 3MiHM micusa
BMPOGHMLTBA. BBEAEHHSA 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPMAKEHHSA. 3MiHM | TRy -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3amiHa po3giny «IpaciuHe
0hOPMNEHHS YNaKOBKM» Ha
po3gin «MapkyBaHHs» MKA N3.
3aTtBepmxkeHo: TPADIYHE
OPOPM/IEHHA YMAKOBKU
Bignosigae HagaHomy rpachiuHOMy
306paXKEHHI0 yNaKoBKu.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBK/ NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmawii
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

MicsAILiB Nic/a 3aTBepAKEHHSs

3a peyenmom

UA/12164/01/01

51.

BPUNIHTA

TabneTtku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
90 mr no 14 TabneTok y
6nictepi; no 1 a6o 4
6nicTepn y KapTOHHIN
Kopoo6Li

AcTpa3eHeka Ab

Lseuis

AcTpa3eHeka Ab

Lseuis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu Il Trny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHn y
KOPOTKIil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi AN
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIIHIYHUMUN
JaHUMU Ta A@aHUMK 3
hapmakoHarnsgy - 3miHM BHECEHO
[0 IHCTPYKUT A8 MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
[0 posginiB "OcobmBocTi
3acTocyBaHHs", "lMo6ivHI peakuii”
(MOX/IMBICTb BUHUKHEHHS
TPOMOBOTUYHOT
TpOMBOLMTONEHIYHOT Nyprypw).
BBefeHHst 3MiH NpoTArom 3-x
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHu y
KOPOTKIll XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEJMNYHOr0 3aCTOCYBaHHS Yy
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKNIHIYHUMU, KMIHIYHUMMN
JaHUMK Ta AiaHumK 3
hapmakoHarnsgy - 3miHM BHECEHO
[0 IHCTPYKUiT 4518 MeanMYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakonoriyHi
BnactveocTi", "MNokasaHHs",
"MpoTunokasaHHs", "OcobnBOCTI
3acTocyBaHHA", "3acToCcyBaHHs y
nepiog, BariTHOCTi Ta rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", " fitn", "Mo6ivHi peakuii"
BiANOBIAHO A0 MaTepiasnisB
peecTpauiiHoro focbe. BBeaeHHs
3MiH NpoTArom 3-X micsuis nicns
3aTBEPAKEHHS

3a peyenmom

UA/12164/01/02

52.

BPUNIHTA

TabneTtku, BKPUTI
NAiBKOBOK 060JI0HKOLO, MO

60 Mr no 14 TabneTtok y

AcTpa3eHeka Ab

Lseuis

AcTpa3eHeka Ab

LLiseuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3miHKn

L1010 6e3nekn/edpekTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepi; no 4 6nictepn y
KapTOHHiA Kopoo6Li

thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKNIHIYHUMU, KIHIYHMUN
JaHUMK Ta AaHumm 3
thapmakoHarnsgy - 3MiH1 BHECEHO
[0 IHCTPYKUiT 4519 MeaNYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "Oco6amBocCTi
3actocyBaHHs", "MobiuHi peakwi"
(MOXNMBICTb BUHUKHEHHS
TPOMOBOTUYHOT
TPOMOGOLMTONEHIYHOT Myprypw).
BBeneHHs 3MiH NpoTArom 3-x
MicALIB MiCNA 3aTBEPKEHHS.

53.

BYNPEKCOH-
3H

Tabnetku cybniHrBanbHi, 2
mr/0,5 mr; no 10 TabneTok
y 6nicTepi; no 1 a6o no 5
6nictepiB y kopobui 3
KapToHy

ToBapucTBO 3
06MexeHot
BiANOBIAA/TIbHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpveMCTBO
"3p0poB'a Hapoay"

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTUyHE
nigNpPMEMCTBO
"3p0poB's Hapoay"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis:3MiHum | Tuny -
OHOBJ/IEHHS cepTuddikaTty

BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2002-
168-Rev 07 ansa gito4oi peyoBuHU
6ynpeHopdiHy rigpoxnopuay Big,
BXe 3aTBepA)KeHOro B1UpobHuKa
(Macfarlan Smith Limited, Benuka
BpuTaHis), y 3B’A3ky 3
[oJaBaHHAM AifTbHUL
BVMPOGHMLTBA MPOMIXKHMX
NpoayKTiB

3a peyenmom

UA/13443/01/01

54.

BYMNPEKCOH-
3H

TabneTtku cybniHreasibHi, 8
Mmr/2 mr; no 10 TabneTok y
6nictepi; no 1 abo no 5
6nicTepiB y KOpobL,i 3
KapToHy

ToBapucTBO 3
06MeXeHot
BiANOBIfANbHICTIO
"XapkiBcbke
thapmavueBTUyHe
nigNpUeEMCTBO
"340poB'a Hapoay"

YKpaiHa

ToBapucTso 3
06MeXeHoto
Bif4NoOBiAaNbHICTIO
"XapkiBcbke
hapmaueBTuyHe
nignpueEMCTBO
"340poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
mMarepianis:3miHum | Tuny -
OHOBJ1IEHHSA cepTudikary

BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2002-
168-Rev 07 gns Ai0yoi peyoBrHU
6ynpeHopdiHy rigpoxnopuay Big
B)XE 3aTBEPXEHOro BUPOOHMKa
(Macfarlan Smith Limited, Benvka
BpuTaHis), y 38’3ky 3
[OAaBaHHAM [inbHUL
BMPOBHMLITBA NPOMIXKHUX
NpoAaYyKTiB

3a peyenmom

UA/13443/01/02

55.

BArALUUT

TabneTkn, BKPUTI
N/1iBKOBOK 06GOMOHKOI Mo

MaHaues bioTek
Papma /114,

IHais

MaHaues bioTek
Papma /114,

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHa 3asiBHMKa

3a peyenmom

UA/17550/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

450 mr; no 2 Tabnetkn y
6nictepi, no 5 6nicTepiB y
KapTOHHiiA KOpo6Li

(BnacHwvka peecTpadujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). BBeaeHHsA

3MiH NpoTAroM 3-X micsuiB nicns
3aTBepMKEHHS. 3MiHU | TUny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHU [0 y3ara/lbHEHNX AaHWX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicHeHHs chapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnagy). 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
hapmakoHarnsg. [diloya pegakuis:
Deepak Chandra Chilkoti / Aunak
Yanpgpa YunkoTu. NponoHosaHa
pegakuis: Sumit Bhushan / Cymit
BywaH. 3MiHa KOHTaKTHUX JAaHNX
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
Micus 34iiCHEHHS OCHOBHOI
LiSNbHOCTI 3 chapmakoHarnagy.
3MiHa MicLe3HaxXoMKEHHST MacTep-
dhaiina.

56.

BA30MNPO®

kancynu no 250 wmr; no 10
Kancyn y 6nictepi; no 4
6nictepm y nauui 3
KapToHy

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
PEECTPALLiHOro NocBiAYEHHS) -

3a peyenmom

UA/11505/02/01
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3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o

Howmep

nocsio4YeHHs

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

3MiHa HalilMeHyBaHHS Ta agpecu
3asBHMKa (BnacHuKa
peecTpauiiiHoro NocBigYeHHs!)

AT "®apmak”

YKpaiHa

AT "dapmak”

BBegeHHs 3MiH npoTsarom 6-Tv
MiCAILiB Nicns 3aTBepKEHHS;
3MiHW | TNy - AAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOBeAEeHHS KOHTPOJIO AKOCTI.
(aisnbHICTb, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM micusa
BMPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHOro
3actocyBaHHs /13 'y p. "BUpOOHMK",
"MicLe3HaxomkeHHs! BUPOGHMKa
Ta iloro agpeca micugs
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMmalLlii Lwoao
3a3HaYeHHs OaUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TeKCTy

YkpaiHa

MapKyBaHHS yNakoBku npenapary.
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY

MapkKyBaHHS. BBeeHHs 3MiH

NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

BHECEHHS 3MiH j0 peecTpaLiinHmx

marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa

3a peyenmom

UA/11505/02/02

57. BA30MNPO®

kancynu no 500 wmr, no 10
Kancyn y énictepi; no 6

6nicTepiB ynayui 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

HalilMeHyBaHHs Ta/abo agpecu
3anBHUKA (BacHMKa
peecTpauiiiHoro NocBigYeHHs!)
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKA (B1acHMKa
peecTpavuiiiHoro NocBigYeHHs!)
BBegeHHA 3MiH npoTArom 6-tm
MiCAILiB NicNsa 3aTBEPKEHHS.
3MiHn | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHSA AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOoBeAEHHS KOHTPOJO AKOCTI.
(aisnbHICTb, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BWMNYCK Cepiil) 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM micusa
BMPOGHMLTBA: BBEAEHHSA 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS yNakoBku npenapary.
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs. OHOBMIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3ac00y 3 BHECEHHSM iHchopMmalii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicsILiB Nicns 3aTBepKEHHS.

58.

BAJIABIP®

TabneTtku, BKPUTI
o60s1oHkoto, no 500 Mr no
6 Tabnetok y 6nictepi; no
7 6nicTepiB y nauui 3
KapToHy; no 10 TabneTok y
6nictepi; no 1 6nictepy B
nauuj 3 KapToHy

AT "dapmak"

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro NocBigYeHHST)
3MiHa HaiMeHyBaHHA Ta agpecu
3anBHUKa (B/1ACHMKA

3a peyenmom

UA/5386/01/01
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Bupo6HuK

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

peecTpauiiHoOro NocBigYEHHS)

nocsio4YeHHs

YkpaiHa

BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IOYAKOUM
BUMNYCK cepiit) 3miHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BMpOOHULTBA: 3MiHU BHECEHI B
IHCTPYKLil0 ANa MeguyHoro
3actocyBaHHs /13 y p. "BUpo6HuK",
"Micue3HaxokeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
BiAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNnakoBok. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)
OHOB/EHHS TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaii Wwoao
3a3HauYeHHs OAMHULb
BMMIpIOBaHHSA y cuctemi Sl
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHSA
BHECEHHS 3MiH 40 peecTpalinHmx

6e3 peyenma

UA/2119/02/01

59.

BAJIEPIAHN
HACTOUMKA

HacToiika, no 25 mny
chnakoHi cknsHomy; no 1
donakoHy B nauli; no 25
M abo no 50 mny

dhnakoHax CKMsiHUX; No 25

MpAT
dapmMaLeBThiHa
thabpuka "Biona"

Ykpaina

MpAT
PapmaueBTUyHa
thabpuka "Biona"

Marepianis: 3mMiHu | TMny - 3MiHKn
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3MiHM BHECEHI B TEKCT MapKyBaHHS
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

M abo no 50 mny
dhnakoHax CKNSHUX,
YKYNopeHux npobkamu-
KpanenbHULAMK; No 25 MmN
a6o no 50 mn y chnakoHax
CKMSAHWX, YKYNOPEHUX
npobkamu-
KpanenbH1uAMK; no 1
donakoHy B nauuj

yMakoBOK NiKapCbKoro 3acoby
(n.17) wono HaHeceHHs Toprosoil
Mapku. BBeieHHs 3MiH NPOTArom
6-TV MiCALIB MIiC/1A 3aTBEPLKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
OTOBWIA NiKapcbKMii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBabHuii
3aci6. 3miHa dhopmmn abo po3mipy
KOHTeliHepa un
3aKynopBaUIbHOTO 3acoby
(NepBWHHOI yNakoBKu)
(HecTepunbHI nikapcbki 3acobm) -
BBegeHHs1 40AaTKOBUX YNakoBOK
no 25 mn ta no 50 mn y cpnakoHax
3 ckomacy mapkm OC ($9B-30-18;
®B-50-18), ykynopeHux
npo6kaMu-kpanenbHULAMA 3
LDPE (2.2.E) Ta kpuwkamu (1.4 K)
y nauui Ta 6e3 nauku, 3
BIANOBIAHUMY 3MiHamMK [0 p.
«YnakoBka». 3MiHN AKICHOTO Ta
KinbKicCHOro cknagy nakyBasibHOro
marepiany He Big6ynocb. 3miHn
BHECEHi B po3gin "Ynakoska"
(BBEAEHHS A0AATKOBUX YNaKOBOK)
B IHCTPYKL,O 4518 MeAnYHOro
3aCTOCYBaHHS MiKapCbKoro
3aco0by, K HacnigokK -
3aTBEPIKEHHS TEKCTY
MapKyBaHHS 40AATKOBMX YNakoBOK
nikapcbKoro 3acoby. BeefeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roToOBOro NikapCbKoro 3acoby
(He3HauHa 3miHa y 3aTBEpMAKEHNX
MeToAax BUNPobyBaHHS) -
BHECEHHS 3MiHM Ao MeTopis
KOHTPOJII0 SIKOCTi JliKapCbKOro
3acoby n. «0O6’em BMICTY
YyNakoBKU» A1 YyNakoBKU No 25 mn
(3MEHLLEHHS KiNTbKOCTI 3paskiB,
06’eM AIKMX BU3HAYaETbCA, 00 1
hnakoHy); 3miHW | Tuny - 3miHn 3
SAKOCTi. [0TOBMIA NiKapcbKuii 3aci6.
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Cucrtema
KOHTeliHep/3aKynopoBabHui
3aci6 (iHwi 3miHW) (B.1L.T -
BBefeHHs BTOPMHHOTO NakyBaHHS
ANA [o3yBaHHA o 50 mn y
nakoHax (BBeAeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS)
60. BIKTO3A® PO34nH A5 iH'EKLN, 6 A/T Hoso Hopgaick [JaHis Brpo6HuK, NaHis BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/12124/01/01
Mmr/Mn, no 3 Mny Hepo3dacoBaHoro Marepianis: 3mMiHu | TMny - 3MiHKn
KapTpuapkax, BKNafeHux y NpoAayKTY, ofo 6e3nekn/edekTMBHOCTI Ta
nonepeAHL0 3arnoBHEHy HanoBHEHHH, thapmakoHarnagy (iHwi 3MiHu).
H6araTopasoBy OA4HOPa30BY nepBUHHA ynakoBka, 3MiHV BHECeHO A0 IHCTpyKLii Ans

LnNpu1L-pyyKky; no 1 a6o 2
nonepeaHbL0 3anoBHEHI
LUNPUL-PYYKN B KAPTOHHIi
Kopobui

KOHTPO/b SKOCTi Ta
BiANOBIAa/IbHNIA 3a
BWMNYCK Cepiii
KIHLLeBOro NpoAayKTy:
A/T Hoso Hopgick,
JIEGIER
BupobHuk ansa
36UpaHHs,
MapKyBaHHS Ta
ynakoBkM,
BTOPVHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
NaHis

MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Mikapcbka hopma” (BHeCEHO
He3HauHi pefaKkTopPChbki NpaBku B
onuc), "OcobnneocTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHA Ta f03K". BBefeHHsA
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBepMKEHHS. 3MiHu Il Tvny -
3MiHu Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHu y
KOPOTKIll XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEJMNYHOr0 3aCTOCYBaHHS Yy
3B'A3KY i3 HOBUMW JaHUMK 3
SAKOCTi, AOKNIHIYHUMU, KMIHIYHUMMN
JaHUMK Ta AiaHumK 3
thapmakoHarnsgy. 3MiHM BHECEHO
00 IHCTPYKUiT A8 MeanyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakonoriyHi
BnacTtusocTi", "Cnoci6
3aCcToCyBaHHA Ta f03Un"
BiANOBIAHO A0 AaHWX
pocnipkeHHs LIRA-ADD2SGLT2i
{00 3aCTOCYBaHHSA B
KoMbiHOBaHOI Tepanii Ans
nikyBaHHs fjiabeTy 2-ro Tuny.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3Mminu Il TUny - 3MiHM WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NoKa3aHHAX
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

(nopaBaHHS HOBOTO
TepaneBTUYHOro NokasaHHA abo
3MiHa y 3aTBepKeHoMy
nokasaHHi). 3MiH1 BHECEHO A0
IHCTPYKLUIT ANA MeanyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakosioriyHi
BrnactmsocTi”, "rMokasaHHs",
"B3aemogis 3 iHWMMW fliKapCbKuMu
3acobamu Ta iHWi Buan
B3aemogijin”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta go3u', "fitn",
"Mo6ivHi peakui™. BBeAeHHSA 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/15706/01/01

61.

BMPIB

NOPOLLIOK A4/151 PO3UMHY
Ans iHdoysii, no 400 OJ, 1
chn1akoH 3 NOPOLLKOM Y
KapTOHHIA Kopoo6Li

LWaviep
dapmacbioTikans
IpnaHgisa Nimiteq,

IpnaHgis

BUNYCK cepil:
Lariep
dapmacboTVKan3
Alineng Nta

IpnaHgis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHVKa

UA/15706/01/01

62.

BrPIB

NOPOLLOK 47151 PO3UNHY
Ans iHdoy3iii, no 400 Of, 1
h/1aKoH 3 MOPOLLKOM Y
KapTOHHIA KopoobLi

LWaviep
dapmacbioTikans
IpnaHgisa Nimiteq,

IpnaHgis

BUNYCK cepil:
Laliep
dapmacbioTikans
Ipnangis Nimiteq,

IpnaHgis

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHu | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -

BHECEHHS 3MiH 40 po34iny
«MapkyBaHHs». JlojaBaHHA 00
TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby no3HavyeHb

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

S| (BBefeHHA 3MiH NpoTArom 6
MicsILiB Micns 3aTBepPAXEHHS);
3MiHY | TRy - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHu) -
BunyyeHHs iHdhopmalii Lwoao
3asBHVKa 3 IHCTPYKLiT AN
MeJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeegeHHs
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPMKEHHS; 3MiHW | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro

NikapcbKoro 3acoby, BKIOYaum

3a peyernmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AinbHULI BUNYCKy cepii abo micue
npoBeAeHHs KOHTPO/O AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae

BMPOGHMK/IMNIOPTEp, BK/IOYAKYM
BUWMYCK Cepiii) - 3MiHa Ha3Bu Ta
ajpecy BUpobHMKa, 6e3 3MiHU
MicLs BUPO6HMUTB (BBEAEHHS
3MiH NPOTArom 6 Micsuis nicns
3aTBEPLKEHHS); 3MiHK | Tvny -

3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby (iHLi
3MiHW) - OHOBJIEHHS BXeE
3aTBEPAKEHNX METOAIB KOHTPOIO

AKOCTI NikapcbKoro 3acoby, a came
BUK/AAEHHS TEKCTY [iepPXaBHO
MOBOIO 3TifJHO Cy4aCHWX BUMOT

(BBefeHHA 3MiH nNpoTsarom 6
MicsILiB Mic/1a 3aTBepAKEHHS)

63.

FEMAKCAM

PO34UH A5 iH'eKLA, 50
Mr/mMn no 5 mn B amnyni;
no 10 a6o 50 amnyn y
naJui 3 KapToHy; no 10 mn
B amnyni; no 5 a6o 10
amnyn y naduj 3 KapToHy

TOB «®APMACE/T»

YKpaiHa

KoHTposib, BUMNYyCK
cepii:

TOB
«PAPMACE/»,
YKpaina;
BTopuHHa ynakoBska,
KOHTPO/b!
XONOMAK
depnakyHrcTexHik
M6X, HimeuuunHa,;
Brpo6HMLUTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
Ta BTOpPVHHA
YMakoBKa, KOHTPO/Ib:
XONOMNAK
depnakyHrcTexHik
'mM6X, HimewunHa

YkpaiHa/
HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tvny - 3MiHu 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToOBOro Nikapcbkoro 3acoby
(3amiHa abo gofgasaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) -
Bxoyaroun
KOHTPO/1b/BMNPOGYBaHHSA cepii.
3MiHa MicLle3HaxoMKeHHs Ta
agpecu Micus NpoBaKEHHs!
LiS/TbHOCTI BUPOGHMYOT AinbHALL
TOB "®APMACE/T", YkpaiHa
BIANOBIAA/IbHOI 3@ KOHTPO/b,
BWNYCK cepii. BBeAeHHS 3MiH
npoTArom 3-X Micais nicas
3aTBEPMAKEHHSA. 3MiHM | TRy -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHs» MKA 13.
3arBepgxeHo: TEKCT
MAPKYBAHHA
TekcT MapKyBaHHA NepBUHHOT Ta
BTOPVHHOT ynakosku J13.
3anponoHoBaHo: MAPKYBAHHA.

3a peyenmom

UA/13418/01/01
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10 mn B amnyni; no 10
amnyn y naduj 3 KapToHy

depnakyHrcTexHik

'M6X, HimeuunHa;
Brpo6HMUTBO

Hepo3dacoBaHOl

NpoAyKLii, NepBUHHa

Ta BTOPVHHA
yNaKoBKa, KOHTPO/Ib:
XONOMNAK

3MiHV Y BUpOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYTbCA
BUNYCKY Cepii Ta KOHTPOJI0 AKOCTI
roToOBOro Nikapcbkoro 3acoby
(3amiHa abo gofgasaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3€HHA Ta/abo Bunyck cepii) -
Bktovaroun

depnakyHrcTexHik

KOHTPO/1b/BUNPOGYBaHHS cepil.

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3rifiHO 3aTBEPLKEHOTO TEKCTY
MapKyBaHHS. OHOBMIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3ac00y 3 BHECEHHSM iHchopMmaii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicsILiB Nicns 3aTBepAKEHHS.
64. FEHBOSA® TabneTtku, BKPUTI lneap CaiteHcus IpnaHgais AHpepcoHBpekoH, cLA/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/16530/01/01
NiBKOBOK 060JI0HKOLO; MO Alieneng tOC IHk., CLUA IpnaHgis/ marepianis:3minu Il Tuny -
30 TabneTok y gonakoHi; (BTOpPUHHA KaHnapa OHOB/EHO Mn1aH ynpasniHHA
no 1 donakoHy y KapTOHHIl ynakoBka); lNneag, pusvkamu go sepcii 5.0 ans
Kopoo6Ui CaileHcus AileneHg nikapcbkoro 3acoby FrEHBOA®,
HOC, IpnaHgis TabneTtku, BKPUTI NNiBKOBOKO
(Bunyck cepii, 060/10HKOI0; No 30 TabneTok y
nepBrHHA yMakoBka, chnakoHi; no 1 chnakoHy y
BTOPVHHA yNnakoBkKa, KapTOHHIA Kopo6Li. BHeceHi 3MiHM
KOHTpPO/b cepii); 00 yacTuH: “Cneuudpikauis 3
lneap CaiieHcus, 6e3nekn”, “rnaH 3
IHK., CLLA thapmakoHarnagy”, “3axoam 3
(BTOPUHHA MiHimi3aLii pu3mnkis”, “Pesiome
ynakoBka); lNneag, nnaHy ynpasiHHA pusukammn”,
CaileHcus, IHK., “fopatkn’
CLUA (koHTposb
cepii); €BpodpiHc
NaHkacTep
NabopaTtopis, IHK.,
CLUA (koHTposb
cepii); MinmayHT
Xenckea N4,
IpnaHgis (BTopmMHHA
ynakoBka); MareoH
IHK., KaHapa
(BUpOGHMLTBO,
nepBMHHA ynakoBka,
BTOPWHHA ynakoBKa,
KOHTPO/b cepii)
65. FENATOKC KOHUEHTpAaT 415 po3ynHy TOB «®APMACE/1» Ykpaina BTopuHHa Himeuuunna/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/12890/01/01
Ans iHdysii, 500 mr/mn no ynaKoBKa, KOHTPO/Ib: YkpaiHa mMarepianis: 3MiHu | Tuny - 3MiHN 3
XOJNOMAK sKocTi. FoToBWIA Nikapcbkuii 3aci6.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

'vm6X, HimeuunHa,;
KOHTpO/b, BUMYCK
cepii:

TOB
«PAPMACE/»,
YkpaiHa

3MiHa MicLLe3Haxo4KeHHs Ta
afpecu MicLs NPOBaKEeHHN
LOiSNBHOCTI BUPOGHMYOI AinbHAL
TOB "®APMACEJT", YkpaiHa
Bi4NOBiAa/IbHOT 38 KOHTPO/b,
BUNYCK cepii. BBeAEHHS 3MiH
npoTsArom 3-x MicAuiB nicas
3aTBepMKEHHS. 3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHK).
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKA N13.
3arsepgxeHo: TEKCT
MAPKYBAHHA
TekcT MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI yrnakosku J13.
3anponoHosaHo: MAPKYBAHHA.
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOBMIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHSM iHchopMmaii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicsILiB Nicns 3aTBepAKEHHS.

66.

rNoay _
HACTOWKA

HacTolika, no 25 mn a6o
80 mn, abo 100 mny
dhnakoHax; no 25 mn abo
80 mn, a6o 100 mny
chnakoHi; no 1 conakoHy B
nadui; no 25 mny
hnakoHax, yKynopeHmx
npobkamu-
KpanenbHuuaMKY; no 25 mn
y dh1aKkoHi, yKyrnopeHomy
NPOGKOI-KpanenbHULEL;
no 1 cpnakoHy B navui

MpAT
dapmaLeBThiHa
thabpuka "Biona"

Ykpaina

MpAT
PapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHKn
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3MiHWN BHECEHI B TEKCT MapKyBaHHS
YyNaKoBOK NiKapCbKoro 3acoby

(n.17) woao HaHeCceHHs TOpProsoi
Mapku. BBeieHHA 3MiH NpoTArom

6-TN MicALIB NicNA 3aTBEPKEHHS;

3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NikapcbKuii 3acio.

Cucrema
KOHTeliHep/3aKynopoBasbHuWi
3aci6. 3miHa dhopmu abo po3mipy
KOHTeliHepa un
3aKynoproBasIbHOr0 3acoby
(NepBWHHOI yNakoBKu)

(HecTepunbHi nikapcbki 3acobm) -
BBE/IEHHS [104aTKOBMX YNakoBOK

no 25 mn y donakoHax (®B-30-18),

YKynopeHux npobkamu-

KpanenbHuusamn 3 LDPE (2.2.E) Ta

Kpuwwkamm (1.4 K) y nayui Ta 6e3

6e3 peyenma

UA/2121/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

naudku, 3 BignoBigHMMM 3MiHaMKn [0
p. «YnakoBka». 3MiHM SIKiCHOro Ta
KiNbKICHOTo ckagy nakyBaslbHOro
marepiany He Bigbynocb. 3mMiHn
BHeCeHi B po3ain "Ynakoska"
(BBEAEHHA ABOX AOAATKOBMX
yMakoBOK) B iHCTPYKLil0 Ans
MeANYHOr0 3aCTOCYBaHHS
NiKapcbkoro 3acoby, sk HacniaokK -
3aTBEPMAKEHHS TEKCTY
MapKyBaHHS 40AATKOBMX YNakoBOK
nikapcbKoro 3acoby.

67.

r/IFOKO3A-
JAPHMLA

pO34uH A1 iH'ekuiin, 400
mr/mn, no 10 mn a6o 20
mn B amnyrni; no 5 a6o 10
amnyn B nauui

MpAT
"®apmaueBTnyHa
hipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis:3aMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,

BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

3a peyernmom

UA/2349/01/01

68.

DAKAPBA3VH
MEAAK

NOPOLLIOK A/15
NPUroTyBaHHS PO3YNHY
Ans iH'ekUili abo iHdy3iit
no 100 mr, 10 dhnakoHis 3
MOPOLLKOM Yy KOpOOLi

Mepak lesenbwadpT
hrop KNiHiwwe
Lnewuianbnpenapate
M6X

HimeyunHa

Megpak esenbladt
hrop KNiHiwe
Lneujansnpenapat
e M6X, HimeuyumHa
(BTOpUHHE
nakyBaHHs,
MapKyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii); OHkomen,
MeHbloheKYEPIHT
a.c., Yecbka

Himeuuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3aMiHu | TUny - 3MiHu
wofo 6e3snekn/epekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 Y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 32 34iICHEHHS
hapmakoHarnsay; KOHTakTHol

3a peyernmom

UA/6987/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Pecny6nika ocobu 3 hapmakoHarnagy
(BMPOGHMLTBO "in 3asBHUKA AN 34iACHEHHS
bulk", nepBuHHe Ta hapmakoHarnsagy B YkpaiHi, Ko
BTOPUHHE BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
nakyBaHHs, ocobu, BiANoBiAa/IbHOT 3a
MapKyBaHHA Ta 3pjiicCHeHHs chapmakoHarnagy
KOHTpPO/b cepii); (BKIHOYAKOYUM KOHTAKTHI AaHi)
OHkoTek ®apma Ta/abo 3MiHV Y PO3MILLEHHI
MpogakwH MeX, MacTep-caiina cuctemu
HimeuyunHa thapmakoHarnsgy) - 3miHa
(BMPOGHMLTBO "in KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
bulk", nepsuHHe 0cobu 3asBHWMKa, BiANOBIAAbHOI
nakyBaHHsa Ta 3a thapmakoHarnag B Ykpaii.
KOHTPOb cepil) MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0coby yNnoBHOBaXXeHOI ocobu
3asBHWKa, BIANOBIAA/ILHOI 3a
dhapMakoHarisg B YkpaiHi
69. OAKAPBA3VH NOpoLLOK AN Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6987/01/02
MEAAK NPUIOTYBaHHA PO3UMHY dorop KNiHiwe dorop KniHiwe Yecbka marepianis:3minu | Tuny - 3MiHK
Ans iH'ekuii abo iHdy3ii LLineujansnpenapare Lneuiansnpenapat Pecny6nika Loao 6e3nekn/edeKTMBHOCTI Ta
no 200 mr, 10 donakoHis 3 M6X e M6X, HimeuunHa thapmakoHarnagy. BeegeHHs a6o
MOPOLLKOM Y KOpOOLi (BTOPUHHE 3MiHW [0 y3arasibHEHUX AaHuX Mpo
nakyBaHHS, cuctemy hapMmakoHarnagy
MapKyBaHHS,

KOHTPO/b Ta BUMYCK
cepii); OHkomep,
MeHboEKUEPIHT

a.c., Yecbka
Pecny6nika
(BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS Ta
KOHTpO/b cepii);
OHkoTek ®apma
MpogakwH M6X,
Himeyunna

(BMPOGHMLTBO "in
bulk", nepsuHHe

nakyBaHHSA Ta
KOHTPO/b cepil)

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
dhapmakoHarnagy B YkpaiHi, SKLL0
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a

3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asBHVKa, BiANOBIAAbHOI
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: bakyH
AHHa OnekcaHgpiHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YyNnoBHOBaXKEHOI 0CO6YU
3asBHWKa, BIANOBIAA/ILHOI 38

hapMakoHarnisg B YkpaiHi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

70.

DAKAPBA3VH
MEAAK

NOPOLUOK A5t
NPUroTyBaHHsA PO34MHY
Anst iHgpy3ii no 500 mr, 1
chnakoH 3 NOPOLLKOM Yy
KOpOO6Lj 3 KAPTOHY

Mepak esenbwadT
dorop KNiHiwwe
LLineuianbnpenapare
M6X

HimeuunHa

Mepak e3enbadt
dorop KNiHiwe
Lnevuianbnpenapat
e M6X, Himeuunna
(BTOpPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPONb Ta BUMYCK
cepii); OHkomen,
MeHbODEKYEPIHT
a.c., Yecbka
Pecny6nika
(BMpOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS Ta
KOHTpO/b cepii);
OHkoTek dapma
MpopgakwH MéX,
HimeuunHa
(BMpPOGHMLTBO "in
bulk", nepsuHHe
nakyBaHHSA Ta
KOHTpO/b cepii)

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis:3aMiHu | TUMy - 3MiHKU
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT

0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: BakyH

AHHa OnekcaHapiBHa. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnsg B YkpaiHi

3a peyernmom

UA/6987/01/03

71.

DAKAPBA3VH
MEAAK

NOPOLLIOK A/1A
NPUroTyBaHHS PO3YNHY
Ans iHdoysiri no 1000 wmr, 1
ch/1akoH 3 NOPOLLKOM Y
KopobLi 3 KapTOHY

Mepak esenbwadpT
dorop KNiHiwe
LLineuianbnpenapare
M6X

HimeuunHa

Mepak e3enbadt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa
(BTOpPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); OHkomes,
MeHbODEKYEPIHT
a.c., Yecbka
Pecny6nika
(BpOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS Ta
KOHTpPO/b cepii);
OHKoTeKk ®apma

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3aMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnsgy B YkpaiHi, Ko

BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI

ocobw, BignoBiAa/IbHOI 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)

Ta/ab0 3MiHW Y PO3MILLEHHi

3a peyenmom

UA/6987/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MpopakwH MbX,
HimeuyunHa
(BUpOBGHMLTBO "in
bulk", nepBuHHe
nakyBaHHA Ta
KOHTPO/b cepii)

MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHOI 0COBU YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (hapmakoHarnsg, B YkpaiHi.
MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarniag B YkpaiHi

72.

AAMNIFPA

TabneTkn, BKPUTI
NAiBKOBOK 060/10HKOLO, MO
30 mr, no 3 TabneTkn y
6nictepi, no 1 abo 2
6nicTepn B KAPTOHHIA
ynakoBLii

HOBEN INIAY CAHAI
BE TIOAXAPET A.LL.

TypeyunHa

HOBE/T INAY
CAHAI BE
TIIXKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TNy - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N3:
3arBepgxeHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS, WO A0AAETHCS.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. BBefeHHs 3MiH
NpOTArom 6-X Micauis nicas
3aTBEPAKEHHS.

3a peyernmom

UA/17210/01/01

73.

OAMIrPA

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
60 mr, no 3 Tabnetkn y
6nictepi, no 1 a6o 2
6nicTepn B KAPTOHHIl
ynakoBLi

HOBE/ IJAY CAHAT
BE TIOAXAPET A.LL.

TypeuunHa

HOBE/ INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHchopMaui Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13:
3arBepgxeHo: MAPKYBAHHA
3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs, L0 AOAAETHCS.
3anponoHoBaHo: MAPKYBAHHA
3rigHo 3aTBEpAXXEHOro TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPAKEHHS.

3a peyernmom

UA/17210/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
74. OAP3ANEKC® KOHLeHTpaT 4718 PO34UHY TOB "[J>KOHCOH i YkpaiHa Brpo6HMUTBO LLiseiiuapis/ BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/18025/01/01
Ans iHdoysii, 20 mr/mn; no J[DKOHCOH YkpaiHa" Hepo3chacoBaHoOro HimeuunHa/ mMartepianis: 3miHu | TUny -
5 mn a6o 20 My npoaykTy, nepeuHHa | Higepnanan AAMiIHICTpaTUBHI 3MiHW. 3MiHa
chnakoHi; no 1 conakoHy y ynakoBKa, KOHTPO/Ib HalilMeHyBaHHs Ta/abo agpecu
KapTOHHIA ynakoBLi AKOCTI: 3asBHVKa (B/1acHMKa
Cinar AT, peecTpaLiiHoro NocBiAYeHHs) -
LLiBeiuapis; BHECEHHS 3MiH 0 agpecu
BetTep ®apma- 3asBHVKa B 3B’A3KY 3i 3MiHOI0
®epTuryHr NM6X & MiCLA NPOBaKEHHS AiSNIbHOCTI
Ko. KT, HimeuunHa;
BTopvHHa ynakoBka:
Cinar AT,
LLiBeiuapis;
Bunyck cepii:
AHcceH
Balionogxukc B.B.,
Higepnanan
75. ABALE 200 Tabnetku wunydi no 200 MpAT YkpaiHa E-dapwma TpeHTO ITanisa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/18138/01/01
mr, no 20 TabneTok y Ty6i; "®apmaveBTUYHa C.n.A. marepianiB:3miHu | Tvny - 3MiHK
no 1 1y6i B navui ipma "OapHuus” ofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3arasIbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy
76. ABAUE NOHI TabneTtku wunyui, no 600 MpAT Ykpaina E-dapma TpeHTO ITanis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/18139/01/01
mr, no 10 TabneTok y Ty6i, "®apmMaLeBTNYHa C.n.A. marepianis:3minu | Tvny - 3mMiHK

no 1 Ty6i B mauui

hipma "OapHuus”

Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHV [0 y3arasibHEHUX AaHuX Mpo

cuctemy chapmakoHarnsgy
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy
77. AEKCAMETA3 Tabnetkn no 20 wmr; no 10 KPKA, 4.4., HoBo CnoseHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/16902/01/01
OH KPKA Tabnetok y 6nictepi; no 1, MecTo MecTo, CnoBeHis marepianiB:TeXHIYHa NoMWsIKa
2 abo 3 6nictepn y (BMPOGHMLTBO "in (3rigHo Hakasy MO3 Big
KapTOHHI/ Kopoo6Li bulk", nepsuHHe Ta 23.07.2015 Ne 460) - TexHiuHy
BTOPUHHE NOMUJIKY BUNPaB/IEHO B TEKCTI
nakyBaHHS, MapkyBaHHs /13, a came y aarti
KOHTPO/b Ta BUMYCK peecTpauiiHoro NocBigYeHHs;
cepiii); KPKA, a.4., 3anponoHoBaHo: 3MIHM 4O
HoBo mecTo, TEKCTY MAPKYBAHHA 0O
CnoBeHis (KOHTpONb PEECTPALIIHOIO
cepiii); KPKA, a.4., MOCBIAYEHHSA Ne
HoBo mecTo, UA/16902/01/01 BI[, 16.08.2018.
CnoBeHisi (NepBUHHE 3a3HayeHe Bunpas/ieHHA
Ta BTOpPVHHE BiANoOBigae marepianam
nakyBaHHS) peecTpaLjiiHoro gockbe
78. AEKCAMETA3 Kpansi O4Hi, po3unH, 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/0992/01/01
OH-OAPHUUA mr/ma no 5 mn abo no 10 "GapmMaueBTNYHa "hapmMaueBTNYHa marepianis:3aMiHu | TUny - 3MiHu

My ¢hnakoHi; no 1
donakoHy B nauuj

ipma "OapHuus"

ipma "JapHuus”

ofo 6e3nekn/epekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

79.

JEKCAMETA3
OH-AAPHMLA

PO34nH NS iH'eKUin, 4
Mr/mMa no 1 mn B amnysi;
no 5 a6o 10 amnyny
KOHTYPHIli YapyHKOBIi
YMaKoBLi; N0 1 KOHTYpHIi
YapyHKOBIll ynakoBLi B
nauuj; no 5 amnyny
KOHTYPHIli YapyHKOBIi
yNakoBLii; MO 2 KOHTYPHI
YapyHKOBI YMakoOBKN B
naui

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

3a peyernmom

UA/0992/02/01

80.

JLEKCAMETA3
OH-JAPHULA

Tabnetku no 0,5 wmr, no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 5
KOHTYPHUX YapyHKOBUX
ynakoBOK y navui

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3miHu | Tvny - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeeneHHs a6o

3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0Co6MU,

3a peyenmom

UA/0992/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

81.

AEKCA®PI

Kpansi O4Hi, po3unH, 1
mr/mn no 0,4 mn B
04HOO030BOMY
KOHTeliHepi; no 5
0[HOO030BUX KOHTEHEPIB
3'elHAHMX MiX CO6OL0 Y
CTpiukKy y cawe; no 4 abo
6 cawe (N220 a6o Ne30) y
KapTOHHIA KOopoo6Li

Nabopatyap Tea

PpaHuis

EkcenBisioH

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB:3miHu | Tvny - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3

BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKA N13:
MponoHoBaHa peaakuis:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. BBegeHHs 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS

3a peyernmom

UA/17337/01/01

82.

LOEKCI/TAHT®

Kancynm 3
MoAandikoBaHUM
BMBINIbHEHHAM TBEPAi N0
30 wmr; no 14 kancyn y
6nicTepi; no 1 abo no 2
6nicTepu B KAPTOHHI
Kopobui

Takepa
dapmacbHoTikasic
CLA, Ik

CWA

BMPOBHMUTBO 3a
MOBHVM LVK/IOM:

Takepa M'mM6X, Micue

BUPOGHMLTBA
OpaHieHbypr,
HimeuunHa,;
BUPOGHMLTBO
Hepo3dgacoBaHOl
NPOAYKLUT:
Takena lpnaHgis
Nta, \pnaxgis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, [03BiN

Himeuunna/
IpnaHgis/
ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOo6HULTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BMPOGHULITBA AN15 YaCcTUHU abo
BCbOro BUPOBHMYOro npovecy
roTOBOro NikapCbKoro 3acoby
(8iNnbHULA 0N BTOPUHHOTO
nakyBaHHS) - BBEEHHSI
[04aTKOBOT AiNbHULI Ans
BTOPVHHOTO MakyBaHHSA rOTOBOrO
nikapcbKoro 3acoby - Takega
'M6X, MicLe BUpO6GHMLTBA

3a peyenmom

UA/13660/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ha BUMYCK cepii: OpaHieHbypr, HimeuunHa
[endhapm HoBapa (BBefeHHs 3MiH NpOTArom 6-Tu

C.p.n., Itanis

MICALIB MiCNA 3aTBEPLKEHHS);
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUpPO6GHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbkoro 3acoby
(8iNbHULA 4N NePBUHHOIO
nakyBaHHS) - BBEAEHHS
[04aTKOBOI Ai/bHUL ANst
NepBUHHOTO NakyBaHHA rOTOBOr0
nikapcbKoro 3acoby - Takega
'M6X, MicLe BUpOGHMLTBA
OpaHieHbypr, HimeuunHa
(BBeaeHHs 3MiH NpOTArom 6-Tu
MICALIB MiC/1SA 3aTBEPLKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBeEHHS [0AAaTKOBOI AiNbHUL
BMPOOHULITBA A5 YaCTUHN abo
BCbOr0 BUPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(BinbHMUA, Ha AKIN NpoBOAATLCA
6yab-AKi BUPO6HUUI cTagji, 3a
BUHSATKOM BUMNYCKY Cepii,
KOHTPO/II0 AKOCTi, NEePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHSA, 415
HeCTepUsbHUX NiKapCbKunx
3ac06iB) - 3amiHa AjinbHUL,
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
Hepo3chacoBaHOol NpoayKLUii 3
Takeaa PapmacbioTikas KomnaHi
Nimiten, AnoHis Ha Takega M'v6X,
MicLe BMpoOHULTBO OpaHieHbypr,
HimeuunHa (BBefeHHs 3MiH
NpoTArom 6-Tn MicAUiB micns
3aTBEPKEHHS); 3MiHM | TUny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA

roToBOro Nikapcbkoro 3acoby
(3amiHa abo gofasaHHs

BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI

BMPOGHMKA, LLIO BiAnoBigae 3a

79




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BBE3EHHS Ta/abo BMMNYCK cepil) -
Bxkntoyatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
[0aBaHHA BUPOGHMKa
BiANOBiAa/IbHOIO 3a KOHTPO/1b
AKOCTI Ta BUNYCK cepii - Takeda
'M6X, MicLe BUPOGHMLTBO
OpaHieHobypr, HimeuunHa. 3miHu
BHECEHO B IHCTPYKL,il0 AN1A
MeAMYHOro 3acTOCyBaHHS LWOAO
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHs ynakosku /13
(BBeaeHHs 3MiH NpOTArom 6-Tu
MiCALIB MiC/1SA 3aTBEPLKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKMii 3aci6. 3MiHK
Yy BUPOBHULTBI. 3MiHW y npoueci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby
(He3HauHa 3miHa y mpoueci
BMPOGHWLTBA) - HE3HAYHI 3MiHU Y
npoueci BUPOGHNLITBA — 3MiHW Y
06nagHaHHi Ha BUPOOHNYIN
ninbHUU Takega MM6X, micue
BMPOGHMLTBO OpaHieHobypr,
HimeuunHa (BBefeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHK Y NpoLeci
BMPOOHWLTBA FOTOBOrO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHWM PO604MX
napameTpis, W06 BignosigaTu
3MiHam B 06/1afHaHHI Ta
npouecam AinbHuLi (BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHM 3 KOCTi. [O0TOBWIA
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbkuii 3aci6. 3miHn y
BUPOGHUUTBI. 3MiHa po3Mmipy cepii
(BKNHOYAKOUN Ajiana3oH po3mipy
cepii) roToBOro NikapCbKoro
3acoby (36inbweHHsA fo 10 pasis
NOPIBHSHO i3 3aTBEPKEHUM
PO3MipoMm) - 36iMIbLLEHHS PO3MIpY
cepii 4Ns roToBOro Nikapcbkoro
3aco6y 30 mr 3 965 000 kancyn go
2 720 000 kancyn (BBefeHHst 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS); 3MiHK | TUny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BK/1OYAKOUN Aiana3oH po3mipy
cepil) roToBOro nikapcbKoro
3aco6y (36inbweHHA fo 10 pasis
NOPIBHSHO i3 3aTBEPIKEHVM
pPO3MipoM) - 36iMbLLEHHS PO3MipY
cepii 4Ns roToBOro Nikapcbkoro
3aco6y 30 mr 3 965 000 kancyn o
8 159 000 kancyn. BBefeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3mipy cepil
(BK/IKOYAKOYM diana3oH po3Mipy
cepil) roToBOro NikapcbKoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM
PO3MipOM) - 36i/IbLLEHHSA PO3MIpY
cepii AN1s rOTOBOrO /iKapCbKOro
3acoby 60 mr 3 965 000 - 976 200
kancyn go 1 360 000 kancysn.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB Nicns 3aTBepPKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHu
Y BUPOGHULTBI. 3MiHN
BMNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOB/IEHVX Y
crneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOIO
NiKapcbKoro 3acoby (3BY)XeHHS
O0NyCTUMUX MEX) - 3MiHN
KOHTPO/II0 Nif, Yac BUPOGHMLTBA,
SIK HAcNigoK 3MiH npoueayp LWoao
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
06nagHaHHA Ta aBToMaTusauii Ha

LiNbHUL — 3BY)XXEHHA MeX
napameTpy KOHTposito «Maca
nicns iHkancynoBaHHA»(Weight
after encapsulation) BBefeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNpoOyBaHb
abo fonycTUMUX MeX,
BCTAHOB/IEHNX Y cneuudikaulisx,
nig Yyac BUPO6HMLITBA FOTOBOMO
niKkapcbKoro 3acoby (BUIYYEHHS
HeCyTTEBOro BUNPOOYBaHHSA B
npoLeci BUPO6HULITBA) - 3MiHW
KOHTPO/II0 Mif Yyac BUPOGHULTBA,
K HACNifOK 3MiH nNpoLeayp LWoao
o6nagHaHHA Ta aBToMaTu3aLii —
BU/TYYEHHS NapameTpiB KOHTPO/I0
ERH (piBHOBaXKHa BigHOCHa
BOJIOTNiCTb) AN Hepo3dacoBaHo|
NpoAyKLUiT Ta NepBUHHOTr0
nakyeaHHsA(Bulk and primary
packaging) BBefeHHs 3miH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW BUNPOOYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx,
nif, yac BUPOBHULITBA FOTOBOrO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNpobyBaHHA B
npoueci BUPOBHULITBA) - 3MiHU
KOHTPO/II0 Nif, Yac BUPOGHMLTBA,
K HACNifOoK 3MiH npoueayp LWoao
obnagHaHHs Ta aBTomMaTusauii —
BU/TYYEHHS napameTpiB KOHTPO/I0
Particle size distribution (po3nogin
YacTVHOK 3a po3Mipom) Ans
KMLLKOBOPO34YMHHOTO MOKPUTTSA - L
Ta KMLLKOBOPO34YMHHOTO MOKPUTTSA-
H. BBegeHHsa 3MiH npoTsrom 6-tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK

Y BUPOBGHULITBI. 3MiHK
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNpPOGYyBaHb abo AOMYyCTUMUX

MeX, BCTAHOBNEHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOrO
niKkapcbKoro 3acoby (BUYYEHHS
HeCyTTEBOro BUNPOOYBaHHSA B
npoLeci BUPO6HULITBA) - 3MiHW
KOHTPO/I10 Mif Yyac BUPOGHMLTBA,
K HACNifOK 3MiH nNpoLleayp LWoao
o6nagHaHHA Ta aBToMaTu3sauii —
BU/TYYEHHS NapameTpiB KOHTPO/0
Specific volume (nuTomuii 06’em)
NS KNLWKOBOPO3YMHHOTO NOKPUTTSA
- L Ta KMLLKOBOPO34MHHOTO
nokpuTTS-H. BBEAEHHSA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHu 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa po3Mmipy cepii
(BKNHOYAKOUN Ajiana3oH po3mipy
cepii) roToBOro NikapCbKoro
3acoby (36inbweHHsA fo 10 pasis
NOPIBHSHO i3 3aTBEPKEHUM
PO3MipoMm) - 36iMIbLLEHHS PO3MIpY
cepii 4Ns roToBOro Nikapcbkoro
3acoby 60 mr 3 965 000 - 976 200
Kancyn o 2 720 000 kancyin.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPOBHMLTBI. 3MiHa po3Mipy
cepii (BkItOYatoun dianasoH
po3Mipy cepif) rotoBoro
niKapcbKoro 3acoby (36i/bLUeHHs
[0 10 pasiB MOPIBHSHO i3
3aTBEpPXXEeHVM PO3MIpOM) -
36iNbLUEHHA PO3MIpY cepii Ans
rOTOBOrO Jlikapcbkoro 3acoby 60
Mr 3 965 000 - 976 200 karncyn oo
4 079 000 kancyn; 3MiHu | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BK/1OYAKOUN Aiana3oH po3mipy
cepil) roToBOro nikapcbKoro
3aco6y (36inbweHHA fo 10 pasis

NOPIBHSIHO i3 3aTBEPAKEHUM

83




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

PO3MipoMm) - 36i/IbLLEHHS PO3MIpY
cepii 4Ns roToBOro Nikapcbkoro
3aco6y 30 mr 3 965 000 kancyn go
5 440 000 kancyn; 3MiHu | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNpoOyBaHb
abo fonycTUMUX MeX,
BCTAHOB/IEHNX Y cneuudikaulisx,
nig Yyac BUPO6HMLITBA FOTOBOMO
nikapcbKoro 3acoby (fofaBaHHSA
HOBOro MeToAY BUNPOGYBaHHSA Ta
[OMNYCTUMMX MEX) - 3MiHN
KOHTPO/II0 Mif Yyac BUPOGHULTBA,
K HACNifOK 3MiH nNpoLeayp LWoao
06nagHaHHA Ta aBToMaTu3sauii Ha
OiNbHUUI — fofaBaHHA napameTpy
KOHTposito Particle size (Po3mip
YyacTvHokK) ana rpanynsauii CF (CF
granulation), yacy posnagy
(Disintegration time), Buxogay nicns
noKpuTTS ocHoBHUM wapom(Yield
after middle layer coating) Ta
KOHLUeHTpauii etaHony (Ethanol
concentration); 3MiHu | Tumny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNpoOyBaHb
abo fonycTUMUX MeX,
BCTAHOB/IEHNX Y cneuudikaLlisx,
nig Yyac BUPO6HMLITBA FOTOBOMO
niKkapcbKoro 3acoby (BUIYYEHHS
HeCyTTEBOro BUNPOOYBaHHSA B
npoLeci BUPO6HULITBA) - 3MiHW
KOHTPO/I10 Mif Yyac BUPOGHMLTBA,
K HACNifOK 3MiH nNpoLleayp LWoao
o6nagHaHHA Ta aBToMaTu3aLii —
BU/TYYEHHS NapameTpiB KOHTPO/I0
Yield (Buxig) Ans OCHOBHOrO Lapy
nokpuTTS (BBEAEHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW BUNPOOYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx,
nif, yac BUPOBHULITBA FOTOBOrO
NiKapcbKoro 3acoby (iHwi 3MiHK) -
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nepernsg napameTpis
HaBKO/IMLLHBLOrO cepeaosuLa (p.
3.2.P.2.3. Po3pobka BMPOGHMYOro
npouecy) BeegeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW BUNpPObYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx,
nif, yac BUPOBGHULITBA FOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHW) -
nepernsg napameTpy
cneumddikauii 4nsa rpaHyn
«30BHiLWHIl BArNaa» BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
3MiHM y po3gini 3.2.P.5.1.
Specifications B napameTpi
«Onuc»(«Appearance»), 6e3 3miH
[aHoi iHdhopmauii y meTogax
KOHTPOJIO SIKOCTI JTiKapCbKOro
3acoby (po3gin «Cneyndikauist Ha
nikapcbkuii 3aci6»; «MeTtoan
KOHTPO/O SIKOCTi») BBEAEHHSA 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roToOBOro NikapCbKoro 3acoby
(He3HauHa 3miHa y 3aTBEpMAKEHNX
MeToAax BUNPobyBaHHS) -
He3HauHi 3MiHN Y aHaNiTUYHKX
mMeToAax - nepernag onucy
NPUroTyBaHHA Ta 36epiraHHsA
ctaHgaptis ansa KinbkicHoro
BU3HAYEHHSA, BU3HAUEHHSA YncToTU
Ta OfHOPIAHICTL [,030BaHNX
oavHnub(Assay, Related
substances, Content Uniformity).
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB Nicnsa 3aTBepKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa 6yAb-AKOi YacTUHU
mMaTtepiany NnepBUHHOT yNakoBKMK,
LLIO HEe KOHTAaKTYE 3 TOTOBUM
nikapcbkvM 3aco60M (Hanpuknag,
KOMIp KPULLEYOK 3 KOHTPONeM
nepLioro BiAKPUTTA, KONIP KOJOBUX
Kineup Ha amnynax, KoHTellHepa
0015 ronok (pisHi Buay nnactMmacu)
(3miHa, siKa He BN/MBae Ha
KOPOTKY XapaKkTepucTuKy
nikapcbKoro 3acoby) - BBeleHHS
albTEPHATNBHOIO AECIKaHTY Y
cuctemi
KOHTeliHep/3aKynopoBabHui
3aci6 (3.2.5.7)
BBegeHHs 3MiH npoTsarom 6-Tv
MiCAILiB Nicnsa 3aTBepPKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa nocTavasibHMKa
nakyBaslbHUX MaTepianis abo
KOMMIEKTYOUMX (SKLWO 3a3Ha4YeHo
B [OCbE) (3aMiHa abo fofaBaHHsA
noctavasibHuKa) - 40faBaHHS
noctavanbHuKa A1s NakyBaslbHOro
KOMMOHEHTY KOHTelHepa ans
Hepo3dhacoBaHux Kancyn — PEKU
Folien GmbH, Germany BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEePKEHHS; 3MiHK Il Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Onuc Ta ckiag.
3MiHa Macu NoKpUTTA NiKapCbKnx
dhopM 418 nepopasibHOro
3acTocyBaHHs abo 3miHa macu
060/10HKM Karncyn (nikapcbki
chopmu, CTilki 40 Al LWIYyHKOBOTO
COKY, NiKapcbki hopmu 3
MOANIKOBAHUM BUBISIbHEHHAM
ab0 NPoNIOHroBaHoI Aji, AN AKUX
NMOKPUTTS € BUPILLA/IbHUM

86




60 mr; no 14 kancyn y
6nicTepi; no 1 abo no 2
6nicTepn B KAPTOHHIA
Kopobui

BUPOGHMLTBA
OpaHieHbypr,
HimeyumnHa;
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykKujii:
Takega lpnaHgis
NTa, \pnaxgis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, [O3BiN
Ha BUMYCK cepii:
[endhapm HoBapa
C.p.n., Itanis

3MiHM Y BUpOBHULTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHML,
BMPOBGHULITBA AN15 YaCTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCbKoro 3acoby
(@inbHUUSA ANa BTOPUHHOMO
nakyBaHHS) - BBEEHHSI
[04aTKOBOT AiNbHULI Ans
BTOPVHHOTO MakKyBaHHSA rOTOBOrO
nikapcbKoro 3acoby - Takega
'M6X, Micue BUpO6GHMLTBA
OpaHieHbypr, HimeuunHa
(BBefeHHsA 3MiH NpOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS);
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNlbHML,
BMPOOHULITBA /151 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCcbKoro 3acoby
(8iNbHULA 4N NepBUHHOIO
nakyBaHHS1) - BBEAEHHSI
[04aTKOBOI Ai/TbHUL ANst
NepBUHHOTO NakyBaHHA rOTOBOr0
nikapcbKoro 3acoby - Takega
M6X, MicLe BUpOGHMLTBA
OpaHieHbypr, HimeuunHa
(BBegeHHs 3MiH NpPOTAromM 6-Tu
MiCALIB MiCN1A 3aTBEPLKEHHS);
3MiHU | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NiKapCbKMin 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBEEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(ainbHULA, Ha AKIN NpoBOAATLCA
Oyab-siKi BUPO6GHUYI cTagji, 3a

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
UYMHHUKOM MeXaHi3my
BUBINIbHEHHS) - BBEAEHHS
pogpatkosoro 10 % nokputTa Ao
KMLUKOBOPO34YMHHOTO NOKPUTTSA
rpaHyn H. BBegeHHsA 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
83. LOEKCI/TAHT® Kancynu 3 Takepa CWA BUPOBHMLTBO 3a HimeuuunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/13660/01/02
MogucpikoBaHUM dapmacbloTikanic NMOBHUM LMK/IOM: IpnaHgis/ marepianis: 3miHu | TMny - 3MiHu 3
BVBI/TbBHEHHAM TBEpPAi Mo CLUA, IHK Takepa M'mM6X, Micue ITanis sKocTi. [oToBWIA Nikapcbkuii 3aci6.

87




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BMHATKOM BUMYCKY CEpiid,
KOHTPO/II0 SKOCTi, NePBMHHOTO Ta
BTOPVHHOTO NakyBaHHSA, A1
HeCTepUsIbHNX NiKapCbKunx
3aco6iB) - 3aMiHa 4inbHUL,
BiAANOBIAa/IbHOI 38 BUPOOHULITBO
Hepo3dhacoBaHoi NpoayKuii 3
Takena PapmacbioTikas KomnaHi
Nimiten, AnoHis Ha Takega M'v6X,
Micue BMpPO6HMLTBO OpaHieHbypr,
HimeuuunHa (BBefeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS); 3MiHK | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiAnosigae 3a
BBE3EHHS Ta/abo BMMNYCK cepil) -
Bxkntoyatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
[0aBaHHA BUPOGHMKa
BiANOBiAa/IbHOIO 3a KOHTPO/1b
AKOCTI Ta BUNYCK cepii - Takeda
'M6X, MicLe BUPOGHMLTBO
OpaHieHobypr, HimeuunHa. 3miHu
BHECEHO B IHCTPYKL,il0 AN1A
MeAMYHOro 3acTOCyBaHHS LWOAO
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHsS ynakosku /13
(BBeaeHHs 3MiH NpOTAromM 6-Tu
MICALIB MiC/1SA 3aTBEPLKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
Yy BUPOBHMLTBI. 3MiHW y npoueci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro NikapCbKoro 3acoby
(He3HauHa 3miHa y mpoueci
BMPOGHWLTBA) - HE3HAYHI 3MiHU Y
npoueci BUPOGHNLITBA — 3MiHW Y
061a4HaHHI Ha BUPOGHWMIi
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

OinbHUUI Takega MMG6X, micue
BMPOGHMLTBO OpaHieHoypr,
HimeuunHa (BBefeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns

3aTBEPKEHHS); 3MiHM | TUny -

3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BVMPOGHMLTBA rOTOBOIO
nNiKapcbKoro 3acoby, BKIHOYAKUN
NPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETLCA MPY BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLITBA) - 3MiHW PO60YMX
napameTpiB, W06 BigNoBigaTN
3MiHam B 061 HaHHI Ta
npouecam finbHuli (BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS); 3MiHM | TUny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHUUTBI. 3MiHa po3Mmipy cepii
(BKNHOYaKOUN Ajiana3oH po3mipy
cepii) roToBOro NikapCbKoro
3acoby (36inbweHHsA ao 10 pasis
NOPIBHSHO i3 3aTBEPKEHUM
PO3MipoMm) - 36i/bLLEHHS PO3MIpY
cepii 4Ns roToBOro Nikapcbkoro
3aco6y 30 mr 3 965 000 kancyn go
2 720 000 kancyn (BBefeHHst 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BK/HOYAKOUN Aiana3oH po3mipy
cepil) roToBOro nikapcbKoro
3aco6y (36inbweHHA fo 10 pasis
NOPIBHSHO i3 3aTBEPIKEHVM
pPO3MipoM) - 36iMbLUEHHS PO3MipY
cepii 4Ns roToBOro Nikapcbkoro
3aco6y 30 mr 3 965 000 kancyn o
8 159 000 kancysn. BBefeHHs 3MiH

NpoTArom 6-Tn MicALiB nicns

3aTBEPMKEHHS; 3MiHM | TNy -

3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPO6HMUTBI. 3MiHa po3Mmipy cepii
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

(BKOYAKOUN Aiana3oH po3mipy
cepil) roToBOro nikapcbKoro
3aco6y (36inbweHHA fo 10 pasis
NOPIBHSHO i3 3aTBEPIKEHVM
pPO3MipoM) - 36iMbLLEHHS PO3MIipY
cepii 4Ns roToBOro Nikapcbkoro
3aco6y 60 mr 3 965 000 - 976 200
kancyn go 1 360 000 kancysn.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MIiCNA 3aTBEPPKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKMii 3aci6. 3MiHK
Y BUPOBGHMLTBI. 3MiHN
BUNPO6YBaHb abo A0NyCTUMUX
MeX, BCTAHOB/EHUX Y
cneuudikauisix, nig yac
BMPOGHWLTBA FOTOBOrO
NiKapCbKOro 3acoby (3BYXeHHS
[OMNYCTUMMX MEX) - 3MiHN
KOHTPO/II0 Mif Yac BUPOGHMLTBA,
K HACNifOK 3MiH nNpoLeayp LWoao
06nagHaHHA Ta aBToMaTusauii Ha
LiNbHUL — 3BY)XXEHHA MeX
napameTpy KOHTposito «Maca
nicns iHkancynoBaHHA»(Weight
after encapsulation) BBefeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNpoOyBaHb
abo fonycTUMUX MeX,
BCTAHOB/IEHNX Y cneuudikaLlisx,
nig Yyac BUPO6HMLITBA FOTOBOMO
niKkapcbKoro 3acoby (BUYYEHHS
HeCyTTEBOro BUNPOOYBaHHSA B
npoLeci BUPO6HULITBA) - 3MiHW
KOHTPO/II0 Mif Yyac BUPOGHULTBA,
K HACNifOK 3MiH nNpoLeayp LWoao
o6nagHaHHA Ta aBToMaTu3auii —
BU/TYYEHHS NapameTpiB KOHTPO/I0
ERH (piBHOBaXKHa BigHOCHa
BOJIOTNiCTb) AN Hepo3dacoBaHo|
NpoAYyKLUiT Ta NepBUHHOTrO
nakyeaHHsA(Bulk and primary
packaging) BBefeHHs1 3miH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHM 3 KOCTi. [O0TOBWIA
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHN BUNpPOOYyBaHb
abo 4oNyCTUMUX MEX,
BCTaHOBJIEHNX Y cneuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOrO
nNikapcbKoro 3acoby (BUyYeHHs
HecyTTeBOro BUNpoOyBaHHA B
npoueci BUPOBHULTBA) - 3MiHU
KOHTPO/II0 Nif, Yac BUPOGHMLTBA,
SIK HAC/MiJOK 3MiH Mpoueayp Woao
obnagHaHHA Ta aBToMaTu3auii —
BU/TYYEHHS NapameTpiB KOHTPO/O
Particle size distribution (po3nogin
4YaCTUHOK 3a pO3MipoMm) aNns
KMLLKOBOPO34MHHOTO MOKPUTTSA - L
Ta KNLLKOBOPO3YMHHOTO MOKPUTTA-
H. BBefeHHS 3MiH NpoTAroM 6-tn
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK
Y BUPOBGHULTBI. 3MiHN
BMNpOGYyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOrO
niKkapcbKoro 3acoby (BUYYEHHS
HeCyTTEBOro BUNPOOYBaHHSA B
npoLeci BUPO6HULITBA) - 3MiHW
KOHTPO/II0 Mif Yyac BUPOGHULTBA,
K HACNifOK 3MiH nNpoLeayp LWoao
o6nagHaHHA Ta aBToMaTu3auii —
BU/TYYEHHS NapameTpiB KOHTPO/I0
Specific volume (nuTomuii 06’em)
NS KNLWKOBOPO3YMHHOTO NOKPUTTSA
- L Ta KMLLKOBOPO34MHHOTO
nokpuTTS-H. BBEAEHHSA 3MiH
npoTArom 6-T1 MicAUiB nmicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa po3Mmipy cepii
(BKNHOYaKOUN Ajiana3oH po3mipy
cepii) roToBOro NikapCbKoro
3acoby (36inbweHHsA ao 10 pasis
NOPIBHSHO i3 3aTBEPKEHUM
PO3MipoMm) - 36iMIbLLEHHS PO3MIpY
cepii 4Ns roToBOro Nikapcbkoro
3acoby 60 mr 3 965 000 - 976 200
kancyn o 2 720 000 kancys.
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB Nicnsa 3aTBepKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHu
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepii (Bkovatoun gianasoH
po3mipy cepii) roToBoro
nikapcbKoro 3aco6y (36iNbLIeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPMKEHUM PO3MIpPOM) -
36iNbLUEHHSA po3Mipy cepii Ans
roTOBOro Nikapcbkoro 3acoby 60
Mr 3 965 000 - 976 200 kancyn Ao
4 079 000 kancyn; 3MmiHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHUUTBI. 3MiHa po3Mmipy cepii
(BKNtOYarOUN AianasoH po3mipy
cepii) roToBOro NikapcbKoro
3acoby (36inbweHHsA fo 10 pasis
NOPIBHSHO i3 3aTBEPKEHUM
PO3MipoMm) - 36i/IbLUEHHS PO3MIpY
cepii 4Ns roToBOro Nikapcbkoro
3aco6y 30 mr 3 965 000 kancyn go
5 440 000 kancyn; 3MiHu | Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNpoOyBaHb
abo fonycTUMUX MeX,
BCTAHOB/IEHNX Y cneuudikaLlisx,
nig Yyac BUPO6HMLITBA FOTOBOMO
nikapcbKoro 3acoby (fofaBaHHSA
HOBOro MeTOAY BUNPOGYBaHHSA Ta
[OMNYCTUMMX MEX) - 3MiHN
KOHTPO/I10 Mif Yyac BUPOGHMLTBA,
K HACNifOK 3MiH nNpoLleayp LWoao
06nagHaHHA Ta aBToMaTusauii Ha
OiNbHUUI — fofaBaHHA napameTpy
KOHTposito Particle size (Po3mip
YyacTvHoK) ana rpanynsauii CF (CF
granulation), yacy posnagy
(Disintegration time), Buxogay nicns
noKpuTTS ocHoBHUM wapom(Yield
after middle layer coating) Ta
KOHLUeHTpauii etaHony (Ethanol
concentration); 3mMiHu | Tumny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOOHMUTBI. 3MiHM BUNpo6yBaHb
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisax,
nif, yac BUPOBHULITBA FOTOBOrO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNpobyBaHHA B
npoueci BUPOGHULTBA) - 3MiHU
KOHTPO/II0 Nif, Yac BUPOGHMLTBA,
K HACNifOoK 3MiH npoueayp LWoao
obnagHaHHs Ta aBToMaTusauii —
BU/TYYEHHS NapameTpiB KOHTPO/I0
Yield (Buxig) 4ns OCHOBHOrO Lwapy
nokpuTTS (BBEAEHHA 3MIH
NpoTArom 6-Tn MicAUiB micns
3aTBEPKEHHS); 3MiHM | TUny -
3MiHu 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHN BUNPOOYyBaHb
abo 4oNyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx,
nif yac BUPOBHMLTBA FOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
nepernsg napameTpis
HaBKO/IMLLHBLOrO cepeaosuLa (p.
3.2.P.2.3. Po3pobka BMPOGHMYOro
npouecy) BeegeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW BUNPOOYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx,
nif, yac BUPOBHULITBA FOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHW) -
nepernsg napameTpy
cneumddikauii 4nsa rpaHyn
«30BHiLWHIl BArNag» BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
3MiHM y po3gini 3.2.P.5.1.
Specifications B napameTpi
«Onuc»(«Appearance»), 6e3 3miH
AaHoi iHhopMaLii y meTogax
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

KOHTPOJII0 SIKOCTi JliKapCbKOro
3aco6by (po3ain «Cneumdikauis Ha
nikapcbkuii 3aci6»; «MeTtogn
KOHTPOJIO AIKOCTi») BBEAEHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BUNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAKEHNX
MeToAax BUNpPoGyBaHHS) -
He3HauHi 3MiHW Y aHaniTU4HNX
meToAdax - nepernag onucy
NpUroTyBaHHA Ta 36epiraHHsA
ctaHgapTiB ansa KinbkicHoro
BU3HAYEHHSA, BU3HAUYEHHSA YNCTOTU
Ta OfHopigHICTb f030BaHUX
oaunHuLb(Assay, Related
substances, Content Uniformity).
BBegeHHs 3MiH npoTsarom 6-Tv
MiCAILiB Nicnsa 3aTBepPKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa 6yAb-AKOi YacTUHU
mMaTtepiany NnepBUHHOT yNakoBKM,
LLIO He KOHTAaKTYE 3 TOTOBUM
nikapcbkvM 3aco60M (Hanpuknag,
KOMIp KPULLEYOK 3 KOHTpONeM
nepLuoro BiAKPUTTA, KONIP KOJOBUX
Kineup Ha amnynax, KoHTellHepa
0015 ronok (pisHi Buay nnactMmacu)
(3miHa, siKa He BN/MBaeE Ha
KOPOTKY XapaKkTepucTuKy
nikapcbKoro 3acoby) - BBeleHHS
aflbTEPHATMBHOIO AECIKaHTY Y
cuctemi
KOHTelHep/3aKynopoBabHWi
3aci6 (3.2.5.7)
BBegeHHs1 3MiH npoTsarom 6-tu
MiCAILiB NicNs 3aTBEPKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
Cuctema
KOHTelHep/3akynoptoBasibHWiA
3aci6. 3miHa nocTavasibHMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaslbHNX MaTepianis abo
KOMNEKTYUMX (AKLO0 3a3Ha4YeHo
B [10CbE) (3amiHa abo fofaBaHHS
noctadyasibH1Ka) - fofaBaHHSA
noctavasnibHuKa A1s nakyBasibHOro
KOMMOHEHTY KoHTeliHepa ans
Hepo3dhacoBaHux kancyn — PEKU
Folien GmbH, Germany BsegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHM Il Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa Macy NOKpUTTS NiKapCbKUX
chopm Ans nepopanibHOro
3acTocyBaHHS abo 3MiHa macu
060/10HKM Kancyn (nikapcbki
chopmu, CTiliki 0 Ail WIyHKOBOro
COKY, nikapcbki hopmu 3
MOAMNPiKOBAHVM BUBISTIbHEHHAM
ab0 NPOsIoOHroBaHol Aii, AN AKUX
NMOKPUTTS € BUPILLASIbHUM
YMHHUKOM MeXaHi3my
BUBINIbHEHHS) - BBEAEHHS
pogatkosoro 10 % nokputTa Ao
KMLUKOBOPO34YMHHOTO NOKPUTTSA
rpaHyn H. BBegeHHsA 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

84.

OEHOBE/Ib®
30

TabneTku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
0,03 mr/2 mr, no 21
Tabnetui y 6nictepi; no 1
abo no 3, abo no 6
6nicTepiB y KAPTOHHIi
Kopobui

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MmM6X
ApuHarimitTTens

HimeuunHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
martepianis: 3MiHa 3asABHMKa
(BnacHwvka peecTpadujiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460); 3miHu |
MRy - 3MiHM LWoAo
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3fiicHeHHs1 chapmakoHarnsgy

3a peyenmom

UA/15836/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxXOMKeHHs1 macTep-
chaiina Ta ioro Homepa

85.

JENAHTON®

Cyno3uTopii BariHa/ibHi No
5 cynosuTtopiis y 6nicTepi;
no 2 6nictepu B navi 3
KapToHy

[N "CTALA-
YKPAIHA"

Ykpaina

MpusaTHe
akujioHepHe
TOBapMCTBO

"Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3amiHa po3giny «[paciyHe
0hOPMNEHHS YNaKOBKM» Ha

po3ain «MapkysaHHs» B MKA /13:

3anponoHosaHo: 1.9.
Mapkuposka. CornacHo
YTBEPXKAEHHOMY TEKCTY

MapK1poBKY
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
3MiHW BHECEHO Y TEKCT

MapKyBaHHs YNakoBK/ NiKapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM
6-TW MicALIB Nic/1a 3aTBEPKEHHS

6e3 peyenma

UA/12910/01/01

86.

DEMYNOKCA

Kancysnu
racTpopesncTeHTHi no 30
Mr, 10 7 Kancyn y 6nictepi,
no 4 6nictepu B KOpPooL,i

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3aMiHu | TUny - 3MiHu
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3

BHECEHHAM iHthopMmalLlii Loao
3a3HayYeHHsA oAVHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-x
MiCALiB Nicna 3aTBepKeHHs

3a peyernmom

UA/17001/01/01

87.

AEMYNOKCA

Kancysnu
racTpope3ncTeHTHi no 60
mr, no 10 kancyn y
6nictepi, no 3 6nictepu B
Kopobui

FETEPO JIAB3
NIMITEL

IHais

letepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis:3aMiHu | Tuny - 3MiHu
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs!

3a peyenmom

UA/17001/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpOTAroM 6-x
MicsLiB NicNs 3aTBEPAYKEHHS

88.

DVNKNAK®
NINOrENb

renb 1 % no 50 r y Ty6i; no
1 Ty6i B KApPTOHHiIli KOPOOL

CaHpos
dapmacbioTikans g.4.

CnoseHis

Canotac ®apmva
M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
mMarepianis:3mMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHs" MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHo 3 3aTBEPAXXEHVM TEKCTOM
MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHSIM iHdhopMaLii

LLI0A0 3a3HAYEHHS OANHULb

BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpOTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

6e3 peyenma

UA/0981/02/01

89.

ANKNO®EHAK
€BPO

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 50
mr no 10 TabneTok y
6nictepi, no 1, abo no 2,
abo no 10 6nictepis y
KOpOOGLii 3 KAPTOHY

"FOHiK
PapmacboTuKan
Nab6opaTopis"”
(BiogineHHs dipmu
"Ix. B. Kemikan3s eHp,
PapmacboTrKan3
nrp.™)

IHAjA

FOHiK
PapmacboTuKan
JNabopaTtopi3
(BipoineHHsn pipmun
"Ix. B. Kemikan3
eHg,
dapmacboTrKan3
NTa.")

IHAjA

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -

BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKA N13;
3anpornoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS. OHOBNIEHHS TEKCTY
MapKyBaHHA NepBUHHOT Ta

BTOPUHHOI YNakoBKM NiKapCbKoro

3acoby. BBefieHHs 3MiH NPOTSArom
3-x MicAUiB nicns 3aTBepKEHHSA

3a peyernmom

UA/3939/03/01

90.

AVNKNO®PEHAK
HATPIIO

renb, 10 mr/r,n0 40 ry
Ty6i; no 1 Ty6i y nauyi 3
KapToHY

AT "dapmak"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
martepianis: 3miHu | Tuny -
AMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaviiHOro NoCBigYEHHS).
3MiHa HalilmeHyBaHHA Ta agpecu
3anBHUKa (BlacHMKa
peecTpaLiiHOro NocBigYEHHS).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCAILiB MicNsi 3aTBEPAKEHHS.
3MiHK | TMny - AgMiHICTpaTuBHI

6e3 peyenma

UA/6814/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOBeAEHHS KOHTPOJIIO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BKKOYAKOUM
BMNYCK cepii). 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHW micusa
BMPOGHMLTBA. BBEAEHHSA 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPIXKEHHS.
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsa» MKA /13.
3arBepaxeHo: MAPKYBAHHA.
BignoBigae HagaHoMy TekCTy
MapKyBaHHS yNakoBku npenapary.
3anponoHosaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs. OHOBMIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3ac00y 3 BHECEHHAM iHchopMmawii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 6-Tv
MicsILiB Nicns 3aTBepKEHHS.

91.

JVHOPUK®-
JAPHULIA

TabneTkn, BKpUTI
06010HKO0 M0 10
Tab1eToK Y KOHTYPHiii
YapyHKOBIli ynakosLi, no 1
a60 no 3 KOHTYpHiI
YapyHKOBI YNakoBKW B
ECI]

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3fiicHeHHs1 chapmakoHarnsgy

3a peyenmom

UA/6496/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy
92. ANNPO®ON® emynbCia Ans iH'ekujin 1% AT "dapmak" YkpaiHa AT "®apmak”, YkpaiHa/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/12758/01/01
no 20 mn B amnyni; no 5 YKkpaiHa (nakyBaHHs IcnaHis mMartepianis:3aMiHu | TUny - 3MiHU
amnyn y 6nictepi; no 1 i3 hopmu in bulk ofo 6e3nekn/edekTMBHOCTI Ta
6nictepy B nauui 3 ipMun-BMPOGHMKa hapmakoHarnsgy (iHwi 3miHn) -
KapToHy; no 50 mny Synthon Hispania, OHOBJ/IEHHA TEKCTY MapKyBaHHA
chnakoHi; no 1 conakoHy B S.L., Icnanisa (Ha yMakoBKM NikapcbKoro 3acoby 3
nauuj 3 KapToHy BMPOGHWYIN AiNbHUL BHECEHHSAM iHchopMallii Lwoao
Fresenius Kabi 3a3HavyeHHs OAMHULb
Austria GmbH, BVMIiptOBaHHA y cuctemi Sl.
ABCTpISt)) BHeceHHs 3MiH Jo po3giny
«MapkyBaHHs» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHS. BBegeHHs 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPAKEHHS
93. ANMNPO®ON® emMynbCia aNa iH'ekuii 2% AT "dapmak" YkpaiHa AT "®apmak”, YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/12758/01/02
no 50 mn y dprakori; no 1 YkpaiHa (nakyBaHHs Icnanis marepianis:3minu | Tvny - 3MiHK
donakoHy B nauui 3 i3 popmu in bulk Lwoao 6e3nekn/edeKTBHOCTI Ta
KapToHy ipMU-BUPOBHMKA thapmakoHarnagy (iHLwi 3MiHu) -
Synthon Hispania, OHOBJIEHHS TEKCTY MapKyBaHHsA
S.L., IcnaHia (Ha yMakoBKM NikapcbKoro 3acoby 3
BMPOGHWUIl AiNbHUL BHECEHHSAM iHdhopMaLii Wwoao
Fresenius Kabi 3a3Ha4YeHHs 0AnHWLb
Austria GmbH, BUMIpPIOBaHHSA y cuctemi Sl.
ABCTpIfT)) BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEpP)KEHOTO TEKCTY
MapKyBaHHS. BBeAeHHS 3MiH
NPOTArom 6-X MicAliB nicas
3aTBEPAXKEHHS
94, ANTUNIH- PO34MH ANs iH'ekuin, 20 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2995/01/01
OAPHULUA Mr/mn no 5 ma B amnyni; "papmMaueBTUYHa "papMaueBTNYHa mMarepianis:3amMiHu | TUMy - 3MiHU

no 10 amnyn y kopo6Lii; no
5 mn B amnyni; no 5 amnyn
Y KOHTYPHIil YapyHKOBI

dipma "AapHuua”

ipma "AapHuua"

LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHs a6o
3MiHM [10 y3araJlbHEHUX AaHWX Npo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBsLj; no 1 a6o 2
KOHTYPHI YapyHKOBI
yNakoBKM B nayLi

cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAabHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

95.

JOVNLVIHOH

TabneTku no 250 mr, no 10
Tabnetok y 6nictepi; no
10 6nicTepiB y KAPTOHHIl
Kopoo6Li

CaHpos
dapmacbioTikans g.4.

CnoseHis

Nex
PapmaueBTMyHa
KoMnaHis 4. 4.,
CnoseHis
(BMPOGHMLTBO 3a
MOBHVM LVK/IOM;
nepBuHHA Ta
BTOPWHHA yNakKoBKa,
[03BiN Ha BUMYCK
cepii)

CnoBeHisi

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3aMiHu | TUNy - nogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 1997-
070-Rev 07
Ons piroyoi peyoBrHy Etamsylate
Bif, BXXe 3aTBEPAKEHOr0
BMpo6HMKa ESTEVE QUIMICA
S.A; 3miHu | TUNY - 3MiHK Y
cneuundikauii A®I y BignosigHoCTi
3 OHOBJIEHOI MOHOrpadieto €Bp.
®.: BuaasieHo NokasHuK "Baxki
MeTasin”

3a peyernmom

UA/8466/02/01

96.

AIANEHEM

MOPOLLOK A4/191 PO3UNHY
ONA iH eKUiii Ta iHdy3ii no
500 mr no 1 chnakoHy abo
10 donakoHiB y mauu,i 3
KapToHYy

M.BioTek flimiTeq

Benvka
BpuTtaHis

AHDPAPM XENNAC
C.A,, lpeuis
(BMPOGHWK rOTOBOTO
niKkapcbKoro 3acooby,
LLLO 34jiiCHI0E
BUPOBHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BWMYCK Cepiit);
ElNCiEc JOB®AP
C.M.A., lTanis

Ipeuis/
ITania/
TaliBaHb

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis:3aMiHu | TUny - 3MiHu
ofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHSI TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HayYeHHsa oAVHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA

3a peyernmom

UA/16104/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BMPOGHYK
NPOMIXXHOro
NpoAyKkTy
nikapcbKoro 3acoby-
CTepPW/IbHOT CyMiLLli
mMeponeHemy
TpurigpaTy i HaTpito
kap6oHaty (in bulk));
CABIOP IANDTEK
KOPIMOPEWNLLH,
TaliBaHb (BUPOBHWMK
NPOMIXHOro
NpoAyKTy
nikapcbKoro 3acoby-
CTEPUIIBHOI CyMiLLli
mMeponeHemy
TpurigpaTy i HaTpito
KapboHaty (in bulk))

97.

AIANEHEM

MOPOLLIOK A/15 PO3YUHY
ANA iH ek Ta iHdy3ii no
1000 mr no 1 dpnakoHy
a6o 10 chnakoHiB y nayui 3
KapToHy

M.BioTek flimiTeq

Benuka
BputaHis

AH®APM XENNIAC
C.A,, lpeuis
(BUPOGHYWK rOTOBOrO
nikapcbKoro 3acoby,
LLl0 37iiCHI0E
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUMYCK Cepiit);
EnCiEc JOBOAP
C.N.A,, Itanis
(BUPOBHYK
MPOMiXXHOro
NPoAyKTYy
nikapcbKoro 3acoby-
CTEPUIBHOT CyMiLLli
meponeHemy
TpurigpaTy i HaTpito
kapboHarty (in bulk));
CABIOP JIAVIGTEK
KOPMOPEWILLH,
TaliBaHb (BUPOOHWMK
NPOMIKHOro
npoAykTy
nikapcbKoro 3acoby-
CTEPUIIbHOT CyMiLi
mMeponeHemy
TpurigpaTty i HaTpito
kap6oHaTy (in bulk))

Ipeuis/
ITania/
TaiBaHb

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3MiHu | TUny - 3MiHKU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOBJ/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 6-Tu
MiCALiB Nicna 3aTBepAKeHHs

3a peyenmom

UA/16104/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
98. EBKANINTA HacTolika no 25 mny MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/6526/01/01
HACTOWKA dhnakoHi; no 1 dpnakoHy B dapmaLeBTUYHa $papmaueBTUYHA mMartepianis: 3miHu | TUny - 3MiHn

nauuj 3 KapToHy; no 25 mn
y donakoHax

no 25 mMn y dpnakoHax,
YKYNopeHux npobkamu-
KpanenbHUUAMK; No 25 Mn
y thnakoHi, ykynopeHomy
NPOOBKOK-KpanenbHNULEto,
no 1 donakoHy B nauwj; no
50 mn y donakoHax,
YKYNopeHux npobkamu-
KpanenbHULAMK; No 50 mn
y hnakoHi, ykynopeHomy
NPOOBKOK-KpanensHNULEto,
no 1 donakoHy B nauui

habpuka "Biona"

habpuka "Biona"

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHI B TEKCT MapKyBaHHS
YyNaKoBOK NiKapCbKoro 3acoby
(n.17) woao HaHeCeHHs TOProBoi
Mapku. BBeieHHA 3MiH NpoTArom
6-TV MiCALLIB NIiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBabHWii
3aci6. 3miHa chopmu abo po3mipy
KOHTelHepa un
3aKynoprBasIbHOTO 3acoby
(NepBUHHOT yrnakoBKW)
(HecTepunbHI nikapcbki 3acobm) -
BBEJEHHSA [0AaTKOBUX YNakoBOK
no 25 mMn y dpnakoHax 3 cksiomacu
mapku OC (9B-30-18),
YKynopeHux npobkamu-
KpanenbHuuamy 3 LDPE (2.2.E) Ta
kpywkamu (1.4 K) y nayui Ta 6e3
nayku, 3 BignoBigHMMM 3MiHaMKn [0
p. «YnakoBka». 3MiHM SIKICHOro Ta
KiNbKICHOTO ckagy nakyBaslbHOro
Marepiany He Bigbynocsb.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHA roTOBOrO
nNikapcbkoro 3acoby (HesHauHa
3MiHa Y 3aTBEpKEHUX MeTogax
BUNPOGYBaAHHS) — BHECEHHS 3MiHU
fo Cneuundpikauii/MeTogis
KOHTPOJII0 SIKOCTi JliKapCbKOro
3acoby n. «06’em BMICTY
YMakKoBKW» (3MEHLUEHHS Ki/TbKOCTi
3paskiB, 06’eM SIKUX BU3HAYAETLCS,
00 1 cpnakoHy); 3miHu | TRy -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa po3mipy ynakosku
roTOBOro /ikapcbKoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTtof030B0ro
nikapcbKoro 3acoby Ans
HenapeHTepa/bHOro
3acTocyBaHHs (abo
0/IHO,030B0Or0, YaCTKOBOrO
BMKOPUCTaHHS)) - BBEAEHHS
[0AaTKOBOrO PO3Mipy ynakoBku No
50 mny y chnakoHax 3 ckiaomacu
mapkn OC ($B-50-18),
YKynopeHux npobkamu-
KpanenbHuuamu 3 LDPE (2.2.E) Ta
Kpuwkamm (1.4 K), 6e3 3miHu
NepBUHHOTO NaKyBaslbHOro
marepiany Ta 3 BiAnoBiAHUMY
3MiHamun o MKA N3 p.
«YnakoBka» Ta p. «Cknag». 3MiHu
BHeceHi y po3ginn "Cknag” ta
"YnakoBka" B iHCTPYKLj0 Ans
MeAUYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby y 3B"s3ky 3
BBEJEHHAM [0AaTKOBOro po3mipy
ynaKkoBKu, SIK HACNiAoK -
3aTBEPIKEHHS TEKCTY
MapKyBaHHS 40AATKOBOT yNakoBKu
nikapcbKoro 3acoby. BeefeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

99.

EBKAMIMTA
HACTOUMKA

HacTolika; no 25 mn y
dhnakoHax

MPAT "®ITODAPM"

YKpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:3miHu | Tuny - 3miHu 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO J1ikapCbKOro 3acoby
(iHLWi 3MiHW) - BHECEHHSA 3MiH A0
Creuudpikanii Ta MeTtogis
KOHTPOJIO SIKOCTI JliKapCbKOro
3acoby, a came: YyTOUHEHHS
KpUTEpIiB NPUAHATHOCTI 3a
NoKasHUKOM «BMicT eTaHony»,
pefakuiiHi npaBkn Tekcty MK4A.
BBegeHHs1 3MiH npoTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs

be3 peyenma

UA/8724/01/01

100.

EAEPMIK

Kpanni opasibHi, pO34rH no
1 mr/mn no 20 mn a6o 25
My ¢hnakoHi, no 1
donakoHy B nauuj

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B/1ACHMKA

6e3 peyenma

UA/16984/01/01
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HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

peecTpaLiiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa. BBefeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBepMKEHHS. 3MiHU | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
Micus NpoBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpOBeAEHHSI KOHTPOJHO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYCK Cepiif) - 3MiHa Ha3BMW Ta
agpecy BUpo6HvKa M3, 6e3 3miHun
micus BUpo6HULTBA. BBEAEHHSA
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 p.
«MapKyBaHHs». 3aTBepAXeHO:
BignoBigae 3aTBepmxeHOMy
TEKCTy MapKyBaHHS, L0
[0[a€ETbCA; 3anpornoHoBaHoO:
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/MIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3ac00y 3 BHECEHHSM iHchopMmaii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-tu
MiCAILiB NicNsa 3aTBEPKEHHS.
3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
Cuctema
KOHTelHep/3akynoptoBasibHWiA
3aci6. 3miHa y NepBWHHI ynakoBLi
roToOBOro Nikapcbkoro 3acoby (iHLwi
3MiHU) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBabHui
3aci6: BBE[leHHS1 a/lbTepHATUBHOT
NepBUHHOI YNakoBKn AN
thnakoHiB 20 mn Ta 25 mMn, a came
anbTepHaTMBHY KpanesibHULo
nonieTUNEHOBY Ta KPULLIKY

n/n

104




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nonieTuneHoBy 415 h1akoHIB 3

KOHTPO/IEM MEepLLOro BiAKPUTTA Bif
3aTBEPKEHOIO BUPOGHMKA
Sensoplast Packmitteltechnik
GmbH, Germany. 3aTBepaxeHa
KpanenbHUUA nonieTuieHosa
(apT.1258), BMpO6HMKa Sensoplast
Packmitteltechnik GmbH,
Germany. 3anponoHoBaHa
a/lbTepHaTUBHA KpanebHULA
nonietuneHosa (apt.305),
BMPOGHMKa Sensoplast
Packmitteltechnik GmbH,
Germany. 3arBepKeHa KpuLka
nonietuneHoBa (apt.196)
BMPOGHMKa Sensoplast
Packmitteltechnik GmbH,
Germany. 3anponoHoBaHa
anbTepHaTUBHA KpHLLKa
nonietTuneHosa (apt.412)
BMPOGHMKa Sensoplast
Packmitteltechnik GmbH,
Germany. 3MiHu | TUny - 3MiHu 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
Cucrtema
KOHTeliHep/3aKynopoBabHui
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX NepBUHHOI YNaKoBKM
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHN)

- BHECEHHS 3MiH go p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKynopoBabHWi
3acib y 3B'A3Ky 3 BBEAEHHAM
albTepHaTUBHOI NepPBUHHOT
yNakoBKM (KpanesbHuLi
nonieTUIEHOBOI Ta KPULLIKK
nonieTMNeHoBOT 4151 (O/1IAaKOHIB 3
KOHTPO/IEM NEPLLOro BiAKPUTTS),
BHOCATLCA 3MiHWN [0 NapameTpis
«30BHILWLHIi BUrNsAg», «Po3mipu»,

«epMeTnyHicTb», «MBY»
cneumadikauii gnsa KpanesbHUL
nonieTuNeHoBoI Ta 3MiHN [0
napameTpiB «30BHILLHIA BUrNS4»,
«Po3Mipu», «F'epMeTUYHICTb»,
«KOHTPO/1b MEepLIOro Po3KPUTTS»,

«MBY» cneundpikauii 418 KpULWKK
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nonieTuneHoBoi. 3miuu | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii
3aci6. 3miHa chopmu abo po3mipy
KOHTelHepa un
3aKynopB&aUIbHOTO 3acoby
(NepBUHHOT yrnakoBKW)
(HecTepunbHi Nikapcbki 3acobu)
- BHECEHHS 3MiH Ao p. 3.2.P.7.
Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6b y 3B's13Ky 3 BBEAEHHAM
a/IbTEPHATUBHOT NEPBUHHOT
ynakoBKM (KpanesnbHuLi
nonieTUIEHOBOT Ta KPULLIKA
nonieTuNeHoBol 415 (H1aKOHIB 3
KOHTPO/MIEM NEPLLOro BiAKPUTTS),
BHOCATLCS 3MiHM [0 onvcy hopmMm
Ta po3Mipy NEPBUHHOT YNaKOBKMK.
101. | ENIKBIC TabneTku, BKPUTI Mdpaiizep IHkK. CWA BupobHnuTBO, CcLA/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/13699/01/02
NiBKOBOK 060J10HKOLO, MO KOHTPO/b AKOCTi Ta ITanis/ marepianiB: yTOUHEHHSA
5 mr; no 10 TabneTok y KOHTPO/Ib AKOCTi Npu | HimeuunHa/ peecTpauiiHoro Homepa B
6nictepi; no 6 6nictepis y BUWMYCKY Cepii: IpnaHgjs Hakasi MO3 YkpaiHun Ne 2970 Big
nauuji 3 kKapToHy; no 10 BpicTton-Maiiepc 22.12.2020 B npoueci BHECEHHS
Tabnetok y 6nictepi; no 3 CkBi66 3MiH. Pefakuis B Hakasi:
abo no 6, abo no 10 MeHtochekuypuHr UA/13699/01/01. BipHa
6nicTtepiB y nauui 3 KomnaHi, CLUA; pepakuisa: UA/13699/01/02.
KapToHy; no 14 TabneTok y MakyBaHHs,
6nicTepi; no 2 6nictepn y KOHTPO/b SKOCTi Ta
nauuj 3 KapToHy BWMNYCK Cepil:
BpicTton Maiiepc
CkBi66 C.p.n.,
ITanis; nakyBaHHs,
KOHTPO/b AKOCTi Npy
BUMYCKY cepii Ta
BWMNYCK Cepil:
Mdpaiizep
MeHtochekuypuHr
[Loiiuneng r'v6X,
HimeuumnHa,;
BMPOGHMLTBO,
KOHTPO/b AKOCTi Npu
BUNYCKyY cepil:
Mchainzep IpnanHgis
dapmacbloTikans,
IpnaHgis
102. | ENANAPA® po3unH A4 iH'ekuiin, 100 TOB "CaHodi-ABeHTIC Ykpaina CaHodi-ABeHTIC Himeuunna BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/10240/01/01

Opa./mn; Ne5: no 1

YkpaiHa"

[oiiunang MrmeX

MaTepianis:3miHu | TMny - 3MiHK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTpuapKy no 3 mn,
BMOHTOBaHOMY B
0/IHOPa30BUIA NPUCTPINA -
wnpuy-pyyky ConoCrap®
(6e3 ronok ans iH'ekw;jin),
no 5 wnpuu-pyyok y
KapTOHHI Kopoo6Li

BHECEHO A0 IHCTpyKuii ans
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"®apmakonorivyHi BnacTmeocTi”,
"Oco611BOCTI 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta 403un" -
JopaHa iHopMauisi CTOCOBHO
3aCTOCyBaHHA nonepeHLo
HaNOBHEHOI LUMPULL-PYUK/
ConoCrap® Ta BBEEHHSA
nikapcbKoro 3acoby. BeefeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHM BHECEHO A0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco611BOCTI 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta fo3un",
"Mo6iyHi peakuyii" BigNoBigHO A0
pekomeHaauii PRAC ans Bcix
BWAIB iHCYNIHIB WO4O0 PU3MNKY
aminoigosy Wkipn. BBeaeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS

103.

EMINEH

pO34uH A4 iH'ekuii, 0,3
Mr/fo3y; No 2 M/ PO3YUHY
y nonepeaHbO HaMoOBHEHIN
pyuui; no 1 nonepefHb0
HamnoBHeHiIN pyuyLi B Ty6i;
no 1 1y6i B Kopobu,i 3
KapToHYy

MEJA AB

LLiBeuis

BMPOGHUK,
BiANoBigabHUIA 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoAayKuit
(nigroToBka,
acenTnyHa
inbTpavis,
HarnoBHEHHA Ta
YKyrnopka):
MepigiaH Megikan
TeKHOMoLXKMNC, IHK.,
CLUA;
BUPOBHUK,
BiANOBIAa/IbHNIA 3a
TecTyBaHHSA Ta
KOMMNAeKTawito:
Mepigian Megikan
TekHonoaxmc, IHK.,
CLUA;
BUPOBHUK,
BiANOBiAa/IbHWIA 3a
MapKyBaHHS Ta

BTOPUHHY YMaKOBKY:

Mo B.B.

CLA/
HigepnaHaun
/

[Oanis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: -3MiHu | TUNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NpoBeLEHHSA KOHTPOJIHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMNOpTEp, He
BK/IOYA0UM BUMYCK cepil) - 3MiHa
HaliMeHyBaHHs BUpobHuka /13
BiNoBiAa/IbHOIO 3a NPOBEAEHHS
KOHTPOJII0 SIKOCTI, 6€3 3MiHN MicLA
BMPOGHMLITBA. 3aTBEPMAXKEHO:
€spochiHc Papma A/C, [aHis.
Eurofins Pharma A/S, Denmark.
3anponoHoBaHo: €BpodhiHC
Biodhapma MNpogakT TecTiHr,
[Janis. Eurofins Biopharma
Product Testing, Denmark

3a peyernmom

UA/14931/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

(MaHyhakTypiHr
MekemKuHr
dapmaka),

Higepnangu;
KOMNaHis, LWo
Bignosigae 3a
npoBefeHHs

KOHTPO/IO AKOCTI:
€spochiHc

Biocdhapma Mpogakt
TecTiHr, JaHis;
BUPOBHUK,
BiANOBiAA/IbHWIA 32
BUNYCK cepil:
MEJA dapma M'moX
eHp Ko. KT,
HimeuumnHa,;
a/lbTepHaTUBHWIA
BMPOGHUK,
BiANOBigabHUIA 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKY:
MN® B.B.

(MaHyhakTypiHr
MNexkemKuHr
dapmaka),

Higepnangu;
anbTepHaTUBHWIA
BUPOBHUK,
BiZiNOBIAabHUIA 3a
MapKyBaHHS Ta
BTOPWHHY YNaKoBKY:
POW-AENBTA

'M6X eHg Ko. K,
HimeuumnHa,;

a/lbTepHaTUBHWIA
BMPOGHUK,

BiANOBigabHUIA 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKY:
®apm/lor dapma
NoricTuk M'm6X,
Himeyynna

104.

EPIJE3-
JAPHULA

TabneTtku, BKPUTI
060/10HKOI0, N0 5 Mr no 10
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakosLi; no 1
abo no 2, abo no 3
KOHTYPHi YapyHKOBI

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHs" MKA N13;

6e3 peyenma

UA/12919/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBku B I'Ia‘—lLli

3anponoHosaHo: MAPKYBAHHA
BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
yNaKkoBKM NiKapcbKoro 3acoby
LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

105.

ECNA-TUBON®

Tabnetku no 2,5 wr; no 28
Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Ui

ecnapma mM6X

HimeuunHa

Nivpodhapm M6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3MiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IKOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
JocnimKeHb, NpoBeAeHUX
BIANOBIAHO [0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHu
BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
NiKapcbkoro 3acoby y po3ain
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiAMNOBiAHO A0 OHOB/IEHOT
iHchopMmauii Wwoao 6esnekun gjiroyoi
peyoBuHW. BBeageHHs 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPAXKEHHS

3a peyernmom

UA/17004/01/01

106.

ETAM3WUNAT-
JAPHULIA

pO3unH ANs iH'ekui, 125
Mr/mn; no 2 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBsLi; no 2
KOHTYPHi YapyHKOBI
yNnakoBKM B NauLi

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3aMiHu | TUny - 3MiHu
ofo 6esnekn/edpekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobM,

3a peyernmom

UA/5717/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
thapmakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

107.

ETOKCUCKNEP
On 0,5%

pO34nH AN4 iH'ekui, 10
Mr/2 M1, N0 2 M B amnyfii;
no 5 amnyn y nnacTuKoBiii
KOHTYPHIli ynakosLi; no 1
YMaKoBLji B KAPTOHHIl
Kopo6ui

Kemive ®abpik

Kpeyccnep & Ko.

rm6X

HimeyunHa

Kemive ®abpik

Kpeyccnep & Ko.

meX

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TNy - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3amiHa po3sginy «IpadiuHe
306paXeHHs ynakoBKW» Ha Po3ain
«MapkyBaHHs» y MKA N3:
3aTtBepaxeHo: padivHe
306paxeHHs ynakoBku (Jonaetbcs
[04aTKoBO). 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicLiB nicns 3aTBEpPKEHHS.

3a peyernmom

UA/13387/01/01

108.

ETOKCUCKNEP
Oon 1%

pO34uH A1 iH'eKUiiA, 20
Mr/2 M, N0 2 M B aMmnyi;
no 5 amnyn y nn1acTuKoBii
KOHTYPpHiIli ynakoBui; no 1
YNaKoBLi B KAPTOHHiIl
Kopoo6ui

Kemiue ®abpik

Kpeyccnep & Ko.

rm6X

HimevunHa

Kemive ®abpik

Kpeyccnep & Ko.

mM6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3amiHa po3sginy «[padiyHe
300paxeHHs yNnakoBKW» Ha po3gin
«MapkyBaHHs» Yy MKA N13:
3aTtBepmkeHo: 'padivHe
3006paxeHHs ynakoBku (JogaeTtbcs
[o[aTkoBo). 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY

3a peyernmom

UA/13387/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicLiB nicns 3aTBepKEHHS.

109.

ETOKCUCKNEP
05 3%

PO34UH A1 iH'eKUiA, 60
MI/2 MA1, N0 2 M1 B amny/ii;
no 5 amnyn y nn1acTuKoBii
KOHTYPHiIli ynakoBui; no 1
YNaKoBLi B KAPTOHHiIl
Kopoo6ui

Kemiue ®abpik
Kpeyccnep & Ko.
vM6X

HimeuunHa

Kemive ®abpik
Kpeyccnep & Ko.
6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
3amiHa po3sginy «[IpadiyHe
300paXeHHs yNakoBKM» Ha po3gin
«MapkyBaHH:A» Yy MKA N3:
3aTtBepmxkeHo: 'padivHe
300paxeHHs ynakoBku (JogaeTbcs
[oAaTkoBo). 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HaYEeHHS OAVHNLb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicLiB Nicnsl 3aTBEPKEHHS.

3a peyenmom

UA/13387/01/03

110.

EY®INIH-
JOAPHULA

PO34UH A5 iH'eKLA, 20
Mr/mMa no 5 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBsLi; no 2
KOHTYPHIi YapyHKOBI
ynakoBKM B naui

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBiAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - 3amiHa

YNOBHOB&XEHOT 0CO6U 3asIBHYKA,

BiANOBiAaNbHOT 3a
hapmakoHarnsg.

3a peyenmom

UA/3894/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasosuy

111.

3BIPOEOIO
HACTOWIKA

HacToika (cybcTaHuis) B
60uykax noniMepHux Ans
BMpOOHULTBA
HeCTepPUIbHNX NiKapCbKuX

dopm

NAT "Tannadapm”

Ykpaina

MNAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMarepianis:3miHu | Tuny - 3mMiHu 3
AKocTi. A®l. BUpo6HULTBO. 3MiHN
B npoueci Bupo6HuuTea AdI
(He3HauHa 3miHa y mpoueci
BUpo6HMUTBa ADI) -
BHECEHHS 3MiH A0 po3giny 3.2.S.2.
Mpouec Brpo6HMLTBa ADI
3Bipo60t0 HacTolika, 30KpemMa:
3anponoHOBaHO NPOBEAEHHS
[ABOXCTagiiHOI chinbTpauii 3
BUKOPWUCTAHHSIM KapTOHHOIO Ta
MiLLeYHOro inbTpis. BuknageHHs
TEKCTY KOPOTKOro onucy
TEXHOOrYHOro npoecy Ta
TEXHOMOTIYHOI CXeMmn
BMPOGHMLTBA AD| B HOBIl
peakuii

UA/12515/01/01

112.

30/10PT®

TabneTkn, BKPUTI
NMiBKOBOK 060M0OHKOM0, MO
50 wr, no 14 TabneTok y
6nicTepi; no 2 6nictepn y
KapTOHHI ynakoBL,i

MOANIEP IHK.

CLUA

Mdpaiizep
MeHtodhek4ypuHr
Loiunena Mrméx,

HimeuunHa

(BUpOGHMLTBO,
nepBuHHe Ta

BTOPWHHE

nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK cepil); XaynT
$apma JlatiHa
C.p.n., Itanis
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepii)

Himeuuunna/
ITanisa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis:3MiHum | Tuny -
[0fiaBaHHA aNlbTEPHATUBHOIO
BMpOGHUKa AP (cepTpaniHy
rigpoxnopua) Pfizer Asia
Manufacturing Pte Ltd, Singapore,
BiANOBiAa1bHOrO 3a BUPOGHMLTBO,
naKyBaHHS Ta BUMNYCK Cepiii; 3MiHN
| TUNY - OHOBNEHHSA Ajitoyoil
cneundikauii 4na A®I wnsxom
[0AaBaHHA TECTY Ha 3a/TMLLKOBUIA
eTaHo/ 3 KpUTEPIEM NPUAHATHOCTI
«He 6inbwe 5000 npomine» Ta
Bi4NOBIAHNM METOAOM
BMNPO6YBaHHA R 2.873; 3MiHu |
TUMY - HE3HAYHE OHOBJIEHHS
cneumadikauii gna A®I wnsaxom
3aMmiHu 3aTBepaxeHoro metoay NX
S 110.36 Ha ekBiBasiIeHTHUIA ICH
BasnigoBaHuii metoa MNX R 2.873
[ANA TeCTy Ha 3a/TMLLKOBUIA
MeTaHo/, L0 3aCTOCOBYETbCH AN
060x npouecis C Ta D; 3MiHn |
TMNY - 40 onucy ynakoskn A®I
BK/TIOYEHO MNACTUKOBI CTSXKKM K
aNbTePHaTUBHUI KOMMOHEHT
YKYMOPKV BTOPUHHOI YMaKoBKMK,;

3a peyernmom

UA/7475/01/01

112




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHY | TUMY - HE3HAYHI 3MiHK
NPOMNOHYIOTLCA A0 crneundikaii
Ha NoNieTUNEHOBWIA NakeT, Taki AK:
- BUAAIEHHS HECYTTEBMX
napamMeTpiB, TakMX SK LUMPWHA Ta
[OBXWHA; - OANHUL BUMIPOBaHHS
ToBLMHKM mil (inches)
OHOB/IIOKOTLCA [0 EKBIBASIEHTHOrO
BMMIpIOBaHHA B MilimeTpax (Mm);
Ta agMiHiCTpaTyBHa 3MiHa onucy
BTOPVHHOI ynakoBku A®I: 3amiHa
TepmiHy “cardboard carton” Ha
B3a€EMO3aMiHHWI TEPMIH
“fiberboard drum”. Hemae 3miH g0
3aTBepKeHOi BTOPUHHOT
ynakoskn A®l;
3MiHKW | TUNY - foAaBaHHA
BMpo6HMKa Moehs BCN S.L.
Poligono Industrial Aquiberia Zenc
12, 08755 Castellbisbal
(Barcelona), Spain
BiANOBIAa/IbHOIO 3a BUPOGHMLTBA
Ta TeCTYBaHHS MPOMIXXHOIo
npoaykty 4S-imine (CP-54,239),
LLLO BUKOPUCTOBYETLCSA B NPOLLECI
D npu BUPOGHULTBI
Adl(cepTpaniHy rigpoxnopuay);
3MiHuM |l Tuny - gogaBaHHA
afbTePHATUBHOIO CNocoby
BMPOGHULITBA cepTpastiHy
rigpoxnopugy (Mpouec D), sknii €
MoamdpikaLieto 3aTBepaXeHoro
BMpo6HuYoro Mpouecy C, a came
npouec D Bktouae HoBUiA
CUMHTETUYHWI NPOMDKHWIA NPOAYKT
"S, S-keTasb" B NpOLECi
CTBOPEHHS MPOMIKHOTO NMPOAYKTY
4S-imiHy (CP-54,239) uepes
NPOMXHWI NPOAYKT 4S-TeTpasioH
(CP-83,118) i3 3aTBEpPAXEHOIO
BuxigHoro matepiany (RSM)
pauemiyHoro TeTpasioHy (CP-
52,608). 3aTBepmxeHnii npouec C
ONs cepTpaniHy 3anuwaeTbes 6e3
3MiH

113.

IBAHAPOHOB
A KUCNOTA-
BICTA 150 MI

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOO, NO
150 mr, no 3 TabneTkm y

Mictpan Kenitan
MeHexMeHT JlimiTe,

AHrnis

CiHTOH XicnaHis,
C.N.

IcnaHis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3MiHu | TUny - 3MiHU
oo 6e3snekn/edeKTMBHOCTI Ta

3a peyernmom

UA/16004/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nictepi; no 1 6nictepy B thapmakoHarnsgy (iHwi 3MiHn) -
KapTOHHiA Kopoo6Li BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHsA" MKA 13"
3anpornoHoBaHo: MapkupoBka.
CornacHo yTBepXaeHHOMY TeKCTy
MapKnpoBKkn. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3aco0by 3 BHeCeHHsM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS
114. | IBY®EH® CyCneHsisi opasibHa 3 dapmaleBTUYHNI Monbwa MepaHa ®apma MonbLa BHECEHHS 3MiH 40 peecTpavinHmx 6e3 peyenma UA/12829/02/01
DOPTE NOSIYHNYHUM apomMaTom, 3aBog "MOJIb®APMA" AKLjioOHepHe mMartepianis:3aMiHu | TUNy - nogaHHA
no 200 mr/5 mn; no 40 a6o C.A. ToBapuncTBO OHOB/IEHOTO cepTudiikaTa
no 100 mn y donakoHi; no 1 BiANOBIAHOCTI EBpONechbkili
donakoHy 3i LWNpULOM- hapmakonei Ne R1-CEP 2002-
[,03aTOPOM Y KapTOHHIl 099-Rev 05 gna aitoyoi pevoBuHU
Kopoo6Ui Ibuprofen Big BXxe 3aTBepAXEHOro
BMPOGHMKA, SIKUIA 3MIHWB Ha3By Ha
HUBEI GRANULES - BIOCAUSE
PHARMACEUTICAL CO., LTD.,
China
115. | IBY®PEH® CYCMeHsisi opasibHa 3 dapmaueBTUYHNI Monbwa MegaHa ®apma Monbwa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/14437/01/01
POPTE Ma/IMHOBMM apomatoM, no | 3asof "MOJIbGAPMA" AKLjOHepHe martepianis:3MiHu | TUNy - NnogaHHs
200 mr/5 mn, no 40 mn a6bo C.A. ToBapucTBO OHOB/IEHOTO cepTudikaTa
no 100 mn y donakoHi; no 1 BIANOBIAHOCTI EBpONechbkili
donakoHy 3i LWNpULOM- thapmakonei Ne R1-CEP 2002-
[,03aTOPOM Y KapTOHHIlA 099-Rev 05 gna Aitoyoi pevoBuHU
Kopobui Ibuprofen Big BXe 3aTBEPAKEHOrO
BMPOGHMKA, KM 3MIHVB Ha3By Ha
HUBEI GRANULES - BIOCAUSE
PHARMACEUTICAL CO., LTD.,
China
116. | IBY®EH® Kancynm m'siki no 200 wmr; dapmaLeBTUYHUIA MonbLa MepaHa ®apma BHECEHHS 3MiH 10 peecTpaviiiHnx 6e3 peyenma UA/12829/01/01
FOHIOP no 10 kancyn y 6nictepi; 3aBog, "MOJIbOAPMA" AKLjioHepHe mMartepianis:3aMiHu | TUNy - NogaHHs
no 1 a6o 2 6nictepu y C.A,, MonbLa ToBapucTBo, OHOBJIEHOTO cepTudikaTa
KapTOHHIiA KOpo6Li MonbLa BiZiNOBIAHOCTI EBPONENCHKIit

thapmakonei Ne R1-CEP 2002-
099-Rev 05 gna Aitoyoi pevoBuHU
Ibuprofen Big BXe 3aTBEpAKEHOrO
BUPOGHMKA, SIKWIA 3MIHUB Ha3BY Ha
HUBEI GRANULES - BIOCAUSE

PHARMACEUTICAL CO., LTD.,

China
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HasBa

n/n

117.

JliKapcbKo20
3acoby
130ANBYT®

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)
Tabnetkv no 0,5 r; no 10

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

118.

IBOHIA3NA-

Tabnetok y 6nictepi; no 3
abo no 5 6nictepis y nauui
3 KapTOHY

Tabnetkun no 300 wmr, no 10

AT "dapmak”

MpAT

YkpaiHa

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKA (B1acHMKa
peecTpavLiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHS Ta agpecu
3anBHUKa (BacHMKa
peecTpauiiiHoro NocBigYeHHs!)
BBegeHHs1 3MiH npoTsarom 6-Tv
MiCAILiB Nicns 3aTBepPKEHHS;
3MiHW | TNy - AAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHSA AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOoBeAEHHS KOHTPOJIO AKOCTI.
(aisnbHICTB, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHW micus
BMPOGHMLTBA (BBEAEHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS yNakoBku npenapary.
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/MIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3ac00y 3 BHECEHHAM iHthopmawii
LLOA0 3a3HAaYEHHS OAVHNLb
BMMIpOBaHHSA y cuctemi Sl
BBegeHHs1 3MiH npoTsarom 6-tu
MicALiB Nicsa 3aTBepAKeHHs

3a peyernmom

nocsio4YeHHs
UA/6587/01/01

JAPHULIA

Tab/1eToK y KOHTYPHii
YapyHKOBI ynakosLii; no 5
KOHTYPHINX YapyHKOBUX

yNakKoBOK y mayui; no 1000

"®apmaveBTnyHa
ipma "OapHuus”

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3a peyernmom

UA/2671/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ab6o no 1500, a6o no 2500
TabneTokK y KoHTeliHepax

yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA /13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo o 3aTBEpAXeHOro
TEeKCTY MapKyBaHHS. TepMiH
BBE/IeHHs1 3MiH: NPOTArom 6
MicALiB 3 AaTW 3aTBEPIKEHHS

119.

130HIA3WA-
JAPHULIA

pO3unH A4Ns iH'ekuii, 100
Mmr/ms, no 5 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
thapmakoHarnsg,. rNponoHoBaHa
pepakuis: Typok B'auecnas
B'ayecnasoBuy

3a peyernmom

UA/2671/02/01

120.

I30HIA3U]:
JOAPHULA

Tabnetku no 300 mr, no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 5
KOHTYPHUX YapyHKOBUX
ynakoBOK y navui; no 1000
a6o no 1500, a6o no 2500
TabneTokK y KoHTeliHepax

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3miHu | Tvny - 3mMiHK
Loao 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iICHEHHS
hapmakoHarnsay; KOHTakTHoOl

3a peyenmom

UA/2671/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayuecnasoBuy

121.

IMMYHAN®

Tabnetku no 80 mr no 10
Tabnetok y 6nictepi; no 2
6nicTepn y KapTOHHIN
Kopoo6Ui

CaHpos

®dapmacbloTikans a.a.

CnoseHis

Nex
dapmaueBTMyHa
KOMnaHis 4.4,

CnoBeHisi

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3aMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
3amiHa po3sginy “‘rPA®NYECKOE

O®OPMJIEHVE YTAKOBKW” Ha

“MAPKVPOBKA” B MKA N3;
3anpornoHoBaHo: MAPKPOBKA

CornacHo yTBepXAeHHOMY TeKCTy
MapKupoBkn. TepMiH BBeAeHHs
3MiH MpOTAroM 6 MicAuiB nicns

3aTBEPAKEHHS

6e3 peyenma

UA/2837/02/01

122.

IMYCTAT

TabneTkn, BKPUTI
060/10HKO0, M0 50 Mmr, no
10 TabNeToK y KOHTYpHiIl
YapyHKOBIli ynakosLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLji y nayui

MpAT
"®apmavueBTnyHa
tipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3aMiHu | TUny - 3MiHu
ofo 6e3snekn/edpekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHV [0 Y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHA Bif, YNOBHOB&XEHOI

6e3 peyenma

UA/9052/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAOYUMN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'avyecnasoBuy

123.

IMYCTAT

TabneTkn, BKPUTI
06010HKot0, Mo 100 mr, no
10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji y nayui

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

6e3 peyenma

UA/9052/01/02

124.

IHOGAHPUKC™
nB8
KOMBIHOBAH
A BAKLUVHA
ansa
MPODINAKTUK
N ANDTEPII,
NMPABLS,
KALLI/TIOKA
(ALENIONSAPH
nn
KOMMOHEHT)

cycneHsist ans iH'ekuiid; no
0,5 M1y nonepesHbLO
3anoBHeHOMY
O/IHOPa30BOMY LUMPULL Y
KOMNJIEKTi 3 rosiKoto; no 1
a6o 10 nonepeAHbO
3anoBHeHMX 0HOPa30BUX
LUNPULIB Yy NNACTUKOBOMY
KOHTeliHepi; no 1
KOHTEHepy B KapTOHHIl
Kopoo6ui

nakcoCmiTKnsiiH
Ekcnopt fimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiiH
Bionogxikans CA

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis:3miHum | Tuny -
BWIyYeHHs TecTy Minimal Lethal
Dose (MLD) in vivo 3i
cneuudikaLii npasLEeBOro
aHaTokcuHy (Tetanus Toxoid), LWwo
NpPOBOAUTLCSA Ha PiBHI po6040ro
nocisHoro matepiasny (Working
Seed); 3MiHW | TUNY - BUNYYEHHA
TecTy Specific toxicity in vivo 3i
cneuudikayii npasLEeBOro
aHaTokcuHy (Tetanus Toxoid), Wo

3a peyenmom

UA/13939/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TA NPOBOAMTLCSA Ha PiBHI
noniomMienity HEeouULLLEHOro NpasLEBOro
aHaTOKCUHY
125. | IHPAHPUKC™ cycnensis (DTPa-IPV) gns nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsaiiH Benebris BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/15832/01/01
INB XIB / iH'ekuii no 0,5 mn (1 go3a) Ekcnopt fimiteq BpuTaHis Bionomxkikans C.A. MaTepianis:3aminum | Tuny -
INFANRIX™ Ta niogpinizat (Hib); BUNy4YeHHs TecTy Minimal Lethal
IPV HIB cycnensis (DTPa-IPV) gns Dose (MLD) in vivo 3i
KOMBIHOBAH iH'ekyin no 0,5 mn (1 go3a) cneuudikaLii npasLeBoro
A BAKUUHA y nonepegHb0 aHaTokcuHy (Tetanus Toxoid), wo
anda HarnoBHEHOMY NMPOBOAUTLCS Ha PiBHi po60o4oro
MPO®INAKTUK | ogHopa3oBoMy LUNPULL nocisHoro marepiany (Working
N QUDTEPII, Nel y koMnnekTi 3 ABOMa Seed); 3MiHK | TUNY - BUNYYEHHSA
MPABLS, ronkamu Ta niodinisar TecTy Specific toxicity in vivo 3i
KALLU/TIOKY (Hib) y donakoHi Nel, wo cneuudikaLii npasLeBoro
(ALENONAPH 3MILLYHOTbCA Nepes aHaTokcuHy (Tetanus Toxoid), wo
nn BUKOPVCTaHHAM: no 1 NPOBOANTLCA Ha PiBHi
KOMMOHEHT), nornepeaHb0 HanoBHEHOMY HEeo4ULLLEHOro NpaBLEBOro
NONIOMIENITY | ogHOpasoBOMY LUNPULY Y aHaTOKCUHY
TA KOMMNJIEKTI 3 ABOMA
3AXBOPKOBAH | ronkamu 1a 1 chnakoHom 3
b, niocpinizatom (Hib) y
3BYAHUKOM BaKyYyMHiii CTEpUNbHIl
AKNX € ynakoBLj; no 1 BakyyMmHiii
HAEMOPHILUS | cTepunbHiii ynakosu,i y
INFLUENZAE KapTOHHIA KopooLi
TNy B
126. | IHOAHPUKC™ cycneHsist Ans iH'ekyjiii no nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyernmom UA/15120/01/01
KOMBIHOBAH 1 nosi (0,5 mn)y Ekcnopt JlimiTeq, BpuTtaHis Bionomxkikans C.A. MaTtepianis:3MiHum | Tuny -
A BAKUVHA nonepeaHL0 3anoBHEHOMY BUIyYeHHs TecTy Minimal Lethal
ana winpuui Ne 1y KOMnAekTi 3 Dose (MLD) in vivo 3i
MPODITAKTUK | ogHieto abo aBoma creundikavii npasLeBoro
N QUDTEPII, ronkamu: no 1 aHaTokcuHy (Tetanus Toxoid), wo
NPABLA, nornepenHb0 HanoBHEHOMY NPOBOAUTLCS Ha PiBHI pO60Y0ro
KALLUJTHOKY LINPULY Y KOMNEKTi 3 nocisHoro marepiany (Working
AUENMONAPHA | opHieto abo gsoma Seed); 3MiHu | TUNY - BUNYYeHHSA
OYUNLLEHA rofikamy y nnactukosomy TecTy Specific toxicity in vivo 3i
IHAKTUBOBAH | koHTeliHepi; no 1 creundikavii npasLeBoro
A PIOKA naacTMKOBOMY aHaTokcuHy (Tetanus Toxoid), wo
KOHTEiHepy B KapTOHHIl NPOBOAMTLCSA Ha PIiBHI
Kopoo6Li HeouYMLLEHOTO NPaBLLEeBOro
aHaTOKCUHY
127. | nogna- Tabnetkn no 100 MKr; no AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHSA 3MiH 10 peecTpauiiiHnx | 6e3 peyenma UA/6821/01/01
DPAPMAK® 10 Tabnetok y 6nicTepi; mMaTtepianis: 3miHu | Tuny -

no 5 6nictepis y nauui 3
KapTOHY

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu
3asBHUKa (BNacHvKa
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n/n

JliKapcbKo20

Hassa dopma sunycky

3acoby ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

peecTpaLiiHOro NocBigYeHHs) -

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

128. | NOAVA-

DPAPMAK®

Tabnetkun no 200 MKr; No
10 TabneToK y 6nictepi;

AT "dapmak"

Ykpaina

AT "®apmak”

3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpaviiHOro NoCBigYEHHS).
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS.
3MiHu | TMRY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/IOYAKOUM
BUWMYCK cepiit) - 3miHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BMpOOHULTBA. 3MiHW BHECEHI B
IHCTPYKLi0 ANa MeguyHoro
3actocyBaHHs /13 y p. "BUpo6HuK",
"Micue3HaxokeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
BiAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBok. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHu | TUny -
3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHA TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaui Wwoao
3a3HauYeHHs OAMHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaKeHo:
MAPKYBAHHSA Bignosigae

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx

HajlaHOMy TEKCTY MapKyBaHHS.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 5 6nictepis y nauui 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka

KapToHy

peecTpaLiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiHOro NoCBigYEHHS).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPO/O AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/IOYAKOUM
BWMYCK cepiit) - 3miHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOOHULTBA. 3MiHW BHECEHI B
IHCTPYKLil0 ANa MeguyHoro
3actocyBaHHs /13 y p. "BUpo6HuK",
"Micue3HaxokeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
BiAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNnakoBok. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepPMKEHHS. 3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHA TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaui Wwoao
3a3HayYeHHs OAMHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaKeHo:
MAPKYBAHHSA Bignosigae
HajlaHOMy TEKCTY MapKyBaHHSI.

3rigHo 3aTBEpHKEHOrO TEKCTY
MapKyBaHHsI. BBe4eHHs 3MiH

3anponoHoBaHo: MAPKYBAHHA

NpoTSArom 6-Tu MicAuB nicas
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEepAKEHHS.

129.

NOAUKCAHON
- FOHIK

pO34uH AN iH'ekuiid, 320
mr/mn no 50 mn, 100 mny
chnakoHax Nel

"FOHik
dapmacbloTUKan
Na6opaTtopiz"
(BioaineHHs dipmu

"x. B. Kemikans eHg

dapmacboTuKan3
nra.")

IHais

"FOHiK
dapmacbloTUKan
Na6opatopiz"
(BipLineHHs chipmun
"Ix. B. Kemikan3
eHy
PapmacboTrKan3
nra.)

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BVMIiptOBaHHSA y cuctemi Sl.

TepMiH BBEAEHHS 3MiH - MPOTATOM

3-x MicsLiB Nicns 3aTBEPKEHHS

3a peyenmom

UA/16675/01/01

130.

KAMBLIIO
[ /IFOKOHAT-
JOAPHULA

TabneTku no 500 mr, no 10
TabneToK y KOHTYPHUX
YapyHKOBUX ynakoBkax; no
10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakosLi; no 3
a60 10 KOHTYpHUX
4apyHKOBUX YNakoBOK Y
naui

MpAT
"®apmaueBTnyHa
thipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHs abo

3MiHW [0 Y3arasibHEHUX AaHuX npo
cuctemy chapmakoHarnagy

(BBEAEHHSA y3araslbHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiACHEHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiaa/ibHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0CO6M 3as1BHMKA,

BiANOBIAA/ILHOT 32
hapMakoHarnsg.
[MponoHoBaHa pepakuia: Typok
B'ayecnas B'auecnasoBuy

bes peyenma

— Ne 10, Ne 30;

3a peyermom
— Ne 100

UA/6589/01/01

131.

KANbLJO
FNIIOKOHAT-
AAPHNLA
(CTABINI30BA
HUN)

PO34MH NS iH'ekuin, 100
mr/mn, no 5 mn B amnyni;
no 5 amnyn y KOHTYpHil
YapyHKOBIli ynakoBuj; no 2
KOHTYPHi YapyHKOBI
ynakoBku B naui; no 10
M B amnyni; no 5 amnyn y
KOHTYPHili YapyHKOBIi
ynakosLi; no 1 a6o no 2
KOHTYPHIi YapyHKOBI

MpAT
"®apmaveBTnyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuua"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
mMarepianis:3amMiHu | TUMy - 3MiHU
oo 6e3snekn/edeKTMBHOCTI Ta

thapmakoHarnisgy. BeegeHHs abo

3MiHM [0 y3ara/iHEHUX AaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&aXeHOI 0cobu,
BifNoBiAa/IbHOI 3a 34jiACHEHHSI

3a peyenmom

UA/6589/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBku B I'Ia‘—lLli

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsg,. NponoHoBaHa
pepakuis: Typok B'auecnas
B'auecnasoBuy

132.

KANbLJIO
XNOPUA-
JAPHULIA

pO34uH AN iH'ekuiid, 100
mr/mn, no 5 mn a6o no 10
mMA B amnyni; no 5 amnyn y
KOHTYPHili YapyHKOBIi
yMakoBLi, N0 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOT 0CO6M 3as1BHYKA,

BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

3a peyenmom

UA/6822/01/01

133.

KAATONPEC
12,5 -
JOAPHULA

TabneTkn, no 10 TabneTok
Y KOHTYpHIli YapyHKOBIli
yMakoBLi, N0 2 KOHTYPHI
YapyHKOBI YNakoBKW B
naui

MpAT

"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT

"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:3aMiHu | Tuny - 3mMiHn o
cneuudikaLii Ta MeToAiB
KOHTposto A®I, a came:
BWJIYYEHHS po3ainy «Baxki

3a peyenmom

UA/8156/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeTann». BBefeHHs 3MiH
NpoTArom 6-X MicAiB nicas
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHM g0 cneundikauii Ta meToais
KOHTpOto A®| 3a noKasHuKamu:
-«lpeHTndikayis», «Mpo3opicTb
PO34nHy», «pH po3unHy>»,
«[lomika F», «CynpoBigHi
OOMIiLWKW», «BTpaTa B Maci npu
BUCYLLYBaHHI», «KinbkicHe
BW3HAYEHHS»- BHECEHI peaakuiliHi
npasku, Lo odopMIIEHi
BIANOBIAHO 4O pekoMeHAauin Ta
cTunictukn AdY. HopmyBaHHA Ta
METOAMKN KOHTPOSIIO 3a/MLLEHI
6e3 3MiH. - «MikpobionoriyHa
yncToTa» - NPUBEAEHO Y
BiANOBIAHICTL A0 BUMOTr EP 2.6.12,
5.1.4. BBeAeHHS 3MiH NpoTArom 6-
X MicALiB NiCNA 3aTBEPLKEHHS;
CYMYTHS 3MiHa - 3MiHM 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y
napameTpax cneuucpikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha Adl, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BUpo6HUUTBa AP (iHLLI 3MiHW)

134.

KAMNTONPEC
12,5 -
JAPHULA

Tabnetku, no 10 TabneTok
Y KOHTYpHIili YapyHKOBIli
yNakoBLii, MO 2 KOHTYPHI
YapyHKOBI YMakoOBKN B
naui

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT "
PapmaueBTUyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB:3miHu | Tvny - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-aina cuctemm

3a peyernmom

UA/8156/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

135.

KAMTOMPEC-
OAPHULA

TabneTkn, no 10 TabneTok
Y KOHTYpHIli YapyHKOBIli
yMakoBLii; N0 2 KOHTYPHI
YapyHKOBI yNakoBK/ B
nauui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT "
dPapmaueBTMyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
mMarepianis:3mMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BiANOBIA&/ILHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/8156/01/02

136.

KAPBAMASENI
H-OAPHMLA

Tabnetku no 200 mr, no 10
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakoBsLi; no 2
a60 no 5 KOHTYpHUX
4apyHKOBUX YNakoBOK Y
naui

MpAT
"®apmavueBTnyHa
tipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3aMiHu | TUny - 3MiHu
ofo 6esnekun/edpekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHV [0 Y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,

3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko

BOHa BifiMiHHa Bif, YNOBHOBaXeHOI

ocobu, BiANOBIAA/IbHOI 3a

3a peyernmom

UA/2579/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[jiCHEeHHs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'auecnaBoBuy

137.

KAPBO/JEPM-
JLAPHULA®

Kpem, 100 mr/rno 30 ry
Ty6i; no 1 Ty6i y nauui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3mMiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeeneHHs abo

3MiHW [0 y3arasibHEHUX AaHnX Mpo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOT 0CO6U 3as1BHYKA,

BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

6e3 peyenma

UA/2351/01/02

138.

KAPOVIKET®
PETAP/,

TabneTku, NPOJsIOHroBaHoI
4ii, no 20 mr, no 10
TabneTtok y 6nictepi; no 5
6nicTepiB B KAPTOHHIl
Kopobui

Na6opmep-Papma
C.A.

PymyHis

BMPOGHUK
Hepo3dacoBaHOl
npoaykuii Ta
KOHTPO/b AKOCTI:
Elicika
PapmacbioTrKan3
Mm6X, HimevunHa;
BUPOBHUK
BiANOBiAaIbHNIA 3a
KOHTPO/Ib AKOCTI
Hepo3dacoBaHOl
npoaykuii: Evicika

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHchopMaui Wwoao
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13:
3anponoHoBaHo: MapKyBaHHS.

3a peyernmom

UA/4491/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
dapmMacbloTUKaI3 3rigHo 3 3aTBEPAKEHVIM TEKCTOM
M6X, HimeyunHa,; MapKyBaHHs. TepMiH BBeeHHS
nepBuHHE Ta 3MiH NpPOTAroM 6 MicAuiB nicns
BTOPUHHE 3aTBEPAKEHHS
nakyBaHHS:
Elicika
dPapmacboTnkan3
M6X, HimeuuunHa,;
BMPOBHUK
BiANOBiAA/IbHWIA 32
BUNyck cepii: Eicika
PapmacbioTrKan3
'm6X, HimeyunHa
139. | KAPOUKET® TabneTtku, NPOSIOHroBaHO| Nabopmep-dPapma PymyHis BUPOBHUK HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/4491/01/02
PETAP[ 4ii, no 40 wr, no 10 C.A. Hepo3chacosaHoi marepianis:3minu | Tvny - 3MiHK
Tabnetok y 6nictepi; no 5 npoaykuii Ta Loao 6e3nekn/edeKTMBHOCTI Ta
6nicTepiB B KAPTOHHiIl KOHTPO/b AKOCTI: thapmakoHarnagy (iHwi 3miHu) -
Kopoo6ui Elicika OHOBJ/IEHHS TEKCTY MapKyBaHHS
dapmMacbloTUKaI3 yNakoBKM MikapCbKoro 3acoby 3
Mv6X, HimeuunHa,; BHECEHHSM iHdhopMaui Wwoao
BMPOBHUK 3a3Ha4YeHHs 0AnHWLb
BiANOBIgaIbHNIA 32 BVMIipIOBaHHSA y cuctemi Sl.
KOHTPO/1b AKOCTI BHeceHHs 3MiH [0 po3ainy
Hepo3chacoBaHoi “MapkyBaHHa" MKA N13:
npoaykuii: Evicika 3anponoHoBaHo: MapKyBaHHs.
dapmMacbloTukan3 3rigHo 3 3aTBEPAXXEHVM TEKCTOM
v6X, HimeuunHa; MapKyBaHHs. TepMiH BBEAEHHS
nepBuHHE Ta 3MiH NpOTAroM 6 MicAuiB nicns
BTOPWHHE 3aTBEPAXKEHHS
nakyBaHHs:
Elicika
dapmacboTrKan3
'm6X, HimeuunHa;
BMPOGHUK
BiANoBigabHUIA 3a
BMNycK cepii: Eicika
PapmacboTVKan3
v6X, HimeuynHa
140. | KAPOUKET® TabneTku, NPOsIOHroBaHoI Nabopmep-Papma PymyHis BMPOBHUK Himeuunna BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/4491/01/03
PETAP/ 4ii, no 60 mr, no 10 C.A. Hepo3dhacoBaHOl marepianis:3aMiHu | TUny - 3MiHu
Tabnetok y 6nictepi; no 5 npoaykuii Ta wofo 6e3snekn/epekTMBHOCTI Ta
6nicTepiB B KAPTOHHIl KOHTPO/b AKOCTI: hapmakoHarnsgy (iHwi 3MiHn) -
Kopoo6Li Elicika OHOBJIEHHA TEKCTY MapKyBaHHS
dapmMacbloTukan3 yNakoBKM NMikapCbKoro 3acoby 3
v6X, HimeuuunHa; BHECEHHAM iHthopmalLlii LLoao
BUPOGHMK 3a3HaYeHHs OAUHULb

BiAnoBiganbHUIA 3a
KOHTPO/Ib AKOCTI
Hepo3sdiacoBaHol

BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHs" MKA /13:
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
npoaykuii: Evicika 3anponoHoBaHo: MapKyBaHHS.
dapmMacbloTuKan3 3rigHo 3 3aTBEPAXXEHVM TEKCTOM
vM6X, HimeuunHa; MapKyBaHHs. TepMiH BBEAEHHS
nepBUHHE Ta 3MiH MpoTAroM 6 MicAuiB nicns
BTOPWHHE 3aTBEPAKEHHS
nakyBaHHS:
Elicika
PapmacboTrKan3
'm6X, HimeuunHa;
BMPOGHUK
BiANOBigabHUIA 3a
BUMycK cepii: Elicika
PapmacboTUkan3
m6X, HimeyunHa
141. | KAPISOH Kpem, 0,5 mr/lr,no 15, TOB «MIBE Ykpaina Mmi6e M6X HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/10950/02/01
abono30r,abono50ry YKPAIHA» ApuHaiimitTTens marepianis: 3MiHa 3asBHMKa

Ty6i; No 1 Ty6i B KAPTOHHIlA
Kopoo6ui

(BnacHwvka peecTpadiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460); 3miHu |
My - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIA&/ILHOT 32
hapmakoHarnag. [ivoya pegakuis:
Petra Gerecke. lNponoHoBaHa
pepakuisi: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIA&/ILHOT 32
thapmakoHansg,. 3miHa micus
3iiCHEHHS1 OCHOBHOI [isi/IbHOCTI 3
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsgy. 3miHa
MicLie3HaXOMKeHHs MmacTep-
(haiina Ta ioro Homepa
142. | KEMBEP® TabneTku, BKpUTI AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/13977/02/01
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa

NNiBKOBOK 060/10HKOID, MO
25 wr; no 10 TabneTok y
6nictepi; no 1, 3 abo 5
6nicTepiB y nayui 3
KapToHy

HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3asBHUKa. BBeeHHSA 3MiH
npoOTArom 6-T1 MicALiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNIOpPTEp, BK/IKOYAKO4M
BUWMYCK Cepiii) - 3MiHa Ha3BM Ta
agpecy BUpobHuka 13, 6e3 3MiHu
MicLA BUPOGHMLTBA Ta 3MiHM
BHECEHI B IHCTPYKLjto ANns
Me[MYHOro 3actocyBaHHsA /13 'y p.
"Bupo6HMK", "MicLe3HaxomKeHHS
BMPOGHUKa Ta Iioro agpeca Mmicus
NPOBaKEHHS AiS/IbHOCTI" 3
BiANOBIAHMMUN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BBeaeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH [0 p.
«MapKyBaHHs». 3aTBepAXeHO:
BignoBigae HagaHoMy TekCTy
MapKyBaHHS; 3anponoHoBaHo:
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBK/ NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmawii
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBEZEHHS 3MiH NPOTAroM 6-Tu

MicsiB nicns
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHHA.3MiHN | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roToOBOro Nikapcbkoro 3acoby
(AKicHWIA Ta KiNbKiCHWI cknag) -
Teepai nikapcbki hopmu.
BHeceHHSA 3miH fo p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKynopoBabHui
3aci6, a came 3aMiHa martepiany
6niCcTepHOI yNnakoBKy NIiBKM
NOAIBIHINIX/T0PUAHOT OAHOLAPOBOT
(PVC) BmpobHuka Klockner
Pentaplast Gmbh&Co.KC,
HimeuuunHa Ha nnisky noniMepHy
Tpboxwaposy (PVC/PE/PVAC)
Toro x Bupo6Huka Klockner
Pentaplast Gmbh&Co.KC,
HimeuuuHa. Mniska nonimepHa
Tpboxwaposa (PVC/PE/PVdC)
SIB/IiE CO6OI MaTepian, Akuii
CKNafaeTbes 3
nonisiHinxnopugHoi nnisku (PVC),
nonietuneHosoro wapy (PE),
NONIBIHIAEHXTOPUAHOIO NOKPUTTSA
(PVdC). He3miHHUM 3a/MwaeTbes
Lwap 3 NoMiBiHINIX10PUAHOT NIBKN
(PVC), iKWl KOHTaKTYE 3
NiKapCbK1UM 3ac060M.

143.

KETA/IbIr' MH®

Tabnetkv no 0,01 r, no 10
Tabnetok y 6nictepi; no 1
abo 2 6nictepy y nauui

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3mMiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Wwoao
3a3HauYeHHs OAVHNLb
BVMIipIOBaHHSA y cuctemi Sl.
OHOB/IEHHS BXEe 3aTBEPAKEHOrO
TEKCTY MapKyBaHHS Ta BHECEHHS
3MiH g0 po3ainy MKA.
MponoHoBaHa peaakuis:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH: npoTarom 3 micsuiB 3 Aatn

3a peyenmom

UA/3314/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepKeHHA

144.

KETA/IbIr' MH®

Tabnetkn no 0,01 r, in
bulk: no 5000 TabneTok y
KOHTeliHepax

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Woao
3a3HayYeHHs OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
OHOBJIEHHS BXe 3aTBEPAKEHOrO
TeKCTy MapkKysaHHA no 5000
TabneTokK y KOHTeliHepax
(BHECEHHSA NO3HAYeHb OAMHULL

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM

niTep naTuHCbKoro andasity) Ta

BHECEHHS 3MiH 0 po3ainy MKA.

lMponoHoBaHa pepakuis:
MAPKYBAHHSA BignosigHo ao
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. BignosigHo fo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, L0 A0AAETHCS.

TepMmiH BBEL,EHHS 3MiH: MPOTAroM

3 MicauiB 3 gaTu 3aTBepAKEHHS

UA/3315/01/01

145.

KETO3O0PA/I®-
JOAPHULA

LwamnyHb, 20 mr/r no 60 r
a60 no 100 r y dhakoHi;
no 1 cpnakoHy y navwi

MpAT
"PapmaueBTnyHa
ipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBiAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3asIBHYKA,
BiANOBigaNbHOI 3a

6e3 peyenma

UA/8226/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

146.

KWUCNOTA
AMIHOKAMPO
HOBA-
JAPHULIA

po3uunH Ans iHdysiii, 50
mr/mn, no 100 mny
onakoHax; no 100 mny
chnakoHi, no 1 donakoHy y
nauui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis:3MiHu | TUny - 3MiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHs1 hapMakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXEHOT 0CObM 3as1BHMKA,

BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/13836/01/01

147.

KNALUNA®

rpaHynun gnsa opasibHol
cycneHsii, 125 mr/5 mn; 1
hnakoH 3 rpaHynamu ans
npurotysaHHs 60 mn abo
100 mn cycnewsii 3 MipHO
NIOXKOI0 ab0 MipHUM
LUNPULLOM B KapPTOHHIl
Kopoo6Ui

A660TT Jlabopatopi3
r6X

HimeyunHa

AG6BI C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3aMiHu | TUny - 3MiHu
wofo 6e3snekn/epekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 Y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 32 34iICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cpaiina cuctemm

3a peyernmom

UA/2920/04/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg

148.

KNALML®

rpaHynu gnsa opasibHoi
cycneHsii, 250 mr/5 mn; 1
chnakoH 3 rpaHynamu gns
npurotyeaHHsa 60 mn a6o
100 mn cycneHsii 3 MipHOto
JIOXKOK abo MipHUM
LUMPWLLOM B KapTOHHIi
Kopoo6ui

AB60TT Jlabopatopi3
vM6X

HimeyunHa

A66BI C.p.n.

ITanisa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3mMiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeeneHHs abo

3MiHW [0 y3arasibHEHUX AaHnX Mpo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIIOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOT 0CO6U 3as1BHYKA,

BiANOBiAaIbHOT 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a papmakoHarnsag

3a peyenmom

UA/2920/04/02

149.

KOHTPAXICT
ANEPOXI®

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
5 wr, no 10 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHI KopobLi; no 7
Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHii
Kopoo6ui

AT "Apamvep ®apma”

MonbLa

AT "Apamep,
dapma”, MonbLya
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI Ta
BUNYCK cepil;
BMPOGHMLTBO,
NnepBUHHE Ta

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3miHu | Tvny - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnagy. 3miHn y
KOPOTKiil xapakTepucTunui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLii Ans
MeANYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionodioHM

6e3 peyenma

UA/15823/01/01
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KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

X niKapcbknx 3aco6iB nicns

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

BTOPUHHE
nakyBaHHs)

YkpaiHa

BHECEHHA TiEl caMoi 3MiHM Ha
pethepeHTHW npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[04aTKOBUX aHuX) - 3MiHU
BHECEHI [0 iHCTPYKLiT Ans
MeJMNYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6nuBi 3axoaun 6e3nekn”,
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mo6ivHi peakui™ BigNoBigHO A0
iHdpopmauii pechepeHTHOro
nikapcbkoro 3acoby KCU3AN®.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

BHECEHHS 3MiH 40 peecTpavlinHmx

25 M — 6e3

UA/2554/01/01

150.

KOPBAION®

Kpanni opasibHi, no 25 abo
no 50 Mn y chnakoHi 3
NPOOBKOK-KpanenbHNULE!;
no 1 donakoHy B nayuj 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHMKa
peecTpavLinHOro NocBigYeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3asBHUKa (BacHMKa
peecTpauiiiHoro nNoceig4yeHHs)
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNsa 3aTBEPKEHHS;
3MiHM | TUny - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaAKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHs Ta agpecu
BMPOGHMKA, 6€3 3MiHW micus
BMPOGHMLTBA. 3MiHW BHECEH Y
po3ainu "BupobHuK" Ta
"Micue3HaxomkeHHs BUPOGHMKa
Ta iioro agpeca micus
NPOBaPKEHHSA AiSNIbHOCTI" B
IHCTPYKLil0 ANs MeguyHoro
3aCTOCYBaHHA Ta K HaCNiAoK -
BiANOBIAHI 3MiHN Y TEKCTI

MapKyBaHHs yNakoBKW NikapcbKoro

peyenma,; 50

M/1—3a
peyerimom
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3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

3acoby. BBefeHHs 3MiH MPOTAroM
6-TN MicAUIB NicNA 3aTBEPKEHHS;

YKpaiHa

AT "dapmak”

YkpaiHa

3MiHY | TUny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHV BHECEHI B TEKCT MapKyBaHHs
yMakoBKM NikapCbKoro 3acoby
LLIOA0 3a3HaYEeHHS MDKHapOAHMX
no3HaYeHb OAMHNLb
BMMIpIOBaHHS. BHECEHHS 3MiH A0
po3ainy «MapkyBaHHs» MKHA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TeKCTy
MapkyBaHHS 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOTO TEKCTY
MapkKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.
BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -

UA/7843/01/01

151.

KOPBAJIO/I®

Kpanni opasnbHi, in bulk: no
300 n, abo 350 n, abo 500
Ny KOHTeliHepax

AT "®apmak”

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavL,iiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS Ta agpecu

3asBHMKa (BNacHvka
peecTpauiiiHoro NocBig4YeHHs)
(&nsa nikapcbkoro 3acoby y dopmi
in bulk). BBegeHHs1 3MiH NpoTArom
6-TV MiCALIB MiC/N1A 3aTBEPIKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NPOBELEHHS KOHTPO/IO AKOCTI
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMMOPTEP, BKIOYAKOUM
BUMYCK Cepii) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BUPOGHMKa, 6e3 3MiHW Micusa
BMPOGHULTBA (415 NiKapCbKOro
3acoby y dopmi in bulk).
BBeneHHs1 3MiH NpoTAroM 6-Tu

MiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TMNYy - 3MiHK Woao
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/IEHHS BXE 3aTBEPLKEHOr0
TEKCTY MapKyBaHHs A/19 YNakoBKu
in bulk: no 300 n, a6o 350 n, abo
500 1y KoHTeliHepax (BHECEHHS
No3HaYeHb OAMHNLbB
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHcbKoro andasity,
ToLO); BHeceHHs 3mMiH g0 po3giny
«MapkyBaHHsi» MKA N3 (gns
nikapcbKoro 3acoby y chopmi in
bulk) 3aTBeppgxeHo:
MAPKYBAHHSA Bignosigae
HaiaHOMy TEKCTY MapKyBaHHS
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicsILiB Nicns 3aTBepKEHHS.

152.

KPATAN A/15
JITEN

TabneTkn, BKpUTI
NMiBKOBOK 060M0OHKOI0, MO
10 Tabnetok y 6nictepi;

no 2 6nictepu B nayuj 3
KapToHy, no 90 TabneTok y
KOHTeliHepax; no 90
TabneTok y KoHTeliHepi; no
1 koHTelHepy B nNauuj 3
KapToHy

My6niyHe akuioHepHe

TOBapuUCTBO "HaykoBo-

BUPOGHNUNIA LIEHTP
"BopLuiariBCcbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofa”

Ykpaina

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHWYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaLeBTUYHWIA
3asofa”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB:3miHu | Tvny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13;
3anponoOHOBaHO: MapKyBaHHS.
BignosigHo Ao 3aTBEpPAKEHOrO

TeKcTy MapKyBaHHs. BunyyeHHsa

iHchopmawuii Lwoao ynakosku in bulk
3 MaTepianiB peecTpaviiiHoro
[0CbE (3 TUTY/IbHOT CTOPIHKM,
po3ainy «Ynakoska» Ta
«MapkyBaHHs» MKA N13) y 3B’A3Ky
3 TUM, LLIO Ait0 peecTpaLiiiHoro
nocsigyeHHs Ha 13 Kpatan ans
AiTeid, TabneTkun, BKPUTI MiBKOBOIO
o60s10HKoto, in bulk no 1000
Tabnetok B naketax (PN

UA/12661/01/01 Bif 16.08.2017)

NPUNMHEHO 3rigHO Hakasy MO3
YkpaiHn 13.11.2020 Ne 2617.

OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao

3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nic/a 3aTBepAKEHHs!

6e3 peyenma

UA/12660/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
153. | NTAMIKOH® Tabnetkn no 0,25r, no 7 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/2714/01/01

TabneTtok y 6nictepi; no 2
6nictepu B nayui

mMartepianis: 3miHu | TUny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKA (B1acHMKa
peecTpauiiiHoOro NoCBigYEHHS).
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BacHMKa
peecTpauiiiHoOro NoCBigYEHHS).
BBegeHHs1 3MiH npoTsarom 6-Tv
MiCAILiB Nicns 3aTBepPKEHHS.
3MiHn | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHSA AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOoBeAEHHS KOHTPOJIO AKOCTI.
(aisnbHICTB, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BMNYCK cepiin). 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHW micus
BMPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3acTocyBaHHA J13 y p.
"MicLe3HaxomkeHHs! BUPOGHMKa
Ta iloro agpeca micugs
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeegeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA /13.
3arBepakeHo: MAPKYBAHHA.
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHA. 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEeHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb

BMMIipIOBaHHsA y cuctemi Sl.
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

BBeAeHHs 3MiH NpoTsrom 6-Tu

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

MicsILiB Nicns 3aTBepKEHHS.

UA/2714/04/01

154.

NAMIKOH®
AEPMIENb

renb 1 % no 15 r a6o no
30 ry Ty6i; no 1 Ty6i y
nauui

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB: yTOUHEHHSA
nikapcbKoi oopmu Ta

peecTpauiiiHoi npoueaypu B

Hakasi MO3 YkpaiHu Ne 2931 Big,

16.12.2020 B npoueci BHeCeHHs

3MiH - 3MiHK | TMNY - 3MiHK WOA0

6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
Pepakuis B Hakasi: kpem 1 %, no
15 ry Ty6i; no 1 Ty6i y naui.
BipHa pegakuif: renb 1 % no 15
ra6o 30 ry 1y6i; no 1 1y6i y
nauui.

6e3 peyenma

UA/13304/02/01

155.

NAPHAMIH®

rpaHynv Ans opanbHOro
po3unHy, 3r/5rno5r B
caLue; no 10 a6o no 30

calle y nauui 3 KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaviiiHoOro NoCBigYEHHST).
3MiHa HaliMeHyBaHHA Ta agpecu
3anBHUKa (B1acHMKa
peecTpaLiiHOro NocBigYEHHS).
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB NicNsa 3aTBEPIKEHHS.
3MiHu | TMNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AinbHULI BUNycKy cepii abo micue
NpoBefEeHHSA KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SAKy BignoBifae
BUPOGHMK/IMIOpTEP, BKIOYAKOUM
BMNYCK cepiin). 3miHa
HalimeHyBaHHS Ta agpecu
BUPOGHMKa, 6e3 3MiHV Micua
BMPOGHULTBA. BBEAEHHSA 3MiH

6e3 peyenma

NpOTArom 6-T1 MicauiB nicns
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHHS.
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13.
3arBepakeHo: MAPKYBAHHA.
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHA. 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCeHHsIM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicALIB MiCNA 3aTBEPKEHHS.

156.

NATAHOMNPOC
T

onis (cybecTaHuis) y
dhnakoHax ais
hapMaLeBTUYHOTO
3acToCcyBaHHSA

AT "dapmak"

YKpaiHa

MNOHCAHT ®AIH
KEMIKAJIC KO.,
1L,

Pecny6nika
Kopes

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (BacHMKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3anBHUKa (BacHuKa
peecTpauiiHoro nNoceig4yeHHs)

UA/15107/01/01

157.

NEBO®/IOKCA
LMH

po34uH A8 iHdysiii, 500
Mr/100 mn, no 100 mny
KOHTeliHepi 3
nonisiHinxsaopuay, no 1
KOHTEliHepy B
nonieTMIeHoBOMY MakeTi B
KapTOHHI ynakoBL,i

[JodipHe nignpMemcTso
"®dapmatpeig"”

YKpaiHa

[JouipHe
nignpueMcTBo
"®apmaTtpeiig”

Ykpaina

BHECEHHS 3MiH 40 peecTpavliinHmx
MaTepianis: 3miHu 1l TUny - 3MiHK
3 AKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6HMKa
BMXiIZAHOrO/NPOMIXHOro
npoAaykTy/pearexTy, o
BMKOPUCTOBYIOTLCSA Y
BUpo6HUYOMY npoueci AdDl, abo
3MiHa BUPO6HUKa (BKIOYatoum, ae
HeobXxiAHO, MicLie NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepxeHoOMy
[0Cbe)(BBEAEHHS HOBOMO
BMpOGHMKa AP| 3 HaAaHHAM
macTep-aiina Ha Adl) -
BBE/EHHS 404aTKOBOro
BMpo6HuKa APl Zhejiang Langhua
Pharmaceutical Co., Ltd ., China.
3arBepoxeHo: Hetero Drugs
Limited/Unit -1, Sy. No. 213, 214

3a peyernmom

UA/17124/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

158.

NEBO®JIOKCA

po34uH ans iHgysili, 500

[odipHe nignprMemcTso

and 255, Bonthapally Village,
Gummadidala Mandal,
Sangareddy District- 502313,
Telangana, India.
3anponoHoBaHo: Hetero Drugs
Limited/Unit -1, Sy. No. 213, 214
and 255, Bonthapally Village,
Gummadidala Mandal,
Sangareddy District- 502313,
Telangana, India; Zhejiang
Langhua Pharmaceutical Co.,
Ltd./No.7, Donghai 3rd Avenue,
Zhejiang Provincial Chemical and
Medical Materials Base Linhai
Zone, Linhai City, Zhejiang
Province, 317016 China

nocsio4YeHHs

LUWH EBPO

Mr/100 mn no 100 mny
KOHTEliHepi 3
nonisiHinxnopuay; no 1
KOHTeliHepy B
nonieTMIeHoBOMY NnakeTi B
KapTOHHI ynakoBLi

"papmatpeing"

YKpaiHa

[JouipHe
niANPMEMCTBO
"®apmaTtpeiig”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu Il Tvny - 3miHn
3 AKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6HMKa
BWXIi4HOr0/MPOMiXHOro
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npotieci AdPl, abo
3MiHa BUpPO6HUKa (BK/TOYatoum, ae
HeobXifHO, MicLe NpoBefeHHs
KOHTposto skocTi) APl (3a
BiICYTHOCTI cepTudikata
BiZANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0CbE)(BBEAEHHS HOBOMO
BUPOGHMKa A®I 3 HafaHHAM
mMacTep-ghaiina Ha Adl) -
BBEJeHHA J0AAaTKOBOro
BUpo6HMKa A®I Zhejiang Langhua
Pharmaceutical Co., Ltd ., China.
3arBepaxeHo: Hetero Drugs
Limited/Unit -I, Sy. No. 213, 214
and 255, Bonthapally Village,
Gummadidala Mandal,

Sangareddy District- 502313,
Telangana, India.
3anponoHoBaHo: Hetero Drugs
Limited/Unit -I, Sy. No. 213, 214
and 255, Bonthapally Village,
Gummadidala Mandal,
Sangareddy District- 502313,
Telangana; Zhejiang Langhua

Pharmaceutical Co., Ltd./No.7,

3a peyenmom

UA/12767/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Donghai 3rd Avenue, Zhejiang
Provincial Chemical and Medical
Materials Base Linhai Zone, Linhai
City, Zhejiang Province, 317016
China

159.

160.

NEBOLMH-H

po3unH Ans iHdysili, 500
mr/100 mn no 100 mn a6o
no 150 mn y dpnakoHi; no
donakoHy B nauui 3
KapToHy

TOB "®APMACEN"

Ykpaina

Hepo3sdacoBaHwii
NPOAYKT, NepB/HHA
yMnakoBKa, BTOPUHHA
ynakoBKa, KOHTPO/1b:

BIOCEP C.A.
MAPEHTEPA/
CONMoWHC
IHOACTPI, Ipeuist;

KoHTponb, BuNycK

cepii:
TOB "®APMACEN",
YkpaiHa

Ipeuis/
Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3MiHu 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJIO SKOCTi
roTOBOro NikapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LLLO BiAMNoBiAae 3a
BBE3EHHA Ta/abo BMMNYCK cepii) -
Bkntouaroun
KOHTPO/1b/BUNPOBYBaHHS cepil.
3MiHa MicLe3HaxoMmKeHHS Ta
afpecu MicLA NPOBaKEeHHS
LisANIbHOCTI BUPOOHMYOT AiNTbHUL
TOB "®APMACEJT", YKpaina
BiANOBIAA/IbHOI 32 KOHTPO/b,
BUNYyCK cepii. BBeAeHHS 3MiH
npoTArom 3-x MicAuiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn).
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13.
3arBepgxeHo: TEKCT
MAPKYBAHHA
TekcT MapKyBaHHA NepBUHHOT Ta
BTOPVHHOT ynakosku J13.
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHst 3MiH NpoTArom 3-x
MicsILiB Micnsi 3aTBepAKEHHS.

3a peyenmom

UA/12842/01/01

NIPA®

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
500 wmr, no 10 TabneTok y
6nicTepi; no 3 6nictepu B
QECI]

AT "®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3miHu | Tvny - 3miHn
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHK).
OHOB/EHHS TEKCTY MapKyBaHHS
yNaKoBKM MlikapCbKoro 3acoby 3

3a peyenmom

UA/13370/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY
MapkKyBaHHS. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
AMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaLiiiHOro NoCBigYEHHST).
3MiHa HalimeHyBaHHs Ta agpecu
3anBHUKa (B/1acHMKa
peeCcTpaLiiiHOro NoCBigYEHHST).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALIB MIiCNA 3aTBEPKEHHS.
3MiHW | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIKOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBefeHHSA KOHTPOJTIO SKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BWMYCK cepiid). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHW BHECEHI B
IHCTPYKLilO 415 MeanyHOro
3acTocyBaHHs /13 y p. "BUPO6HMK",
"MicLe3HaxomkeHHs BUPOGHMKa
Ta lioro agpeca micus
NpoBaKEHHS AiNIbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeefieHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.

161.

NIPA®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
500 mr no 10 TabneTok y
6nicTepi, no 3 6nicTepu B

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis:3Minum | Tuny -
aAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu

3a peyernmom

UA/13370/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauuj 3 KapToHy

MiCLi NPOBaKEHHS AiS/TIbHOCTI
BMPOGHMKa (BKItOYatoun, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O AIKOCTI), ab0 BacHuka
MacTep-chaiina Ha A®l, abo
noctavanbHvka A®|/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (KL
3a3HavYeHo y AOCbE Ha NikapCbKuii
3acib) 3a BigCcyTHOCTI cepTudpikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepAKeHOMY
nocbe, abo BMPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLIO
3a3HayeHo y [0CbE) - 3MiHa Ha3BU
BMPOGHMKA CybCTaHLiT LIUTUKONIHY
HaTpito, 6e3 3MiHM micus
BMPOGHMLITBA; 3anpONOHOBaHO:
Zenji Pharmaceuticals (Suzhou)
Ltd., China

162.

MEJAKCA

NOpOLLIOK NiodoinizoBaHmi
AN NPUroTyBaHHS
po3unHy Ans iHdysili (5
mr/m) no 50 wmr, 1
CK/SIHWI (oNakoH 3
MOPOLLKOM Y KapTOHHIl
Kopoo6Ui

Mepak esenbwadpT
dorop KNiHiwe
LLineuianbnpenapare
M6X

HimeuunHa

BVPOGHWK, LLO
Bignosigae 3a
BUMNYCK Cepil,
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHs cepili: Mepak
esenswadt dhrop
KniHiwe
Lneujansnpenapat
e M6X, HimeuuunHa;
BMPOGHVK, LLO
Bignosigae 3a
BMnyck oopmu in
bulk, nepBuHHe
nakyBaHHS,
KOHTPO/b/BMNPOGYB
aHH# cepiii: OHKOTEK
Papma MNpoaakLiH
'm6X, HimeyunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis:3MiHu | Tuny - 3MiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,

BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
MponoHoBaHa peaakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOT

3a peyenmom

UA/4884/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (papmakoHarnsg,. 3MmiHa
KOHTaKTHOI 0COBU YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (hapmakoHarnsg, B YkpaiHi.
MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi

163.

MELAAKCA

NopoLLIOK NioginizoBaHni
AN NPUroTyBaHHSA
po3uunHy ans iHgysiii (5
mr/mn) no 100 mr, 1
CKSAHWIA donakoH 3
MOPOLLKOM Y KapTOHHiiA
Kopoo6ui

Mepak lesenbwadpt
dotop KniHiwe
Lneuianbnpenapate
M6X

HimeyunHa

BMPOGHMK, LLO
BignoBigae 3a
BUNYCK cepil,
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHs cepiii: Mepak
lesenbwadt drop
KAiHiLwe
Lneujansnpenapat
e M6X, HimeuunHa;
BMPOGHVK, LLO
BignoBigae 3a
BUNycK oopmm in
bulk, nepsuHHe
nakyBaHHs,
KOHTPO/1b/BUNPOGYB
aHH#A cepili: OHKOTEK
®dapma lNpogakLiH
M6X, HimeuunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a chapmakoHarnsg,. 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXEHOT

0cobu 3asBHVKa, BiANOBIAAbHOI
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: bakyH

AHHa OnekcaHgpiHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YyNnoBHOBaXKEHOI 0CO6YU
3asBHMKA, BiANOBIAA/ILHOI 38

3a peyernmom

UA/4884/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsg, B YkpaiHi

164.

MELAKCA

NOPOLLIOK NiogoinizoBaHmit
NS NPUTOTYBaHHS
po3uunHy Ans iHgysiii (5
mr/mn) no 150 mr, 1
CKSAHWI doNakoH 3
MOPOLLKOM Y KapTOHHIl
Kopobui

Mepak Nesenbluadt
dorop KNiHiwe
Lneuianenpenapate
M6X

HimeyunHa

BUPOGHMK, L0
Bignosigae 3a
BWMNYCK Cepil,
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BUNPOGYB
aHHs cepiii: Megak
Ie3enbliadT drop
KAiHiLe
Lnewuiansnpenapat
e M6X, HimeuunHa;
BUPOGHMK, L0
Bignosigae 3a
BMnNyck hopmu in
bulk, nepBuHHe
nakyBaHHS,
KOHTPO/b/BMNPOGYB
aHHA cepili: OHKOTek
Papma NpogakLuH
'mM6X, HimewunHa

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs a6o

3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOT 0CO6M 3as1BHYKA,

BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa

KOHTaKTHUX AaHNX YNOBHOBaXKEHOT

0cobu 3asiBHUKa, BiANOBIA&/IbHOT

3a (hapmakoHarnsg,. 3miHa

KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT

0cobu 3asiBHUKa, BIANOBIA&/IbHOT

3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHapiBHa. 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaini

3a peyenmom

UA/4884/01/03

165.

MEPOIPAM

NOPOLLOK 47151 PO3UNHY
Ans iH'ekuii no 500 mr 1
h/1aKkoH 3 MOPOLLKOM Y
KapTOHHIA KopoobLi

AypobiHgo ®apma /1Tg

IHAjA

AypoHekcT Papma
ret. /114,

IHAjA

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHchopMai Wwoao
3a3HaYeHHS OUHULL

3a peyernmom

UA/13886/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMMIpIOBaHHSA y cuctemi Sl
166. | MEPOIrPAM NOPOLLOK A1 PO3UNHY Aypob6iHao ®apma /114 IHais AypoHekcT dapma IHais BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/13886/01/02
Ans iH'ekuivi no 1000 mr 1 MeT. 14, marepianis:3minu | Tuny - 3MiHK
h1aKoH 3 MOPOLLKOM Y Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIA KOpoo6Li thapmakoHarnagy (iHwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BMMIpOBaHHSA y cuctemi Sl
167. | METOTPEKCAT | po3uuH s iHexuili 25 AkKopg, Xenckea Benvka Akkoppg, Xenckea Benvka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/17982/01/01
AKKOPA, mr/mn, no 2 mn (50 wr), 20 Niviteq BpuTanis Nimitea, Benuka BpuTtaHis/ marepianis:3minu | Tvny - 3mMiHK
mn (500 mr), 40 mn (1000 BpuvTtaHis (BTOpUHHE IHais BHECeHi [0 IHCTPYKUii ans
Mr) y conakoHax, no 1 nakyBaHHS1; BUNYCK MeJUYHOIO 3aCTOCYBaHHS
dhnakoHy B nauuj cepii); IHTac NiKapcbKoro 3acoby y po3gin
PapmacbioTikan3 "B3aemogis 3 iHWMMKN NiKapCbKUMu
Nimites, IHAiA 3acob6amu Ta iHWi Buan
(BMPOGHMLTBO, B3a€EMOZiin" BignoBigHO A0
KOHTPO/b AKOCTI, OHOBJIEHOT iHhopMaLii 3 6e3nekn
nepBuHHe Ta Lit040l peYOBUHY;
BTOPVHHE 3MiHY | TUMY - 3MiHW BHECEHi A0
nakyBaHHs) IHCTPYKUT ANA MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby
y po3ainu "OcobnmneocTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog BariTHOCTi abo rogyBaHHs
rpyaat”, "Mo6iyHi peakyji”
Bi4NOBIAHO A0 OHOB/EHOT
iHhopmawii 3 6e3neku aitouoi
pPEeYOBUHM
168. | METPOIN® pO34uH aNns iHgysii, 5 "FOHiK IHais "tOHiK IHais BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/2871/05/01
mr/mn no 100 mny dapmMacbloTUKan dapmMacbloTUKan marepianis:3minu | Tuny - 3MiHu
conakoHax, no 1 donakoHy, NabopaTtopis"” JTabopatopis" Lof0 6e3nekn/edekTMBHOCTI Ta
ynakoBaHoMy B (BipAineHHs dipmu (BipLineHHs chipmun thapmakoHarnagy (iHwi 3MiHu) -
uenodaHoBuii NakeT, y "Ix. Bb. Kemikan3s eHp, "Ix. b. Kemikan3s OHOBJ/IEHHSA TEKCTY MapKyBaHHA
KOpOOGLIi 3 KAapTOHY dapmacbloTUkan3 eHf yNaKoBKM MiKapCbKoro 3acoby 3
nrat), IHais dapmacboTukans3 BHECEHHSAM iHchopMauii Wwoao
nra"), IHaia 3a3HavyeHHsA oAuHULIb

BUMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPAKEHOIO TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH - NPOTArom 3-X MicALiB nics
3aTBEPKEHHS
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
169. | MIKCTAPA® 30 | cycneHsia Ans iH'ekuii, A/T HoBo Hopgaick [anis Brpo6HMK [Lanis/ BHECEHHS 3MiH 40 peecTpalinHmx 3a peyenmom UA/12612/01/01
HM NEH®IN® 100 MO/mn; no 3 mny Hepo3chacoBaHoOro PpaHuia/ mMartepianis: 3miHu | TUny -
KapTpuaxi; no 5 NPOAYKTY, Bpasunis ALMIHICTPaTUBHI 3MiHN.
KapTpYAKIB Y KAPTOHHIl HarnoBHEHHS B BunyyeHHs: BUPOGHMYOT AinbHNL
KopooLi MeHin®, nepBnHHa (Bknoyatoum ginbHULi ans Adl,
yrnaKkoBKa, KOHTPO/1b MPOMIXHOro NPoAyKTy abo
AKOCTI Ta roTOBOrO JliKapCbKOro 3acoby,
BiANoOBigabHUIA 3a OinbHUUI 0NS NPOBeAeHHS
BUMYyCK cepili nakyBaHHs, BUPOOHYKa,
KIHL,EBOrO NPOAYKTY: BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
A/T Hoso Hopgick, MicLile NpoBefEeHHS KOHTPO/II0
[JaHis; cepii) abo nocTavyanbHVKa
Brpo6HMK BMXiQHOrO Martepiany, peareHty
Hepo3hacoBaHoro a60 AONOMIXHOT PeYOBUHU (SIKLLO
NpPOAYKTY, NepBUHHE 3a3HaYEHO Y [OCLE) - BUSTYUYEHHS
nakyBaHHs Ta BMPOBHNUNX DYHKLi «36MpaHHs,
KOHTPO/b Ganky. MapKyBaHHS, BTOPUHHE MakKyBaHHS
KoHTposb akocTi Ta BiANOBIAANbHWIA 32 BUNYCK
6as1Ky rotoBoro cepili» ans BUpo6HMKa HoBo
NpoAyKTy Ta Hopgaick MpogatokcboH CAC, 45,
KIHLLEBOro NPOAYKTY: aBeHto f'OpneaH, 28000, LWapTp,
Hoso Hopgaick ®paHuis (Novo Nordisk Production
MpopatokcboH CAC, SAS, 45 avenue d’'Orleans, 28000
PpaHLis; Chartres, France), ockinbku
Brpo6Huk ans BMPOGHMLITBO MPOAYKLi 3a
MapKyBaHHA Ta AaHumy oyHKLisMY He Byae
ynakoBku MNeHpin®, 3gilicHioBaTHCs AN Ykpainu.
BTOPUHHOTO 3MiHU BHECEHO B IHCTPYKLilO A4/14
nakyBaHHS: MeAMYHOro 3acToCyBaHHA LWOAO
A/T Hoso Hopagick, HaliMeHyBaHHs Ta
JIEGTER MiCLie3HaXOAKEHHSI BUPOOHUKA i3
Brpo6Huk BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
Hepo3chacosaHol MapKyBaHHS1 YNakoBKW J1iKapCbKOro
NPOAYKLiT, NnepBuHHA 3acoby. BeefieHHA 3MiH NPOTArOM
Ta BTOPUHHA 6-TN MicAUIB NicNA 3aTBEPKEHHS.
ynakoBka:
Hoso Hopgaick
Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis
170. | MINAPOKAPA- pO3unH A4Ns iH'ekuii, 100 TOB «®APMACE/1» YKkpaiHa KoHTponb, Bunyck YkpaiHa/ BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/10376/01/01
H Mr/Ma no 5 mn B amnysni; cepii: Himeuunna marepianis: 3miHu | Tuny - 3miHu 3
no 10 amnyn y nauui 3 TOB siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KapToHy «®APMACE/1», 3MiHu y BUPOGHMLTBI. 3MiHa
YkpaiHa; iMnopTepa/3aMiHu, Lo CTOCYThCS
BTopvHHa ynakoBka, BUMYCKY Cepii Ta KOHTPOJIO SKOCTi
KOHTPO/b: roTOBOro NikapCbKoro 3acoby
XONOMAK (3amiHa abo AofgaBaHHs
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

depnakyHrcTexHik
mM6X, HimeuuunHa,;
Brpo6HMUTBO
Hepo3dacoBaHoi
nNpoAayKLuii, nepBnHHa
Ta BTOpPVHHA
YMakoBKa, KOHTPO/Ib:
XONOMAK
PepnakyHrcTexHik
mM6X, HimewunHa

BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) -
Bktoyatoun
KOHTPO/b/BUNPOBYBaHHS cepil -
3MiHa MicLe3HaxXoMKeHHs Ta
afpecu Micus NpoBaKeHHs
LiS/TbHOCTI BUPOGHMYOT AinbHALL
TOB "®APMACE/T", YkpaiHa
BiANOBIAA/IbHOI 3@ KOHTPO/b,
BMNycK cepii (BBefeHHs 3MiH
npoTArom 3-X Micauis nicas
3aTBEPLKEHHS); 3MiHK | TUny -
3MiHM Wwozao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsa» MKA /13.
3arBepaxeHo: TEKCT
MAPKYBAHHSA TekcT MmapKyBaHHA
NepBUHHOI Ta BTOPUHHOI YNaKoBKK
N3. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3aco0by 3 BHeCeHHsM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsiLiB Nicns 3aTBEPAYKEHHS

171.

MIPAMEKC®

TabneTku no 0,25 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIN
Kopoo6Ui

BepiHrep IHrenbxainm
IHTEepHeLwwHN MM6X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3MiHu | TUnNy - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiAANOBIAHOCTI EBpONechbkili
thapmaxkonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ans
[L,0MOMIXHOT PEYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeicbkin hapmakonei) -
HoBwuii cepTudpikaT Big, BXxe

3a peyenmom

UA/3432/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOrO BUPOOHMKA -
noJaHHa HOBOro cepTudpikara
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne RO-CEP 2019-
186-Rev 00 gns Aitoyoi peyoBrHU
npaminekcony gurigpoxsiopvay
MOHOriApaTy Bif, BXe
3aTBEPAXEHOr0 BUPOGHUKA
BepiHrep IHrenbxiiam Mu6X i Ko.
Kr, HimeuwunHa (Boehringer
Ingelheim Pharma GmbH & Co.
KG, Germany)

172.

MIPAMEKC®

Tabnetkn no 1 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIN
Kopoo6Ui

BepiHrep IHrenbxainm
IHTEepHeLwwHN MM6X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
'm6X i Ko. KT,

HimeuunHa

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis:3MiHu | Tuny - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiAANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ans
[L,0MOMIXHOT pEYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeicbkin hapmakonei) -
HoBwii cepTudpikat Big Bxe
3aTBEPAKEHOrO BUPOBHMKA -
noJaHHs HOBOro cepTudiikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2019-
186-Rev 00 ansa gitovoi peyoBuHU
npaminekcony Auriapoxnopuay
MOHOrifparty Bif, BXxe
3aTBEPLKEHOIO BUPOGHMKA
Bepinrep IHrenbxiiam M'vbX i Ko.
KI, HimeuunHa (Boehringer
Ingelheim Pharma GmbH & Co.
KG, Germany)

3a peyernmom

UA/3432/01/02

173.

MITPO3NA

niodpinizat ANs po3umHy
Ans iHdoysiin no 500 mry
chnakoHax, no 1 a6o 10
donakoHiB 3 niogoinizaTom

M.BioTek JlimiTeq

Benvka
BpuTaHis

_IMMAKY
NANPCAVEHCIUI
MPAUBIT NIMITE/

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3mMiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnagy (iHwi 3miHu) -

3a peyenmom

UA/18121/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

174.

MOKCUDTOP

y nauui 3 KapToHy

OHOBJIEHHA TEKCTY MapKyBaHHs
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEPAKEHHS

175.

400

TabneTtku, BKPUTI
060/10HKO0, 110 400 Mr; Mo
5 TabneTtok y 6nictepi; no
1 6nicTepy B KAPTOHHIl
Kopoo6ui

ToppeHT
dapmacstoTikasic J1Tg,

IHais

ToppeHT
dapmacboTikanc
nTg

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
OHOB/IEHHS BXe 3aTBEPAKEHOrO
TEKCTYy MapKyBaHHS A1 yNakoBKn
in bulk: Ne5x10, Ne5x20, Ne5x40:
no 5 tabnetok y 6nictepi; no 10
abo no 20, a6o no 40 6nictepis y
KapTOHHiI kopobuj (BHECEHHS
no3HavyeHb OAVHWLb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep naTuHCbKoro andasity) Ta
BHECEHHS 3MiH A0 po3ainy MKA:
FPA®IYHE 30BPAXKEHHSA
YTMNAKOBKW 3atBepaxeHa
pepakuis: FTPAGIYHE
30BPAXEHHSA YMNAKOBKW
[JopaeTtbea. HoBa pepakuis:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS. [11s nikapcbkoro
3acoby y chopmi in bulk: 3rigHo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS, WO A0AAETHCS.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPKEHHS.

3a peyenmom

UA/12270/01/01

MOKCU®DTOP
400

TabneTku, BKpUTI
060/10HKOI0, No 400 Mr; in
bulk Ne5x10, Ne5x20,
Ne5x40: no 5 TabneTok y
6nictepi; no 10 a6o no 20,
abo no 40 6nictepis y
KapTOHHIA Kopoo6Li

ToppeHT
dapmacstoTikanc NTg,

IHAjA

ToppeHT

dapmacboTikanc

nrta

IHAjA

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHAM iHchopMai Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.

UA/13738/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

176.

HA3SUBIH®

Kpanni HasanbHi 0,025 %

OHOBJIEHHS BXe 3aTBEPPKEHOrO
TEKCTY MapKyBaHHS A4/19 YNakoBKu
in bulk: Ne5x10, Ne5x20, Ne5x40:
no 5 Tabnetok y 6nictepi; no 10
a6o no 20, a6o no 40 6nicTepiB y
KapTOHHI KopobLj (BHECEHHS
No3HaYeHb OAMHNLbB
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTuHCbKoro andgasity) Ta
BHECEHHS 3MiH 40 po3ainy MK4A:
TPA®IYHE 30BPAXXEHHA
YTNAKOBKW 3atBepmxeHa
pegakuis: TPAGIYHE
30BPAXXEHHA YTNAKOBKU
[opaeTtbea. HoBa pefakuis:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. [Insa nikapcbkoro
3acoby y dhopmi in bulk: 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
BBegeHHs 3MiH npoTsarom 6-Tv
MicsILiB Nicns 3aTBepAKEHHS.

no 10 mn y dpriakoHi; mo 1
(h/1aKOHY B KapTOHHii
Kopoo6ui

Mi eng ki Xenc
xepmani M'm6X

HimeyunHa

[Jenbdhapm Bnagens
B.B., HinepnaHaw;
Codhapimekc -
IHgycTpia Kivika e
dapmaugeyTika, C.A.,

MopTyranis

HigepnaHgm
/ MNopTyranis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianiB:TeXHI4YHa NoMuIKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - noMuKku
noB'A3aHi 3 nepeknagom abo
nepeHeceHHsaM iHchopmMauii, ki
6ynu gonyLeHi nig yac
npoBefeHHA npoLeaypu
nepepeectpadii nikapcbkoro
3acoby (Haka3 Ne902 Big
09.11.2012p.). ¥ Cneundpikauii Ha

TEpMiH nNpuaaTtHocTi, byna
JonyuieHa TexHiYHa nomuaka npu
3a3HayeHHi HopMyBaHHA Ans
nokasHuka «KinbkicHe BU3HaYeHHs
OKCMMETa30iHyY TigpoxIopua»;
3anponoHoBaHo: Crneuudikavis
HanNpPUKiHLi TepMiHY NpUAaTHOCTI
5.1. KinbkicHe BU3HaYEHHS.

OxcrmeTasoniHy rigpoxnopng
231,5 - 262,5 mkr/mi. 3a3HadyeHe

BUMPaB/IEHHS BignoBigae
martepianam peecTpauiiHoro
[0Cbe 5K NpeAcTaBneHi B apXisi.
B opuriHanbHVX martepianax

6e3 peyenma

UA/7928/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hydrochloride 231.5 — 262.5
ug/mi»

177.

178.

HAKOM®

Tabnetkn, 250 mr/25 wr;
no 10 TabneTok y
6nictepi; no 10 6nicTepis
Y KapTOHHIi kopobui

CaHpo3

dapmacbloTikans 4.4,

CnoBeHisa

Nex
PapmaueBTUyHa
KoMnaHisa 4. a.

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:3miHu | Tuny - nogaHHA
oHoBneHoro Ceptugikaty R1-CEP

2009-174 Rev 01 ana Al
JleBoona Bif, BXe 3aTBEPLKEHOTO
BUpo6HMKa Shandong Xinhua
Pharmaceutical Co., Ltd, China.
3anponoHosaHo: R1-CEP 2009-
174 Rev 01; 3miHu | TUny -
NoAaHHA OHOB/IEHOTO
Ceptudpikaty R1-CEP 2001-352
Rev 04 ana A®| Kap6igona Big,

BXE 3aTBEPKEHOr0 BUPOOHMKa

Teva Pharmaceutical Industries
LTD., Israel. 3anponoHoBaHo: R1-

CEP 2001-352 Rev 04

3a peyernmom

UA/9134/01/01

HANBY®IH
IH'EKLT 10 MI

pO34uH A1 iH'eKUiA, 10
Mr/mn no 1 mn B amnyni;
no 10 amnyn y KapTOHHIi
ynakoBLii

Pycan ®apma 114

IHAjA

PycaH ®apma /114

IHAjA

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3miHu | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/Ito4aoun
LianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLi 3MiHK) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii roToBOro NikapcbKoro
3aco0by. 3aTBepaKeHo:

150 n (TeopeTnyHa KibKiCTb
amnyn 136364). 3anponoHOBaHo:
150 n (TeopeTnyHa KiflbKiCTb
amnyn 136364); 275 n
(TeopeTnyHa KinbkicTb amnyn 250
000)

3a peyernmom

UA/9424/01/01

179.

HA®TUSNH®

Kpanni HaszanbHi 0,05%;
no 10 mn y donakoHi; no 1
dhnakoHy B nauui 3
KapToHy

AT "dapmak"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
martepianis: 3miHu | Tuny -
AMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaviiHOro NoCBigYEHHS).
3MiHa HalimeHyBaHHA Ta agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHOro NoCBigYEHHS).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCAILiB MicNsi 3aTBEPAKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPoBaMKEHHS AiS/IbHOCTI

6e3 peyenma

UA/3332/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue

NpOBeAEHHS KOHTPOJIIO AKOCTI.

(aisnbHICTB, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM

BMNYCK cepiin). 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM micusa
BMPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3actocyBaHHs /13 'y p. "BUpOOHMK",

"MicLe3HaxomkeHHs BUPOGHMKa

Ta iloro agpeca micugs
NPOBaPKEHHA AiS/IbHOCTI" 3

BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeeaeHHs
3MiH NPOTArom 6-Tu MicauiB nicns

3aTBep/mKeHHs. 3MiHu | Tuny -

3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA /13:
3aTBepkeHo:
MAPKYBAHHSA Bignosigae

HafaHOMy TEKCTY MapKyBaHHS.
3anponoHoBaHo: MAPKYBAHHA

3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsIM iHdhopMaii
LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNA 3aTBEPKEHHS.

180.

HA®PTUSNH®

Kpanni HaszanbHi 0,1%; no
10 mn y dpnakoHi; no 1
donakoHy B nauui 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHMKa
peecTpauiiiHoro NocBig4YeHHs).
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BacHuKa
peecTpauiiHoro NocBig4YeHHs).
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - AgMiHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHs

6e3 peyenma

UA/3332/01/02
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo agpecu micus
NPOBaPKEHHA Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBefeHHSA KOHTPOJTIO SKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYCK cepiid). 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BMPOGHMLTBA. 3MiHW BHECEHI B
IHCTPYKLil0 415 MeanyHOro
3acTocyBaHHsA /13 y p. "BUPO6HUMK",
"MicLe3HaxoMkeHHs BUPOGHMKa
Ta lioro agpeca micus
NPoBaKEHHS AiNIbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeefieHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TRy -
3MiHM Wwoao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsa» MKA 13:
3aTBepaXeHo:
MAPKYBAHHSA Bignosigae
HaZjaHOMy TEKCTYy MapKyBaHHSI.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/MIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHAM iHchopmalii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicsILiB Nicns 3aTBepKEHHS.

181.

HEBY®/1IO30H

®

CyCneHsisa gns iHranauin,
1,0 mr/mn, no 2 mny
KOHTelHepi
ofHoA030B0MY; o 10
KOHTeliHepiB y nakeTi; no 1
nakeTy B nauLj 3 kKapToHy

TOB "tOpis-®apm”

Ykpaina

TOB "lOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:3miHu | TMny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3amiHa po3giny «[paciyHe
0hOPMNEHHS YNaKOBKM» Ha
po3gin «MapkysaHHs» y MKA N3:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS.
3MiHV BHECEHI B TEKCT

3a peyernmom

UA/12542/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS YNakoBKV NikapCbKOro
3ac00y W00 3a3HaYeHHs
MiKHapPOAHUX NO3HAYEHb OAUHULB
BMMIpIOBaHHs. BBeeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

182.

HEBAHAK®

Kpanni o4Hi, cycneHsis, 1
Mr/mn, no 5 Mn 'y dpnakoHi-
KpanenbHuui "pon-
TeliHep®"; no 1 donakoHy
B KOpPOO6Lii 3 KAPTOHY

HoBapTic ®apma Al

LLiBefiuapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis:3Minum | Tuny -
OHOB/EHO NNaH ynpas/iHHA
pu3nkamu, Bepcia 10.1 ans
nikapcbKoro 3acoby HeaHak®,
Kpanni o4Hi, cycnensis, 1 mr/msn;
no 5 mMn y donakoHi-kpanesnbHULi
"[Opon-TeiiHep®"; no 1 dhnakoHy B
KOpOOL,i 3 KAPTOHY . 3MiHN BHECEHI
o yactuHm Il «Creumdpikauis 3
6e3nekn» (Mogyni CllI, CVII),
yactuHu VI «Pe3stome nnaHy
ynpaeiHHA pu3viKkamm» Ta
yactuHu VI «Jogatkn»

3a peyenmom

UA/13522/01/01

183.

HEWPOMAKC

TabneTkn, BKPUTI
NMiBKOBOK 060M0HKOI NO
10 Tabnetok y 6nictepi,
no 3 abo 6 6nictepis y
KapTOHHIA KopoobLi

ToBapucTBO 3
06MeXeHo

BiANOBiAA/IbHICTIO
"PapmaueBTnyHa
KoMnaHis "3gopos'a”

Ykpaina

ToBapucTso 3
06MexeHo
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KomMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis:3MiHum | Tuny -
npuBefeHHA cneundikavii Ta
MEeTOZIB KOHTPO/I0 Ha Aitouy
peyoBuHy BeHdhoTiamiH
BUpo6bHuMKa YONEZAWA HAMARI
CHEMICALS, LTD., AnoHia y
BiANOBIAHICTb 4O MaTepianis
BMpo6HUKa A®I (3rigHO
npegcTtasneHoro DMF), a came,
[OMNOBHEHHSA cneumdikaLii HOBUM
NOKa3HUKOM SIKOCTi «3anax»;
3MiHY | TUNY - NpuBeeHHs
crneundikauii Ta MeToais
KOHTPOJIIO Ha fiilo4y peyvoBUHY
BeHdoTiamiH BUpo6HMKa
YONEZAWA HAMARI
CHEMICALS, LTD., AnoHia y
BIANOBIAHICTb A0 MaTepianis
BMpo6HMKa AdI (3rigHO
npenctasneHoro DMF), a came,
BW/TyYEHHS MOKA3HWKIB
«P0O34MHHICTb» Ta «BeH3oliHa
KMcnoTax»; 3MiHu | TUny; cynyTHA
3MiHa - 3MiHu 3 akocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax
BUNpobysaHHsA APl abo BMXiAHOMO
mMartepiany/npomikHOro

6e3 peyenma

UA/14386/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA AP (iHLWI 3MiHK Y
mMeToAax BUNpobyBaHHSA
(BKKOYALOUM 3aMiHy ab0o
[0noBHEHHS) A®| abo
BUWXiAHOrO/MPOMiXXHOIO NPOAYKTY) -
npuBefeHHs crneundikadii Ta
MeTOZiB KOHTPOO Ha fjtouy
peyoBuHy BeHdhoTiamiH
BUpobHMKa YONEZAWA HAMARI
CHEMICALS, LTD., AnoHisa y
BiANOBIAHICTb A0 MaTepianis
BMpo6HMKa AdI (3rigHO
npeactasneHoro DMF) 3a
nokasHukamu: «lgeHTudikayis»,
«CynpoBigHi AOMILLIKW»,
«3a/ILLIKOBA KiNbKICTb OpraHivyHmnX
PO3UYMHHUKIB», «KinbKicHe
BU3HAYEHHS»;
3MiHu |l Tyny - BBEAEHHSA HOBOrO
BMpO6HMKa AP| BeHdoTimainy
AMI LIFESCIENCES PVT. LTD.,
IHAjs foaaTkoBo [0
3aTBEPKEHOr0 BUPOGHUKA
YONEZAWA HAMARI
CHEMICALS, LTD., AAnoHis 3
HagaHHAM mMacTep-ghaiina Ha AdI.
Ta Ak Hacnigok, 3MiHW A0
cneuudikaLii Ta MeTogiB BXiAHOrO
KoHTponito A®I| Bupo6HuKom J13;
3anpornoHoBaHo: beHdoTimaiHy
YONEZAWA HAMARI
CHEMICALS, LTD., AnoHis
AMI LIFESCIENCES PVT. LTD.,
IHAis Agpeca Micusa NpoBaXeHHs
BiSNbHOCTI BUpOo6HUuka AdI:
BLOCK NO.82/B, ECP ROAD, AT
& POST. KARAKHADI, TAL —
PADRA, City: KARAKHADI — 391
450, Dist. VADODARA GUJARAT
STATE, India

184.

HEO®I/NIH

TabneTky NposIoHroBaHol
aii no 100 mr no 10
TabneToK y KOHTYPHii

YapyHKOBIli ynakoBLi; no 5

KOHTYPHUX YapyHKOBUX
yMakoBOK y navui

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis:3mMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHsIM iHdhopMaLlii LWoao

3a peyernmom

UA/3793/01/01
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

3a3Ha4eHHA OAVHNLb

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N3;
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTY MapKyBaHHs. TepMiH
BBE/IeHHS 3MiH - NPOTArom 6
MicsLiB NicNs 3aTBEPAYKEHHS

UA/3793/01/02

185.

HEO®INIH

TabneTky NposIoHroBaHol
4ii no 300 mr no 10
TabneToK y KOHTYpPHii
YapyHKOBIli yrnakoBLi; no 5
KOHTYPHUX YapyHKOBUX
yMakoBOK y navui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3MiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEEHHS 3MiH - NPOTArom 6
MicSLIB Nicns 3aTBEpAKEHHS

3a peyernmom

UA/16490/01/01

186.

HIME/NT AH

rpaHynu gns opasibHol
cycneHsii, no 100 mr no
10, 20 a6o 30 cawe y
KopobLi 3 KapTOHY

TOB "AcTpadapm”

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3miHu | Tuny - 3miHu 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO J1ikapCbKoro 3acoby
(iHLWi 3MiHW) - BBEAEHHSA
nepiogNYHOCTI KOHTPOJIIO 3a
nokasHukom "MikpobionoriuHa
yucToTa": BUKOHYETLCA AN
KOXHOI YeTBepTOil cepil, ane He
pigwe ofHOro pasy B pik

3a peyenmom

UA/4240/03/01

187.

HIMIA®

rpaHynu, 100 mr/2r,no 2 r
B calue, no 30 cawe B
KapTOHHIl ynakoBLi

TOB "Tnegdapm NT4"

YkpaiHa

KYCYM XENTXKEP
NBT NTA, IHAis;
TOB "KYCYM
SAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:3MiHum | Tuny -
OHOBJIEHHSA TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM iHdhopMauii Wwoao
3a3HaYeHHS OAUHULb

3a peyenmom

BMMIpIOBaHHS y cuctemi Si.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHS 3MiH [0 po3Ainy
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOrO
TeKCTy MapKyBaHHA. MapKyBaHHS
Ansa ynakosku in bulk gogaeTbes.
Ha eTukeTky in bulk HaHOCKTbCS:
Ha3Ba npenaparty Ta inoro
KinbKicTb B cawle (r), BMICT Aitoyoi
PEeYOBUHM, YMOBM 36€piraHHs,
KiNbKICTb calle B ynakoBLi, Ha3Ba i
agpeca BMpoGHKKa, 1 oro oroTun,
HOMep cepii, Homep niueHsii, AaTa
BUPOGHMLTBA Ta farta 3akiH4eHHs
TepMiHy NpUAATHOCTI, HOMep
peecTpaujiiHoro cBifgouTBa,
LUTPUX-KOA, nonepemKyBasibHi
Hanucu Ta Koaw 3aBogy npu
HeobXigHOCTI i BiAMOBIAHO A0
BUMOT BUPOOHWKa. BBeAeHHS 3MiH
npoTArom 6-Tm MicALiB 3 gatu
3aTBEPAKEHHS

188.

HIMIZ®

rpaHynu, 100 mr/2 r, in
bulk Ne 350 (1x350): no 2 1
B cauwe; no 350 cauwe B
KapTOHHIA KOopoo6Li

TOB "Tneadapm NTA4"

YKpaiHa

Kycym Xentxkep
MeT 14

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
mMarepianis:3miHum | Tuny -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIpPIOBaHHSA y cuctemi Si.
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepAXeHOro
TEKCTy MapKyBaHHSA. MapKyBaHHS
415 ynakoBku in bulk gopaetbes.
Ha eTukeTky in bulk HaHoCKTbLCS:
Ha3Ba npenaparty Ta noro
KiNbKicTb B caLue (r), BMICT gitouol
PEYOBUHM, YMOBU 36€epiraHHs,
KINbKICTb calle B yrnakoBLiji, Ha3Ba i
afpeca BMpo6HyKa, 1oro noroTumn,
HOMep cepii, Homep niueHsii, gaTa
BMPOGHMLTBA Ta farta 3akiH4eHHs
TepMiHy NpuaaTHOCTI, HoMep
peecTpavuiiiHoro ceigouTea,
LUTPUX-KOA, nonepemxyBasibHi
Hanucu Ta Koaw 3aBogy npu
HeoOXiAHOCTI i BiANOBIAHO A0

UA/12051/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BVIMOT BMPO6HUKa. BBEAEHHS 3MiH
NPOTArom 6-Tu MicALiB 3 faTu

3aTBEPAXKEHHS
189. | HOOTPO®EH- Tabnetku no 250 mr; no 10 | TOB "®apmaueBTuyHa YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/17568/01/01
DAPKOC Tabnetok y 6nictepi, no 2 KoMmnaHis ®apKoC" "GapMaueBTNYHA mMartepianis: 3miHu | Tuny -
ab6o 3 6nicTepun y Kopobui KoMnaHis ®apKoC" AAMIHICTpaTMBHI 3MiHN. 3MiHa
3 KapTOHY Ha3BW JlikapCbKoro 3acoby - 3MiHu

BHeCeHI LWoa0 Has3su J13.
3aTtBepmkeHo: HOOTPO®EH
(NOOTROFEN) 3anponoHoBaHo:
HOOTPO®EH - PAPKOC
(NOOTROFEN - FARKOS); 3miHu
| TMny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HavYeHHsA oAVHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHsA» MKA 113
3aTtBepmxeHo: Po3ain
«MapkKyBaHHs»: [logaetbcs.
3anponoHoBaHo: Po3gin
«MapkyBaHHsI»: BignosigHo fo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpOTArom 6-Tv MicAuiB 3 AaTu

3aTBEPKEHHS
190. | OMHOMNOH-3H pO34uH A1 iH'eKUiid; mo 1 TOB "XapkiBcbke Ykpaina TOB "Xapkicbke YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/5179/01/01
M/ B amnyni; no 5 amnyny hapmaueBTUyHe hapmaLeBTuyHE martepianis: 3miHu | Tuny -
6nictepi; no 1 a6o 2, abo nignpYeEMCTBO nigNpMEMCTBO AAMiHICTpaTUBHI 3MiHW. 3MiHa
20 6nicTepiB y kopobui "340poB'a Hapoay" "3p0poB's Hapoay" HalilMeHyBaHHs Ta/abo agpecu

MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AinbHUUI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJTHO SKOCTI.
([isnbHICTB, 3a SAKy BignoBifae
BUPOGHMK/IMIOPTEP, BKIOYAKOUM
BUMYCK Cepii) - 3MiHa
HaliMeHyBaHHS Ta agpecu micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa 13, 6e3 3mMiHn Micus
BMpO6HULTBA ( BBEAEHHS 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPKEHHS)
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mn abo no 10 mny
donakoHi; no 1 dpnakoHy y
nauuj i3 KapToHy

3miHa HaliMeHyBaHHS Ta agpecu

AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKA (B1acHMKa
peecTpauiiiHoOro NoCBigYEHHS).

3anBHUKa (BacHMKa
peecTpauiiiHoOro NoCBigYEHHS).
BBegeHHs1 3MiH npoTsarom 6-Tv
MiCAILiB Nicns 3aTBepPKEHHS.
3MiHn | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHSA AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOoBeAEHHS KOHTPOJIO AKOCTI.
(aisnbHICTB, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BMNYCK cepiin). 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHW micus
BMPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3actocyBaHHs /13 'y p. "BUpOOHMK",
"MicLe3HaxomkeHHs! BUPOGHMKa
Ta iloro agpeca micugs
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeegeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA /13.
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS yNakoBKku npenapary.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEeHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BUMIpIOBaHHs y cuctemi Sl.

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
191. | OPTUMON® Kpanni ouHi, 5 mr/mn; o 5 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/4314/01/02
mMartepianis: 3miHu | TUny -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BBegeHHs1 3MiH npoTsarom 6-Tu
MicsILiB Nicns 3aTBepKEHHS.

192.

NMArAMAKC

Kancynu no 75 mr, no 14
kancyn y 6nictepi, no 1
abo 4 6nictepn y
KapTOHHI ynakosL,i

HOBEN INAY
MA3APJIAMA BE
CAHAI NTTA. WIPKETI

TypeyunHa

HOBE/T INAY
CAHAI BE

TIIXKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TNy - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HavYeHHsA oAVHULb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N3:
3arBepaxeHo: MAPKYBAHHA
TekcT MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNaKoBKW A04a€ETLCA.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPAKEHHS.

3a peyernmom

UA/15695/01/01

193.

NMArAMAKC

Kancynu no 150 mr, no 14
Kancyn y 6nictepi, no 1
abo 4 6nictepn y
KapTOHHI ynakoBL,i

HOBEN INAY
MA3AP/IAMA BE
CAHAI NTA. WIPKETI

TypeuunHa

HOBE/ INAY
CAHAI BE

TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHdhopMaui Wwoao0
3a3HayYeHHs OAVHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13:
3arBepgxeHo: MAPKYBAHHA

TeKkcT MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNakoBKW AOA€ETLCS.

3anponoHoBaHo: MAPKYBAHHA

3rigHo 3aTBEpAXXEHOro TEKCTY

MapKyBaHHs. BBeieHHS 3MiH

npoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.

3a peyernmom

UA/15695/01/02

194.

NMArAMAKC

kancynu no 300 mr, no 14
Kancyny énictepi, no 1
abo 4 6nictepn y
KapTOHHIl ynakoBLi

HOBEJ INAY
MA3APJIAMA BE
CAHAI NTA. WIPKETI

TypeyunHa

HOBE/ INAY
CAHAI BE

TIIXKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 1O peecTpaviiHnx
martepianis: 3miHu | Tuny - 3MiHn
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHsA
yNakoBKM NikapCbKoro 3acoby 3
BHECEHHSAM iHhopMmalLlii LLoao
3a3HayeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.

3a peyenmom

UA/15695/01/03
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13:
3arBepaxeHo: MAPKYBAHHA
TekcT MapKyBaHHA NepBUHHOT Ta
BTOPVHHOT YNakoBKN A0AA€ETHLCS.
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
195. | NAKNITAKCEN KOHLIEHTPpAT A5 PO3UNHY AKKOpfA Xernckea Benuka Akkopf, Xenckea Benuka BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/13924/01/01
AKKOPA, Ans iHdoysin, 6 mr/mn no 5 Niviten BpuTanis Nimiteq , Benuka BpuTtaHis/ marepianis:3minu | Tvny - 3mMiHK
mn (30 wmr), no 16,7 mn BputaHis IHgia/ ITanis/ Loao 6e3nekn/edeKTMBHOCTI Ta
(200 wmr), no 50 mn (300 ( BignoBiganbHuiA 3a YropwumHa hapmakoHarnagy (iHLwi 3MiHu) -

Mr) y donakoHi; no 1
h1aKkoHy Y KapTOHHIiA
Kopobui

BUMYCK cepii);
Akkopfa Xenckea
NimiTen , Benvka

BputaHis
( BTOpUHHE
nakyBaHHs); ACTPOH

Pesbopu NimiTeq,
Benuka BpuTaHis
(KOHTPO/b AKOCTI

cepiii); IHTac
dapmachboTikans

Nimitep, IHAiA

(BPO6GHMLTBO

roToBOro
niKkapcbKoro 3acoby,
BMPO6HMLTBO bulk,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
cepii); IHTac
dapmacbloTikanc
Nimitep, IHAiA
(BPO6GHMLTBO
roToBOro
niKkapcbKoro 3acoby,
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
cepii
(anbTepHaTUBHMIA
BMPOGHUK));

OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroMm 6-x
MicSLiB NicNsA 3aTBEPAYKEHHS
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

NabAnanisic C.p.n,
ITanis (KOHTpO/ib
AKOCTI cepiid);
dapmasanig, NiTa,.
Mikpob6ionoriyHa
nab6opaTopis,
YropwmHa
(KOHTPO/b AKOCTI
cepiit)

UA/1878/01/01

196.

MIPALUETAM

Kancynu, no 0,4 r no 10
Kancyn y énictepi; no 3
abo 6 6nicTepiB y navui 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTtepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHMKa
peecTpauiiiHoro nNoceig4yeHHs)
3miHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (BacHMKa
peecTpauiiiHoro NocBig4YeHHs)
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNsa 3aTBEPAKEHHS.
3MiHn | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaAKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTB, 3a SKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM
BWMNYCK cepiil) 3miHa
HalimeHyBaHHs Ta agpecu
BMPOGHMKA, 6€3 3MiHM micus
BMPOGHMLTBA: 3MiHM BHECEHI B
IHCTPYKLi0 AN MeguyHoro
3actocyBaHHs /13 'y p. "BUpo6HMK",
"MicLe3HaxomkeHHS! BUPOGHMKa
Ta iloro agpeca micus
NPOBaKEHHS AiS/IbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBoK BBegeHHS
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHun)
OHOB/EHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHsIM iHdhopMaLlii LWoao

3a peyernmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HayYeHHs OAVHNLb
BUMIpIOBaHHA y cuctemi Sl
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» MKA /13
3aTBepmkeHo: Po3gain BiacyTHii
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

197.

NIPALIETAM-
JOAPHULA

TabneTku, BKPUTI
060/10HKO0, M0 200 Mr no
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLi; no 6
KOHTYPHUX YapyHKOBUX
yNakoBOK B nauLli

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:3minu | Tvny - 3mMiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N3;
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepakeHoro
TEKCTy MapKyBaHHA. OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. TepmiH BBEAEHHS 3MiH -
npoTsarom 6 micsAuiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/3225/01/01

198.

MNIOWA
3BUYAIHOrO
ncTs

EKCTpaKT cyxuii
(cybcTaHuis) B nakeTax
4YOTUPLOXLLAPOBMX ANA
hapMaLeBTUYHOTO
3acTocyBaHHSA

AT "®apmak”

Ykpaina

An6aH Mwonnep
IHTEpHeLHN

®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaviiiHoOro NoCBigYEHHST).
3MiHa HaliMeHyBaHHA Ta agpecu
3anBHUKa (B1acHMKa
peecTpaLiiiHoro NocBig4YeHHs1)

UA/15417/01/01

199.

NMPAOAKCA®

Kancynum TBepgi no 75 mr
no 10 kancyn y 6nictepi;
no 1 a6o 3, abo 6
6nicTepiB y kKopobui

BepiHrep IHresbxaiim
IHTepHewwHn MM6X

HimeuunHa

BepiHrep
IHrenbxaivm ®apma
M6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:3Minum | Tuny -
BHECEHHS 3MiHM [0 MaTepianis
peecTpavu,iiniHoOro 4oche p.
3.2.5.2.1. Bupo6HukK, a came
3MiHa HaliMeHyBaHHS BUPOOHYKa
PHAST Gesellschaft fur
Pharmazeutische
Qualitatsstandards mbH,
BiANOBIAA/IbHOIO 3a KOHTPO/1b
akocTi A®| gabiratpaHy
eTekcunary (y surnagi mesunary)
(BapiaHT cnHTE3y cybcTaHuii 2-roi

3a peyenmom

UA/10626/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

reHepauii B4) 3 PHAST GmbH Ha
Eurofins PHAST GmbH, Ta
pefakTopcbKi NpaBku agpecu, a
came - BUnydYeHHs 3emsi Caap;
3anponoHoBaHo: Eurofins PHAST
GmbH Kardinal-Wendel-Strasse
16, 66424, Homburg, Germany
€spodpiHc PACT 'mbX KapanHan-
BeHpgenb-LUTpacce 16, 66424
Xombypr, HimeuuunHa; 3miHu | Tuny
- BHECEHHS 3MiHW [0 MaTepianis
peecTpavuiiiHoro AockE p.
3.2.5.2.1. Bupo6Huku, a came
3MiHa HallMeHyBaHHS BUPOGHUKa
PHAST Gesellschaft fur
Pharmazeutische
Qualitatsstandards mbH,
BiANOBIAA/ILHOrO 3a KOHTPO/1b
akocTi APl gabiratpaHy
eTekcunary (y BUrnsagi mesunaty)
(BapiaHT cuHTE3y cy6CTaHL|ii 2-roi
reHepavii B3) Ta pegaktopcbki
npaBku agpecu, a came -
BUIyYeHHs 3emni Caap;
3anponoHoBaHo: Eurofins PHAST
GmbH Kardinal-Wendel-Strasse
16, 66424, Homburg, Germany
€pocpiHc PACT N'M6X KapguHan-
BeHgenb-LUTpacce 16, 66424
Xombypr, HimeuuunHa; 3miHu | Tuny
- BHECEHHSA 3MiHM 0 MaTepianis
peecTpauiiHoro Aocbe p.
3.2.5.2.1. Bupo6Huku, a came
3MiHa agpecu Ans A0AaTKOBOro
BMpo6HUKa Micro-Macinazione SA
(MICMAC 2), BignosigasibHoro 3a
MiKpoHi3auito A®| nabiratpaHy
eTekcunary (y BUrnsagi mesunaty)
(BapiaHT cuHTE3y cybCTaHujii 2-of
reHepauii B4), 6e3 3miHu micus
BMPOGHMLITBA; 3aMpPONOHOBaHO:
Via Cantonale 4, 6998 Monteggio,
Switzerland Bia KaHToHane 4,
6998 MoHTerio, LUBeiiLapis; 3MiHu
| TMNy - BHECEHHSA 3MiHW A0
marepianis peecTpauiiHoro AoCbE
p. 3.2.5.2.1. Bupo6Huku, a came
BUNYYEHHS BUPOOHNYOT AiNbHUL
Boehringer Ingelheim Chemicals,
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Inc. (BI Chemicals), USA,
BiANOBIAA/IbHOI 32 BUPOOHULITBO
npomikHoro npoAaykTy BIBR 1048
oxa-amidine gnsa cuHtesy Ad|
nabiraTpaHy etekcunaty (y
BUrNAA4i mesunarty) (sapiaHT
CMHTE3y cybcTaHLji 2-01 reHepauii
B3)
200. | NMPAAAKCA® Kancynu Teepgi no 110 mr BepiHrep IHrenbxanm HimeuunHa BepiHrep Himeuunna BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/10626/01/02
no 10 kancyn y 6nictepi; IHTepHewHn MM6X IHrenbxaivm ®apma Marepianis:3miHum | Tuny -
no 1 a6o 3, a6o 6 m6X i Ko. KI BHECEHHS 3MiHM [0 MaTepiaiB

6nicTtepis y kopobui

peecTpavuiniHOro 4ockLe p.
3.2.5.2.1. Bupo6Huku, a came
3MiHa HallMeHyBaHHsS1 BUPOGHUKa
PHAST Gesellschaft fur
Pharmazeutische
Qualitatsstandards mbH,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib
akocTi A®| gabiratpaHy
eTekcunary (y BUrnsagi mesunaty)
(BapiaHT cuHTE3y cy6CTaHLjii 2-roi
reHepauii B4) 3 PHAST GmbH Ha
Eurofins PHAST GmbH, Ta
pefakTopchKi Npasku agpecu, a
came - BUny4eHHs 3emni Caap;
3anponoHoBaHo: Eurofins PHAST
GmbH Kardinal-Wendel-Strasse
16, 66424, Homburg, Germany
€spodpiHc PACT N'mbX KapanHan-
BeHpgenb-LUTpacce 16, 66424
Xombypr, HimeuuunHa; 3miHu | Tuny
- BHECEHHS 3MiHW [0 MaTepianis
peecTpavuiniHoOro 4ockLe p.
3.2.5.2.1. Bpo6Hu1kK, a came
3MiHa HallMeHyBaHHsS1 BUPOGHUKa
PHAST Gesellschaft fur
Pharmazeutische
Qualitatsstandards mbH,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib
akocTi A®| gabiratpaHy
eTekcunary (y BUrnsgi mesunaty)
(BapiaHT cuHTE3Y cy6CTaHU|i 2-roi
reHepavii B3) Ta pegakTopcbki
npaBku agpecu, a came -
BWIyYeHHs 3emni Caap;
3anponoHoBaHo: Eurofins PHAST
GmbH Kardinal-Wendel-Strasse
16, 66424, Homburg, Germany
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€pocpiHc PACT N'M6X KapguHan-
BeHgenb-LUTpacce 16, 66424
Xombypr, HimeuuunHa; 3miHu | Tuny
- BHECEHHSA 3MiHM 0 MaTepianis
peecTpauiiHoro 4ocbe p.
3.2.5.2.1. Bupo6Huku, a came
3MiHa agpecu Ans A0AaTKOBOro
BMpo6HUKa Micro-Macinazione SA
(MICMAC 2), BignosigasibHoro 3a
MiKpoHi3auito A®| nabiratpaHy
eTekcunary (y BUrnsagi mesunaty)
(BapiaHT cuHTE3y cybcTaHujii 2-of
reHepauii B4), 6e3 3miHu micus
BMPOGHMLITBA; 3aMpPONOHOBaHO:
Via Cantonale 4, 6998 Monteggio,
Switzerland Bia KaHToHane 4,
6998 MoHTerio, LBeiiLapis; 3MiHu
| TMNy - BHECEHHSA 3MiHN A0
marepianiB peecTpauiiHoro AoCbE
p. 3.2.5.2.1. Bupo6Huku, a came
BUNYYEHHS BUPOOHNYOT AiNbHUL
Boehringer Ingelheim Chemicals,
Inc. (Bl Chemicals), USA,
BiAANOBIAa/IbHOI 38 BUPOOHULITBO
npomikHoro npoaykTy BIBR 1048
oxa-amidine ansa cuHtesy Ad®l
nabiratpaHy etekcunaty (y
BUINAA4i me3unary) (BapiaHT
CUHTE3y cybcTaHLji 2-01 reHepauil
B3)

201.

NMPAJAKCA®

kancynu Teepgi no 150 wr,
no 10 kancyn y 6nictepi;
no 3 abo no 6 6nictepis y
KapTOHHIA KopooLi

BepiHrep IHrenbxainm
IHTEepHeLwwHN MM6X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis:3aMinum | Tuny -
BHECEHHS 3MiHM A0 MaTepianis
peecTpavuiiiHoro AochE p.
3.2.S.2.1. BUpo6HuKK, a came
3MiHa HaliMeHyBaHHS BUPOOHUKa
PHAST Gesellschaft fur
Pharmazeutische
Qualitatsstandards mbH,
BiANOBIAA/ILHOIO 3@ KOHTPO/Ib
akocTi APl pabiratpaHy
eTekcunary (y Burnagi mesunary)
(BapiaHT cuHTE3y cybCTaHLii 2-roi
reHepaduii B4) 3 PHAST GmbH Ha
Eurofins PHAST GmbH, Ta
pefakTopCbKi NpaBku agpecu, a
came - BUnyyeHHs 3emni Caap;
3anponoHoBaHo: Eurofins PHAST

3a peyenmom

UA/10626/01/03
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

GmbH Kardinal-Wendel-Strasse
16, 66424, Homburg, Germany
€spocpiHc PACT N'M6X KapguHan-
BeHpenb-LUTpacce 16, 66424
Xombypr, HimeuuunHa; 3miHu | Tuny
- BHECEHHSA 3MiHW 0 MaTepianis
peecTpavuiiHoro A0oChE p.
3.2.5.2.1. Bupo6HuKK, a came
3MiHa HaliMeHyBaHHS BUPOOHWMKa
PHAST Gesellschaft fur
Pharmazeutische
Qualitatsstandards mbH,
BiANOBIAA/IbHOIO 3a KOHTPO/Tb
aKocTi APl gabiratpaHy
eTekcunary (y Burnagi mesunary)
(BapiaHT cuHTE3y cybCTaHLii 2-roi
reHepauji B3) Ta pefaktopcbki
npaBku agpecu, a came -
BUTyYeHHs 3emni Caap;
3anponoHoBaHo: Eurofins PHAST
GmbH Kardinal-Wendel-Strasse
16, 66424, Homburg, Germany
€spodpiHc PACT 'mbX KapanHan-
BeHpgenb-LUTpacce 16, 66424
Xombypr, HimeuuunHa; 3miHu | Tuny
- BHECEHHS 3MiHW [0 MaTepianis
peecTpavuiiHoro A0oCkLE p.
3.2.5.2.1. Bupo6Huku, a came
3MiHa agpecu Ans 40AaTKoBOro
BMpO6HMKa Micro-Macinazione SA
(MICMAC 2), BignoBigasibHOro 3a
MiKpoHi3auito A®| nabiraTpaHy
eTekcunary (y Burnagi mesunary)
(BapiaHT cuHTe3y cybCTaHUii 2-0f
reHepaduii B4), 6e3 3miHu Micus
BMPOGHULITBA; 3aMpPONoHOBaHO:
Via Cantonale 4, 6998 Monteggio,
Switzerland Bia KaHToHane 4,
6998 MoHTerio, LUBeliLapis; 3mMiHu
| TMny - BHECEHHSA 3MiHN A0
marepianiB peecTpauiiiHoro AoCkbe
p. 3.2.5.2.1. Bupo6Huku, a came
BWTyYEHHS BUPOOHUYOT AiNbHUL
Boehringer Ingelheim Chemicals,
Inc. (BI Chemicals), USA,
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
npoMixHoro npogykty BIBR 1048
oxa-amidine ansa cuHtesy Ad|
nabiratpaHy etekcunaty (y
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BUrNA4i Me3unary) (BapiaHT
CUHTE3y cybcTaHLji 2-01 reHepauil
B3)
202. | NPErABANIH MOPOLLIOK (Cy6CTaHUis) B AT "dapmak" YkpaiHa OJ10H Ec.Ni.EW. ITania BHECEHHS 3MiH 40 peecTpavlinHmx - UA/15219/01/01
MiLLIKax NoABiAHMX mMartepianis: 3miHu | Tuny -
nonieTMneHoBnx ans AAMiHICTpaTUBHI 3MiHW. 3MiHa
hapmaneBTUYHOro HalilMeHyBaHHs Ta/abo agpecu
3acTocyBaHHs 3anBHUKa (BacHuKa
peecTpavuiiiHoro NocBig4YeHHs).
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BlacHMKa
peecTpauiiHoro nNoceig4yeHHs)
203. | MPOTA®AH® CycneHsis ANns iH ekuji, A/T Hoso Hopgick [aHis Brpo6HMK [OaHisa/ BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/12613/01/01
HM NEH®IN® 100 MO/mn; no 3 mny Hepo3hacoBaHOro PpaHuia/ martepianis: 3miHu | Tuny -
KapTpuaxi; no 5 NPOAYKTY, Bpasunis ALMIHICTPaTUBHI 3MiHN.

KapTpUAKIB Y KApTOHHIl
Kopobui

HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBKa, KOHTPO/Ib

AKOCTI Ta
BiAnoBiganbHUIA 3a

BWMNYCK Cepiit
KIHLLeBOro NpoAayKTy:
A/T Hoso Hopgick,

[JaHis;
Brpo6HMK
Hepo3ghacoBaHOro
nNpoaykTy, NepBrHHE
nakyBaHHA Ta
KOHTPONb 6anky.
KoHTposb skocTi
6asKy rotoBoro
NpoAyKTYy Ta
KIHLLEBOro NpoAyKTY:

Hoso Hopgaick
MpogatokcboH CAC,
PpaHuis;
BupobHuk ansa
MapKyBaHHS Ta
ynakoBku MeHpin®,
BTOPUHHOTO
nakyBaHHs:

A/T Hoso Hopgick,
[JaHis;
Brpo6HMK
Hepo3dhacoBaHOl
NpoAyKLUii, NepBNUHHA
Ta BTOpPVHHA
ynakoBKa:

BunyyeHHst BUPOGHMYOT AibHNL
(Bkntovatoum ginbHuLi ans Adl,
MPOMIXXHOro NPoAyKTy abo
roTOBOrO NiKapCcbKoro 3acoby,
LinbHULUI 015 NPOBEAeHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepii,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavasibHMKa
BMXIZHOrO MaTepiany, peareHTy
a60 AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y A0CbE) - BUNTYyUYeHHS
BUPOGHNUNX PYHKLi «36upaHHs,
MapKyBaHHS, BTOPUHHE NaKyBaHHS
Ta BifgnoBifasIbHUIA 3a BUMYCK
cepili» Ansa BUpo6HMKa HoBo
Hopgaick MNpogtokcboH CAC, 45,
aBeHto 4'OpneaH, 28000, WapTp,
®paHuia (Novo Nordisk Production
SAS, 45 avenue d'Orleans, 28000
Chartres, France), ockinbku
BMPOGHULITBO MPOAYKLi 3a
AaHumy yHKLisMY He Byae
3fjiicHIOBaTUCA 418 YKpaiHu.
3MiHV BHECEHO B IHCTPYKLi0 ANs
Me[MYHOro 3aCTOCYBaHHS LWO0
HalilMeHyBaHHs Ta
MiCLie3HaXOAKEHHSI BUPOOHUKA i3
BIAMNOBIAHMMU 3MiHAMU Y TEKCTI
MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3acoby (BBeAeHHs 3MiH NpOTArom
6-Tn MicsAUIB NicNs 3aTBEPKEHHS)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hoso Hopgaick
Mpoaykao
dapmaceyTika [0
Bpasinb NTaga.,
Bpasunis

204.

PABE/IOK

niogpinisat gnsa po3unHy
08 iH'ekuin no 20 mr, 1
donakoH 3 niocpinizaTom B
KapTOHHI/ KopoobLi

KALINA
®APMACBIOTUKANS
NIMITES,

IHais

Kagina
dapmacboTrKan3
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianiB: yTOUHEHHSA
ynakoBKu Ta peecTpauiiiHoro
Homepa B Hakasi MO3 Ykpainu
Ne 2970 Big, 22.12.2020 B
npoueci BHECEHHA 3MiH (3MiHW |
UMY - 3MiHW LWOA0
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3HayYeHHs OAVHNLb
BVMIipIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - NPOTATOM
6 micauis nicns 3aTBepMAKEHHS).
Pepakuist B Hakasi: in bulk: 50
dhnakoHiB 3 niodpinizaTtom y
KapTOHHiI kopobLj, Homep
peecTpauiiiHOro NocBigYeHHs -
UA/11959/01/01. BipHa pepakuis:
in bulk: 50 chnakoHiB 3
nioghinizaTtom y KapTOHHIl kopobu,
HoMep peecTpaLiiHoro
noceigyeHHs - UA/11959/01/01 ta
1 chnakoH 3 niocpinizatom B
KapTOHHIlA KopobLii, Homep
peecTpauiliHoro NocBigUeHHA -
UA/1441/02/01.

3a peyenmom

UA/1441/02/01

205.

PUHA3O/IH®

cnpeii HazanbHWiA, 0,5
mr/mn, no 15 mny
donakoHi
nonieTuneHoBomy,
3abe3neyeHoMy HacafKor
3 [103aTOPOM i 3aXUCHUM
KoBMaykom; no 1 cpnakoHy
B NayLj 3 KapTOHy

AT "®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AOMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaviiHOro NoCBigYEHHS).
3MiHa HalimeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYEHHS).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAYKEHHS.
3MiHu | TUNY - AGMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NpoBaMKEHHS AiS/IbHOCTI

6e3 peyenma

UA/7191/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpOBeAEHHS KOHTPOJIIO AKOCTI.
(aisnbHICTB, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BMNYCK cepiin). 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM micusa
BMPOGHMLTBA. BBEAEHHSA 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPIKEHHS
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKHA N13.
3arsepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TeKCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS

206.

PUHITAN

Tabnetku no 20 TabneTok
y 6nicTepi; no 3 abo 5
6nicTepiB y KapTOHHIi
Kopoo6Ui

AnbneH ®apma Mv6X

HimeuunHa

[oiiue Xomeonari-
YHioH AXY-
ApuHarimiTTens
v6X & Ko. KT,
HimeyunHa
a6bo
[Op. M'yctaB KnsiH
6X & Ko. KT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
Cucrtema
KOHTelHep/3aKynopoBabHui
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JliKapCbKoro 3acoby
(3MiHa KiNbKOCTi 0aMHULb
(Hanpuknag TabneTok, amnyn
TOLL0) B yNakoBLi:) - 3miHa y
[Jiana3oHi 3aTBepKeHNX po3mipis
yNakoBKM - BBEAEHHS J0AATKOBOTO
pO3Mipy ynakoBKW /likapCbKoro
3acoby Ne60 (20x3) ans
[04aTKOBOro BUpo6Huka [p.
l'yctaB Knsaith Tm6X & Ko. KT,
HimeuuunHa, 6e3 3MiH1 NepBUHHOIO
nakyBaslbHOTO MaTepiany Ta 3

Bi4MNoBiAHVMMM 3MiHAMKN A0 po3ainy

6e3 peyenma

UA/6841/01/01

171




Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

«YnakoBKa»

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

UA/12119/01/01

207.

PVHT
HA3ANbHWIA
CMNPEV® 3

MEHTO/IOM

cnpeii HazanbHWiA, 0,5
mr/mn, no 10 mny
chnakoHi pasom 3
HacocoM-£,03aTopoMm 3
po3snusoBayem; no 1
chnakoHy B nauu 3
KapToHy

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiiHOro NocBigYEHHS).
3MiHa HalimeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiHOro NocBifYEHHS).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNIOpPTEp, BK/IKOYAKO4M
BUNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BUPOGHMLUTBA. BBEAEHHSA 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn).
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHs» MKA 13.
3arBepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
NpoOTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

6e3 peyenma

3a peyenmom

UA/13192/01/01

208.

CUBPI
BPU3XAUNEP

NMOPOLLIOK A1 iHransALiA,
TBEpAi kancym no 50 MKr;

no 6 kancyn y 6aictepi; no

HosaprTic ®apma Al

LLiBeiiuapis

KoHadhapma Al
Llseiiuapis
(MepBuHHE Ta

LLseiiuapisi/
Icnanis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:3miHu | Tvny - 3mMiHK
L1010 6e3nekn/edpekTMBHOCTI Ta
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
2 abo no 5 6nictepis 3 1 BTOPUHHE thapmakoHarnsgy (iHwi 3MiHn) -
iHraNATOPOM Yy KapTOHHiiA nakyBaHHs); BHECEHHS 3MiH 0 po3ainy
nauy; HosapTic ®apma “MapkyBaHHsA" MKA 13"
no 6 kancyn y 6nictepi; no LLTeinH AT, 3anponoHoBaHo: MapKyBaHHS.
5 6nictepiB 31 LBeiiLapis 3rigHO 3aTBEpAXEHOro TEKCTY
iHraNIATOPOM Y KapTOHHIlA (Bupo6HuTBO, MapKyBaHHA. OHOB/IEHHSI TEKCTY
nauui; no 3 naykn y KOHTPO/b AKOCTI (3a MapKyBaHHS YNakoBKV NikapCbKOro
KOpo6Li 3 KapToHy; no 10 BUHATKOM 3aco0by 3 BHeCeHHsM iHdhopMaii
Kancyny énictepi; no 1 BW3HAYEHHSA LLIOA0 3a3HAYEHHS OANHULb
abo 3 6nictepn 3 1 MpopaykTiB po3kiagy BVIMIipIOBaHHS y cuctemi Sl.
iHraNATOPOM Y KapTOHHiiA 542-07 meTof0oM BBefeHHA 3MiH NpoTArom 6
nauyuj; no 10 kancyn y BEXXX-MS, maca MicSLiB NicNsA 3aTBEPAYKEHHS
6nictepi; no 3 6nictepu 3 BVICOKOANCMNEPCHNX
1 iHranaTopom y 4acToK METOLOM
KapTOHHI nauyui; no 3 imnakTopa Next
nauky y kopobui 3 Generation,
KapToHy; no 10 kancyn y OfHOPIAHICTb
6nictepi; no 1 6nictepi 3 1 [ocTaBneHoi 03un
iHraNATOPOM Y KapTOHHIiA meTogom BEXKX),
nadui; no 15 navyok y BTOPUHHE
KOpOoO6Lii 3 KapTOHY nakyBaHHs, BUNYCK
cepii:); HoBaprTic
dPapmacbioTrKa
C.A., IcnaHis
(kOHTpO/b AKOCTI 3a
nokasHvikamu: "Onuc
BMiCTY",
"O60/0HKa";
nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYCK
cepii); Consiac Al’,
Lseliuapis
(KoHTponb AKoCTi
(TiNIbKM BU3HAYEHHSA
MpoaykTiB po3knagy
542-07 meTogom
BEXXX-MS);
dapmaHanituka CA ,
LlBeiiuapis
(KoHTponb AKocTi
(3a BUHAATKOM
BU3HAYEHHS
Mikpob6ionoriyHoi
ynucToTU Ta
MpoaykTis po3knagy
542-07))
209. | CIHAPTA® po3unH A4Nns iH'ekuin, 200 AT "dapmak" Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/12122/01/01

MI/MA1, MO 2 M1 PO3YUHY B

mMartepianis: 3MiHu | Tuny -
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

amnyni (amnyna A) y
KomMnnekTi 3 1 mn
PO34MHHMKA
(nieTaHonamiH, Boga ans
iH'exuili) (amnyna B); no 5
amnyn Aino5amnyn By
6nictepax BignosigHO; No
1 6nictepy 3 amnynamu A i
no 1 6nictepy 3 amnynamu
B B nauui

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiiHoOro NocBig4YeHHS)
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLYKEHHS;
3MiHM | TRy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPO/O AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/IOYAKOUM
BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA (BBEAEHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS); 3MiHK | TNy -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro
3acoby 3 BHeCEeHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS

3a peyernmom

UA/15862/01/01

210.

CIHYCNANn

cupon, 200 mr/100 mn no
100 mn 'y dpnakoHi, no 1

hakoHy y nauky pasom 3
[103YBa/IbHOIO JTOXKOO

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpavuiiiHoro NocBig4YeHHs).

3MiHa HaiMeHyBaHHA Ta agpecu
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anBHUKa (BlacHMKa
peecTpaLiiHOro NocBigYEHHS).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALIB MIiCNA 3aTBEPKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBefeHHSA KOHTPOJIIO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUWMYCK Cepiif).
3miHa HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHULTBA. BBEAEHHSA 3MiH
npoTArom 6-T1 MicAUiB nmicns
3aTBepMKEHHS. 3MiHu | TUny -
3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHK).
BHeceHHs 3MiH f0 po3giny
«MapkyBaHHA» MKHA N13.
3arsepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TeKCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
00 3a3HaYEHHS OAVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.

211.

CNA3MA/TTOH

®

Tabnetku, no 10 TabneTok
y 6nicTepi, no 1 a6o 2,
abo no 5 6nictepiB y
KapTOHHIA kopobui; no 20
Tabnetok y 6nictepi, no 1
6nicTepi B KAPTOHHIl
Kopobui

TOB «TeBa YkpaiHa»

YKpaiHa

BankaHdapma-
AynHnusa AT

Bonrapis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOOGHMYOT AiNTbHULL
(Brrovatoun ainbHuui ansa Adl,
MPOMIKHOro NpoAyKTy abo
roTOBOrO JIiKapCbKOro 3acoby,
OiNbHWL 418 NPOBEeAEHHS
nakyBaHHS1, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavyasibHMKa

6e3 peyenma

UA/7059/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMXiQHOrO Matepiany, peareHty
a60 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HavYeHo y A0CbE) BunyyeHHs
BUPOOBHMKA rOTOBOTO NIKAPCHKOro
3acoby AT «PapmaueBTUyHa i
XimiyHa IHaycTpis, 3apasne»,
Cepbis. BBegeHHs 3MiH MPOTAroM
6-TW MicALIB Nicna 3aTBEPKEHHS

212.

CMAPK®

Karncynun nposioHrosaHoi
aii TBepai no 200 mr; no
10 kancyn y 6nictepi; no 3
ab6o 5 6nicTepiB y navui 3
KapToHYy

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYyCKy cepii abo micue
npoBeAeHHS KOHTPOIO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/iMNOpPTEp, BK/IKOYAKOUM
BUNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BUPOGHMLUTBA. BBEAEHHSA 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn).
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHsA» MKA /13
3arBepmkeHo: MAPKYBAHHA.
BignosigHo fo 3aTBEpAXeHOro
TEKCTY MapKyBaHHS, L0
[oAaeTbcA. 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHu | TUNY - AoMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecy 3asiBHMKa
(BnacHwvka peecTpadiiHoro
nocsigyeHHs). 3miHa
Ha/iMeHyBaHHs Ta agpecu

3a peyernmom

UA/15443/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3anBHUKa (BlacHMKa
peeCcTpaLiiiHOro NoCBigYEHHST).
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.
213. | CNUPT PO34MH O/151 30BHILLHBLOTO MAT "Ximdapm3sasoz Ykpaina MAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15513/01/01
ETUNOBUIA 3acrocysaHHA 70 % no "YepBoHa 3ipka" "Ximchbapm3sasog marepianis:3miHu | Tuny - 3miHu 3
70% 100 mn y chnakoHax "YepBoHa 3ipka" sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
CKNSAHUX 3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkrouYatoun
AianasoH po3Mipy cepii) roToBoro
NiKapcbKoro 3acoby (3MeHLIEHHs
0o 10 pasiB) - BBEAEHHSA
[04aTKOBOro po3Mmipy cepii
roToOBOro NikapcbKoro 3acoby -
13985 ynakoBoOk; 3arnponoHOBaHO:
15256 ynakoBok (Big 14900 go
15050 ynakoBok), 13985 ynakoBok
(Big 13610 o 13820 ynakoBOK)
214. | cnionTo® pO34uH A8 iHranAuii no BepiHrep IHrenbxainm HimeuyunHa BepiHrep HimewunHa/ BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/15523/01/01
PECMIMAT® 2,5 MKr/2,5 MKr; 1o 4 mny IHTEepHeLwwHN MM6X IHrenbxaim ®apma Cnony4yeHe MaTepianis:3aMinum | Tuny -
KapTpuaxi (60 iHransuin); vm6X i Ko. KT, KoponiscTeo 3BY)XXEHHS [OMYCTUMUX MEX Y
no 1 kapTpuaxy B HimeyunHa Benvkoi cneuungikauii A®I onogarepony
KomnnekTi 3 1 (BMPOGHMLTBO, BpuTaHii rigpoxnopuay 3a nokasHukamu
iHransTopom Pecnimat® y nakyBaHHs, «OpraniyHi gomiwkn: Cyma
KapTOHHIA KopoobLi MapKyBaHHS, nowmiwok» Big < 1,0 % go < 0,80

KOHTPO/b SIKOCTi Ta
BWMNYCK Cepiit
NiKapcbKoro

3acoby ); KoBeHc

Na6oparopic N14.,
CnonyyeHe
KoponiscTBo

Benukoi BputaHii Ta

MiBHiYHOI IpnaHaii
(KOHTPO/b SIKOCTI 3a
BUK/TIOYEHHAM
nokasHuka
"Mikpo6ionoriyHa
unctota"); Kyacaap
'mM6X, HimewunHa
(KOHTPO/b SIKOCTI 3a
BUK/TIOYEHHAM
nokasHuka
"Mikpo6ionoriyHa
unctoTa"); labop
NIC CE & Ko. KT,
HimeuyunHa
(KOHTpO/Ib AKOCTI 3a

%; 3MiHW | TUNY - BUYYEHHSA 3i
cneumdikauii A®l onogarepony
rigpoxnopuay nokasHvka «Baxki

MeTa/IM» BiANOBIAHO A0

Kepisruurtsea ICH Q3D; 3MiHu |
TUMY - BHECEHHSA HE3HAYHUX 3MiH

00 MeToay BunpobyBaHHsA AdI

onogarepony rigpoxnopuay 3a

NoKa3HUKOM «3abapB/ieHHs
PO34UHY» - O0AAHO BUKOPUCTAHHS
KONOpUMETPY 5K anbTepHaTUBHUIA
MeTOZ, [10 Bi3yaslbHOI OLjiHKMK;
3MiHM | TUNY - 3BY)XEHHSA
[onyCcTUMMX MeX y cnevudikawii
A®| onogatepony rigpoxiopuay
3a nokasHukamu «BmicT Boan» Big,
<1,0% po < 0,5 %; 3miHun | Tuny -
BHECEHHS He3HaYHMX 3MiH [0
MeToay BunpobyBaHHs AdPI
onogarepony rigpoxnopuay 3a

NnoKasHWKoM «lgeHTudikauis. 14

cnekTp. IHhpavepsoHa

CneKTpocKonisi»; 3MiHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NOKa3HUKOM
"Mikpo6ionoriyHa
ynctota"); Crc
IHCTUTYT dpeseHiyc
v6X, HimeuunHa
(KOHTpO/b AKOCTI 3a
NOKa3HUKOM
"Mikpob6ionoriyHa
uncrtorta")

BHECEHHS He3HaYHUX 3MiH A0
MeToay BunpobyBaHHs AdPI
onogarepony rigpoxnopuay 3a
nokKasHUKoM «OpraHiyHi AOMILLKW»;
3MiHU | TUMY - BHECEHHSA
He3Ha4YHWX 3MiH 0O MeToay
BMnNpobyBaHHA APl onogartepony
rigpoxnopuay 3a nokasH1KoM
«EnaHTiOMepHa uncToTa»
3MiHU | TUNY - BHECEHHSA
He3HauyHuX 3MiH 0 MeToay
BUNpo6ysaHHs APl onogatepony
rigpoxnopuay 3a nokasHMKOM
«3a/TMLLKOBI PO3UMHHUK»; 3MiHN |
TUMY - BHECEHHS HE3HAYHWX 3MiH
[0 meTody BMNpoGyBaHHSA AD|
onogarepony rigpoxniopuay 3a
nokasHukom «Katanizaropu;
3MiHU | TUNY - BHECEHHSA
He3HauyHuX 3MiH 10 MeToay
BUNpobysaHHs APl onogatepony
rigpoxnopuay 3a nokasHMKoOM
«KinibkicHe BU3HaYeHHs»

215.

CYBETTA

Tabnetkv no 20 TabneTok
y 6nicTepi; mo 1 a6o 2
6nicTepun y KapTOHHiIl
Kopoo6ui

TOB "Martepia
Mepguka-YkpaiHa"

Ykpaina

3AT CaHTOoHiKa

NntBa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianiB:TeXHIYHa NoMuIKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMPAaB/IEHHS TEXHIYHWX MOMUSIOK,
3rigHo nn. 5 n.2.4. po3giny VI
Hakady MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y pegakui
Haka3y MO3 YkpaiHu Big,
23.07.2015 p Ne 460) —
BUMPAaBIEHHS TEXHIYHOT MOMWUSIKN
y MKA 'y po3gini «Ynakoska». MNpu
chopmyBaHHi hiHanbHOT BepCii
npoekty MKA npunyLieHa
NOMU/IKa Y P. «YNaKkoBKax».
Brictep mictutb 20 TabneTok
nikapcbKoro 3acoby CybetTa.
MoMUNIKOBO p. «YnakoBka»
3a3HayeHo «...no 10 TabneTtok y
6nicTepi...», NpaBUIbHa pefakuis:
«...Nno 20 Tabnetok y 6nictepi...».
3a3HayeHe BUMNpaB/IeHHA
BiANOBigae maTepiasiam apxiBHOro
peecTpaLiiHoro Aocbe,
peecTpaLiiHii hopmi

6e3 peyenma

UA/18297/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
216. | CYIb®OKAM® | po3uvH ans iH'ekuiin, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/7392/01/01
OKAIH- Mr/mn; no 2 mn B amnyni; "papMaueBTUYHa "papMaueBTUYHA mMartepianis:3MiHu | TNy — 3miHa B
OAPHUUA no 5 amnyn y KOHTYpHil dipma "fapHuua” ipma "AapHuug" npoveci BupobHuuTea A®| dipmu-

YapyHKOBIA ynakosLli; no 2
KOHTYpPHi YapyHKOBI
YNakoBKW B nauLli

BMpOo6HMKa TOB "dapmxim”,
YKpaiHa, ki CTOCYTbCA 3aMiHn
pPO34YMHHKKa eTunaueTara Ta
i3onponinaueTar (6e3 3MiHy
LINAXY CUHTE3Yy cybCcTaHuji), sk
Hacnifok, Ao cneumdikawi
BBOAMTLCSA 3MiHU [0 PO34iny
«3aNNLLKOBI Ki/TbKOCTi OpraHivyHmx
PO34YMHHUMKIB» BBEAEHHS 3MiH
NpoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; CYyNyTHA 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y creumdikavisax
Ha A®|, abo BYXigHWA/NPOMIKHWIA
npoAayKT/peareHT, wWwo
BMKOPUCTOBYIOTLCSA Y MpoLeci
BMpo6HULTBa AP| (fogaBaHHsS
a60 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM GionoriyHoro abo
iMYHO/TOTiYHOTO MOXOMKEHHS)
napameTpa crneuudikauii 3
BiANOBIAHUM METOA0M
BMMNPOOYBaHHA 3a pesysibTatamu
pocnigkeHb 3 6e3nekn abo AKOCTi)
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLI 3MiHN B
mMeToAax BUNpobyBaHHSA
(BKKOYALOUM 3aMiHy ab0o
[OMOBHEHHSA) A5 peareHTy, Lo
He CNPUYVHAE ICTOTHOrO BNIMBY
Ha akicTb A®I); 3MiHu | TUNY -
3MiHM A0 cneundikauii Ta metoais
KOHTpO0 AD| 3a NoKasHUKamu:
«lgeHTundikauis A»,
«laeHTudpikauis B»,
«KonbopoBICTb PO34nHY>»,
«MuTome onTuyHe obepTaHHA,
«BTpaTa B Maci npu BUCYLLYBaHHI»
Ta «3a/1i30» - BHECEHI peAaKLiiHi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npaBeKu, KpUTepil NPUAHATHOCTI Ta
MeTOAVKN BUNPOGYBaHHSA
3a/mLleHi 6e3 3MiH;
«MikpobionoriyHa uncrota» -
npuBeAeHo K BigNoBIgHICTb A0
Bumor EP, 2.6.12, 5.1.4.
BBegeHHs 3MiH npoTsarom 6-Tv
MiCAILiB NicNs 3aTBEPKEHHS;
CynyTHS 3MiHa
- 3miHu 3 aKocTi. A®l. KoHTponb
A®|. 3miHa y MeToax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA ADI (iHLWI 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKtovatoun 3amiHy abo
[0noBHEHHS) A®| abo
BVXiZHOr0/NPOMIXHOro NPOAYKTY)

217.

CYMETPONIM®

Tabnetku no 400 mr/80 mr
no 10 TabneTok y
6nicTepi; no 2 6nictepn y
KapTOHHI/ Kopoo6Li

3AT dapmaueBTUUHNI
3aBof EliC

YroplmHa

3AT
dapmauleBTUYHNI
3aBog ElC

YropumHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB:TeXHIYHa NoMWsIKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBfieHo
TEXHiYHI MOMW/IKN Y TEKCTi
MapKyBaHHS BTOPVHHOI yNakoBKW
nikapcbKoro 3acoby:
3anponoHosaHo: 5. CMOCIB TA
WNAX BBEAEHHA
3acTocoByBaTyi NepopasibHoO 3a
npu3HaYeHHAM nikaps. 6.
OCOB/IMBI 3ACTEPEXXEHHSA
WoA0 36EPITAHHA
JNNIKAPCBKOI'O 3ACOBY ¥
HEAOCTYMHOMY ANSA AITEW
MICLII
36epirati npu TemnepaTypi He
BuLe 25 °C y HefoCTyNHOMY Ans
aiten micui. 9. YMOBU
3BEPIFTAHHSA 36epiratv npu
Temnepartypi He Bulle 25 °Cy
HeAoCTYNHOMY A1 AjTel Micui.
3a3HaueHe BUMpaBeHHs
Bignosigae marepianam
peecTpauiiiHoro 4ocbe

3a peyernmom

UA/3194/02/01

218.

CYNPANEB

po34uH A8 iHdysiii, 500
Mr/100 mn, no 100 mny
KOHTeliHepi 3
nonisiHiixnopuay, no 1

TOBAPUCTBO 3
OBMEXEHOIO
BIAMOBIJANBHICTHO
"BIO/NIA-MEAPAPM"

YKpaiHa

[JouipHe
nignpueMcTBo
"®apmaTtpeiig”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3miHu 1l TUny - 3MiHK
3 AKocTi. A®l. Bupo6HMLTBO.
3MiHa BUPOGHMKA

3a peyenmom

UA/18110/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTeliHepy B
nosieTuIeHoBOMY NakeTi B
KapTOHHIlA ynakoBLi

BUWXi4HOro/MpoMiXKHOro
npoAayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatoun, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) APl (3a
BiCYTHOCTI cepTudikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepAKeHOMY
[ocbe)(BBEAEHHS HOBOrO
BMPOGHMKa AP| 3 HaAAHHAM
macTep-haiina Ha Adl) -
BBEJEHHA 10AaTKOBOro
Bupo6HuKa APl Zhejiang Langhua
Pharmaceutical Co., Ltd ., China.
3arsepaxeHo: Hetero Drugs
Limited/Unit -1, Sy. No. 213, 214
and 255, Bonthapally Village,
Gummadidala Mandal,
Sangareddy District- 502313,
Telangana, India.
3anponoHoBaHo: Hetero Drugs
Limited/ Unit -1, Sy. No. 213, 214
and 255, Bonthapally Village,
Gummadidala Mandal,
Sangareddy District- 502313,
Telangana, India; Zhejiang
Langhua Pharmaceutical Co.,
Ltd. /No.7, Donghai 3rd Avenue,
Zhejiang Provincial Chemical and
Medical Materials Base Linhai
Zone, Linhai City, Zhejiang
Province, 317016 China

219.

TENHOP

Tabnetku no 20 mr, no 10
Tabnetok y 6nictepi, no 1
abo 3 6nictepn y Kopobui
3 KapTOHY

FETEPO JTAB3
NIMITES,

IHais

FETEPO JIAB3
NIMITEL,

HAjs

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:3minu | Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/16947/01/01

220.

TENHOP

Tabnetku no 40 mr, no 10
Tabnetok y 6nictepi, no 1
abo 3 6nictepn y Kopobui

FETEPO JIAB3
NIMITEL

IHAjA

FETEPO JIAB3
NIMITEL

HAis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:3mMiHu | Tuny - 3MiHun
oo 6e3nekn/edeKTMBHOCTI Ta

3a peyenmom

UA/16947/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3 KapTOHY thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB nicna 3aTBepAKeHHs
221. | TE/THOP Tabnetku no 80 mr, no 10 FETEPO /1AB3 IHais FETEPO /1AB3 HAjs BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/16947/01/03
Tabnetok y 6nictepi, no 1 NIMITEL NIMITEL marepianis:3miHu | Tvny - 3MiHK
abo 3 6nictepun y Kopobui ofo 6e3nekn/edekTMBHOCTI Ta
3 KapTOHY thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCSLIB NicNs 3aTBEpAKEHHS
222. | TEMNOAMTIH® TabneTtku, BKPUTI AT "BITAMIHN" Ykpaina Bupo6bHnuTBO Bonrapis BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/13243/01/01
060510HKo0, in bulk Ne Hepo3chacoBaHol marepianis: 3miHu | Tuny - 3MiHu 3
1590: no 10 TabneTok y NpoAyKLii, NnepBUHHa sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
6nictepi; no 159 6nicTepis yrnakoBKa: 3MiHV Y BUpOBHULTBI. 3MiHa
y noninponineHosii AT "Codhapma", iMnopTepa/3aMiHu, Lo CTOCYTbCA
Kopoo6L; Bonrapis; BUNYCKY Cepii Ta KOHTPOJI0 AKOCTI
in bulk Ne 1620: no 10 Bupo6bHmuTBO roToOBOro Nikapcbkoro 3acoby
Tabnetok y 6nictepi; no Hepo3cacoBaHoi (3amiHa abo goaaBaHHS AinbHULY,

162 6nictepn y
noninponineHoBii kopo6uy;
in bulk Ne 1650: no 10
TabneTtok y 6nictepi; no
165 6nictepiB y
noninponineHoB.ii kopobui

NpoAyKLUii, NepBnUHHa
ynakoBka, [103Bi/1 Ha
BWMNYCK Cepil:

AT "Codhapma”,
Bonrapis

Ha AKili 3AJiCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHS cepil) -
O0AaBaHHA AiNbHULI, Ha AKil
3[iiCHIOETbCSA
KOHTPO/1b/BUNPOBYBaHHSA cepil -
AT "Codhapma”, c. Bpabeso,
INoseucbka 061., 5660, Bonrapis.
3MiHu | TUNYy - 3MiHK 3 AKOCTI.
"OTOBUIA NiKAPCLKMIA 3aCi6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo
BBEEHHS [OAATKOBOI AifbHUL
BMPOGHULITBA A5 YaCTUHU abo
BCbOr0 BMPOOHMYOro npovecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA, Ha KN NpoBOAATLCA
6yab-AKi BUpO6HUYI cTagji, 3a
BUHSATKOM BUMNYCKY Cepii,
KOHTPO/IH0 SIKOCTI, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HeCcTepUsIbHKX NiKapCbKunx
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3aco6iB) - BBeEHHS J40AATKOBOI
LinbHULI BUPOGHULITBA
Hepo3schacoBaHol npoaykuji - AT
"Codpapma’, c. Bpabeso,
INoseucbka 061., 5660, Bonrapis.
3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHn
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepii (BkroYatoun gianasoH
po3mipy cepii) roToBoro
nNiKapcbkoro 3acoby (iHLwi 3MiHK) -
BBEEHHA AOAATKOBOrO PO3Mipy
cepil roToBOro NMikapcbKoro 3acoby
172 000 TabneTok Ans [oAaTKoBOl
AinbHuLUi BUpobHuLTBa: AT
"Codpapma’, c. Bpabeso,
INoseucbka 061., 5660, Bonrapis.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHn
y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiflbHUL,
BMPOBHULITBA A/15 YaCTUHU abo
BCbOro BUPOOHMYOro npovecy
roToOBOro Nikapcbkoro 3acoby
(8inbHULA A8 NEPBUHHOIO
nakyBaHHs1). BBegeHHS
[04aTKOBOT AiNbHULI ANS
NepPBUHHOTO NaKyBaHHA rOTOBOIO
nikapcbkoro 3acoby - AT
"Codpapma’, c. Bpabeso,
INoseucbka 061., 5660, Bonrapis.
[JlonoBHEeHHSA BUPOBHMYOro
OyHKLIOHaNY 419 3aTBEPIAXKEHOT0
BMpo6HuKa AT "Codhapma”, Byn.
lnieHcbke woce, 16, Codist, 1220,
Bonrapis gofaTtkosoto yHKLiE
"003BiN Ha BMNyCK cepii”

223. | TEMNAMTIH® TabneTku, BKPUTI AT "BITAMIHN" Ykpaina Bupo6bHuuTBO Bonrapis/ BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/3553/01/01
060n10HKot0, Mo 10 Hepo3chacoBaHoi YkpaiHa marepianis: 3miHu | Tvny - 3MiHu 3
Tabnetok y 6nictepi; no 1 NpoAyKLii, NepBUHHA sKocTi. [oToBwWIA Nikapcbkuii 3aci6.
abo 2 6nictepu B Ta BTOPVHHA 3MiHM Y BUPOBHULTBI. 3MiHa
KapTOHHIN navuj ynakoBka: iMnopTepa/3miHu, WO CTOCYTbCS

AT "Codpapma”, BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
Bonrapis; roToOBOro Nikapcbkoro 3acoby
Brpo6HMLUTBO (3amiHa abo godaBaHHs AiNbHULY,
Hepo3dacoBaHoi Ha SKill 34jICHI0ETbCSA
NpoAyKLUii, NepBnUHHa KOHTPONb/BUNPOGYBaHHSA cepil) -
ynakoBka, fj03Bif1 Ha O0faBaHHA AiNbHULI, Ha AKIN
BMNYyCK cepii abo 3[iiCHIETLCS

183




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BMPOGHMLITBO 3a

MOBHVM LK/IOM:

AT "Codpapma”,
Bonrapis;

BTOpuWHHa ynakoBka,
[03BiN Ha BUMYCK
cepii:

AT "BITAMIHN",

YkpaiHa

KOHTPO/b/BUNPOBYBaHHS cepil -
AT "Codhapma”, c. Bpabeso,
JNoseucbka 061., 5660, Bonrapis.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUpPO6GHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbkoro 3acoby
(minbHULSA, Ha SKIN NpoBOASATLCA
6yAb-AKi BUPO6HUYI cTagjl, 3a
BMHATKOM BUMYCKY CEpiid,
KOHTPO/II0 SKOCTi, NePBMHHOTO Ta
BTOPVHHOTO NakyBaHHSA, A1
HeCTepUsIbHNX NiKapCbKunx
3aco6iB) - BBEEHHS 104ATKOBOI
AiNbHUL BUPOGHULTBA
Hepo3dacoBaHoi npoaykuii - AT
"Codpapma’, c. Bpabeso,
JNoseucbka 061., 5660, Bonrapis.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPOBHMLTBI. 3MiHa po3Mipy
cepii (BKItOYatoum dianasoH
po3Mipy cepif) rotoBoro
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
BBEJIEHHS [0AaTKOBOro po3mipy
cepii roToBOro ikapcbkoro 3acoby
172 000 TabneTok Ans foAaTKoBOI
AinbHUUI BUpo6HNUUTBa: AT
"Codpapma’, c. Bpabeso,
JNoseucbka 061., 5660, Bonrapis.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YacTMHM abo
BCbOr0 BUPOGHMYOro npoLecy
rOTOBOrO JliKapCbKoro 3acoby
(8iNbHULA 4N NePBUHHOIO
nakyBaHHs). BeegeHHs
[04aTKOBOI Ai/bHUL ANst
NepBUHHOTO NakyBaHHA rOTOBOr0
nikapcbkoro 3acoby - AT
"Codpapma’, c. Bpabeso,
INoseucbka 061., 5660, Bonrapis.
[lonoBHEHHA BUPOGHNYOro
OYHKLiOHaNy AN 3aTBepAKEHOro
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMpo6Huka AT "Codhapma”, Byn.
lnieHcbke woce, 16, Codist, 1220,
Bonrapis gofaTkosoto yHKLiE0
"003Bin Ha Bunyck cepii”. 3miHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBeEHHS [0AAaTKOBOI AiNbHUL
BMPOOHULITBA A/15 YaCTUHN ab0
BCbOr0 BMPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBEleHHSI
[04aTKOBOI AiNbHULI AN
BTOPWHHOTO MakKyBaHHS rOTOBOrO
nikapcbkoro 3acoby - AT
"Codpapma’, c. Bpabeso,
JloBeucbka 061., 5660, Bonrapis
224. | TEOTAPL Kancysim nNposIoHroBaHol KPKA, a.4., HoBo CnoseHis BMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/4377/01/01
4ii no 200 mr no 10 kancyn MecTO (nennet Ta Ipnangis/ MaTepianis:3MiHum | Tuny -
y 6nicTepi; no 4 6nictepu KancynoBaHHs), Himeuunna BWTyYEHHS BUPOOHUKa AdDI
B KAQpPTOHHI kopo6ui nepBuHHE Ta SHANDONG XINHUA
BTOPUHHE PHARMACEUTICAL CO., LTD.,
nakyBaHHs, Kutai, skvii 6inblue He BUpobnse
KOHTPO/b Ta BUMYCK aKTWBHY PeyoBWHY A1
cepiii: KPKA, a.4., BUpo6HMUTBA /13, 3asBHMKa
HoBo mecTo, KPKA, a.n, Hoso mecTo. [jitova
CnoBeHis; pepakuis: SIEGFRIED
BUPOGHMLTBO PHARMACHEMIKALIEN MINDEN
(nennet Ta GMBH, GERMANY; SHANDONG
KarcysnoBaHHs) Ta XINHUA PHARMACEUTICAL
KOHTPO/Ib Cepili: CO., LTD., CHINA lNpornoHoBaHa
Temnep Ipnangis pepakuis: SIEGFRIED
N1a., lpnangis; PHARMACHEMIKALIEN MINDEN
nepBuHHe Ta GMBH, GERMANY
BTOPWHHE
nakyBaHHs: CBic
Kanc rm6X,
HimeyunHa
225. | TETPAUUKANIH Ma3b 04Ha, 1%, no 3ry MpusatHe Ykpaina TOB "Apnivepg" Pecny6nika BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/17541/01/01
Ty6i, No 1 Ty6i B KAPTOHHIlA nigNPUEMCTBO BipmeHin marepianis:3mMiHu | Tuny - 3MiHun
nauui "TNEJEKC" Lofo 6esnekn/edhekTMBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHu) -

3MiHW BHECEHI B TEKCT MapKyBaHHS

YyNaKoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEHHS OAVHNLb
BUMIPIOBaHHSA y cuctemi Sl.

BBefeHHs1 3MiH NpoTArom 6-Tu
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MiCALIB NicNs 3aTBEPAKEHHS
226. | TETPAUUKNIH TabneTtku, BKPUTI My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/3520/01/01
y NAiBKOBOK 0B0IOHKOI, MO | ToBapucTBO “"Haykoso- akujioHepHe marepianis:3minu | Tuny - 3MiHK
riAPOXNOPWUA | 100 mr; no 20 TabneTok y BMPOGHUYUIA LEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
6nictepi, no 1 6nictepy B "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3miHu) -
nauuj 3 KapToHy XimiKo- BMPOGHNYNIA LEHTP OHOBJ1IEHHS TEKCTY MapKyBaHHsA
hapmaLeBTUUHNI "BopuyariBcbKuii yMakoBKM NikapcbKoro 3acoby 3
3aBof" XiMiKo- BHECEHHSM iHdhopMauii Woao
hapMaLeBTUYHWIA 3a3HayYeHHs OOUHULb
3asog" BVMIiptOBaHHSA y cuctemi Sl;
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHs" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo fo 3aTBEpAXeHOro
TekcTy MapKyBaHHS. TepMiH
BBEJEHHSA 3MiH - NPOTArom 6
MicALiB nicnsa 3aTBepAKeHHs
227. | TUSEPUMH® TabneTku, BKPUTI 3AT dapmaueBTUUHMIA YropwmHa 3AT YropwumHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/0175/01/01
NAiBKOBOK 060/10HKOD, MO 3aBog ElIC dapmaleBTUYHNI marepianiB:TeXHiYHa NoMusIKa
25 mr no 50 Tabnetok y 3aBop, ElC (3rigHo Hakasy MO3 Big
donakoHi; no 1 doakoHy B 23.07.2015 Ne 460) - BunpaBfieHo
KapTOHHI ynakoBL,i TEXHiYHi NOMW/IKN Y TEKCTi
MapKyBaHHS YNakoBK/ NikapcbKoro
3aco6by: 3anponoHOBaHO: 6.
OCOB/IMBI 3ACTEPEXXEHHSA
LWoA0 36EPIFTAHHA
NIKAPCbKOI'O 3ACOBY Y
HEAOCTYMNHOMY ANSA AITEW
MICLII 36epirati B opuriHasibHii
ynakoBLi npu TemnepaTtypi He
BuLLe 25 °C y HeoCTyrnHOMY AN
aiTeit micuj.
9. YMOBW 3BEPIITAHHA
36epirati B opuriHasIbHii
ynakoBLi Npy Temneparypi He
BuLLe 25 °C y HefoCTyNMHOMY A5
niTeli micu,i.
3a3HaueHe BUMpaB/eHHs
BiAnoBigae marepianam
peecTpaLiiiHoro gockbe
228. | TIKOBAK CyCNeH3ist ANA iH'eKLili no MOANIEP ENY.CLIMI. CLUA Bakctep Al', ABCTpist AscTpis/ BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/16695/01/01
BAKUWHA Ana | 2,4 mkr/0,5 mn (1 gosa KOPMOPENLIH (BUPOGHMLTBO Benbris mMaTtepianiB:yTOYHEHHS B Hakasi
MPO®PINAKTUK | ana popocnux), no 0,5 mn npoaykTy y chopmi in MOS3 Ykpainu Ne 2759 Big
N KNILWOBOIro | cycneHsii y nonepegHso bulk; HanoBHeHHs 30.11.2020 poky L0A40 HanncaHHs
EHUE®PANITY 3arnoBHEHOMY wnpwuyis); bakctep Ha3BW npenapaTty B NpoLecci
KYNIbTYPAJIbH | ogHopa3oBoMy LINpUL; No ATl’, ABCTpis BHECEHHS 3MiH (3MiHW | Tnny -
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
A 1 wnpuuy BKI1ageHomy y (KOHTPO/b SKOCTI); 3MiHM 3 AKoCTi. [0TOBWIA
IHAKTUBOBAH | 6nicTtep; no 1 6nictepy Ta BakcTep All, ABCTpis nikapcbkuii 3aci6. 3miHn y
A OYMLLEHA OKPEMOIO FOJIKO Y (KOHTpOSIb AKOCTI); BUPOGHMLTBI. 3MiHa
COPBOBAHA KapTOHHI Kopoo6Li Mdpaiizep iMnopTepa/3aMiHu, Lo CTOCYThCSA
MeHtohekyypuHr BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
ABcTpis T'M6X, roToOBOro Nikapcbkoro 3acoby
ABCTpis (KOHTPOSIb (3amiHa abo godaBaHHS AiNbHULY,
sKkocTi); Mdpaiizep Ha SKiil 34jiCHI0ETbCSA
MeHtothekuypuHr KOHTPO/b/BUNPOBYBaHHSA cepil) -
Benbria HB, benbris nepeHeceHHst OyHKLT KOHTPOSIO
(nakyBaHHs, SAKOCTi 3a NokasHuKoM Protein
MapKyBaHHS, BUMYCK Content Test Ha eTani Plain Pool 3
cepii) AinbHuui Baxter AG, Vienna,
Austria Ha BUPOGHWYY AiNbHL0
Pfizer Manufacturing Belgium NB,
Rijksweg 12, Puurs, 2870,
Belgium; 3miHu | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHULTBI. 3MiHN Y
npoweci BUPO6HMLTBA FOTOBOMO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby
(He3HauHa 3miHa y mpoueci
BMPOOHULTBA) - BUAANEHHS
BMKOpUCTaHHA Human Serum
Albumin (HSA Pathway I1) y
BMPOBOHULTBI rOTOBOTO NPOAYKTY)
229. | TIKOBAK CycneHsis Ans iH'ekui no N®ANIEP ENY.CI.MI. CLUA Bakctep Al', ABCTpist AscTpis/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/16694/01/01
MDKYHIOP 1,2 mkr/0,25 mn (1 go3a KOPMOPENLLH (BMpPOGHMLTBO Benebris mMarepianiB:yTOYHEHHS B Hakasi
BAKUVHA ONA | ana giteid), no 0,25 mn npoaykTy y chopmi in MO3 Ykpainu Ne 2759 Big
MPO®DINTAKTUK | cycneHsii y nonepegHbo bulk; HanoBHeHHs 30.11.2020 pokKy L0A0 HanncaHHs
N KNILWOBOIO | 3anoBHeHOMY wnpuuis); Bakctep Ha3Bu npenapaTty B Npouecci
EHUE®DANITY 0 HOpPa30BOMY LUMPWLL; NO Al', ABCTpist BHECEHHS 3MiH (3MiHu | Tuny -
KYNbTYPAJIbH | 1 wnpuuy BknageHomy y (KOHTPO/b SKOCTI); 3MiHY 3 AKOCTi. [0TOBWMIA
A 6nictep; no 1 6nictepy Ta Bakctep Al', ABcTpist nikapcbkuii 3aci6. 3miHn y
IHAKTUBOBAH | OKpeMmolo rosikow y (KOHTpPOSIb AKOCTI); BUPOGHMLTBI. 3MiHa
A OYMLLEHA KapTOHHI/ Kopoo6Li Mdpaizep iMnopTepa/3aMiHu, L0 CTOCYTbCA
COPBOBAHA MeHtodhekuypuHr BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI

ABcTpis 'M6X,
ABCTpif (KOHTPOSIb
skocTi); Mdpaiizep

roTOBOro Nikapcbkoro 3acoby
(3amiHa abo gofaBaHHA GiNbHALI,
Ha AKili 34iCHI0ETbCSA

MeHtogekUypuHr KOHTPONb/BUNPOBYBaHHSA cepil) -

Benbris HB, Benbris nepeHeceHHs (PYHKLii KOHTPOIO
(nakyBaHHs, AKOCTi 3a NoKa3HWKoM Protein

MapKyBaHHS, BUMYCK Content Test Ha eTani Plain Pool 3
cepii) AinbHuui Baxter AG, Vienna,
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Austria Ha BUpOGHWYY [i/TbHL0
Pfizer Manufacturing Belgium NB,
Rijksweg 12, Puurs, 2870,
Belgium; 3minu | TUny - 3miHu 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHN Y
npoteci BUpO6HMLITBA TOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLITBA) - BUAASIEHHS
BMKOpUCTaHHA Human Serum
Albumin (HSA Pathway I1) y
BMPOGHMLITBI FOTOBOTrO MPOAYKTY)
230. | TOPACEMIA- PO34UH ON1s1 iH'EKL, 5 TOB "®APMEKC Ykpaina NOBHUIA LMK YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17884/01/01
DAPMEKC Mr/M no 4 mn'y dnakoHi, reymn BMPOGHMLITBA Ta marepianis: 3miHu | Tuny - 3MiHu 3
no 5 do1akoHIB y KOHTYpHIl BWMNYCK Cepil: sKocTi. [oToBWIA Nikapcbkuii 3aci6.
YapyHKoBIli ynakosLi, no 1 TOB "®APMEKC CT1abifibHICTb. 3MiHa Y TepMiHax
KOHTYPHIli YapyHKOBIi reymn:, npugaTHocTi abo ymoBax
YMaKoBLji B KAPTOHHIl YkpaiHa; 36epiraHHsA roTOBOro NikapcbKoro
nadui; no 4 mn B amnyni, BCi cTagii uukny 3aco06y (36iNbLUeHHs TEPMiHY
no 5 amnyn y 6nictepi, no BUPOGHMLTBA KpiM NPWAATHOCTI TOTOBOTO JTiKAPCbKOro
1 6nicTepy B KapTOHHiIl BWMYCKy Cepii: 3aco6y) - [N TOproBoi ynakoBKku
naJui; no 4 mn B amnyni, ToBapucTBO 3 (niaTBEPOXKYETHCA AAHUMU
no 5 amnyn y KapTOHHii 06MexeHo peasibHOro yacy) - 36i/bLIeHHS
nauuj 3 neperopogkamm BiANOBIAA/TLHICTIO TepMiHy NpVAATHOCTI FOTOBOrO
"®apmaueBTnyHa nNiKapcbKoro 3acoby a1 Toprosoi
KOMMNaHis yMakoBKM aMmysin Ha OCHOBI
"3p0pos'a", NO3WTUBHUX pe3y/bTaTiB
YkpaiHa [LOBrOCTPOKOBMX AOCNIKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepmiH
npugatHocTi ®nakoHu: 3 poku
AMMyin: 2 pokn 3anponoHoBaHo:
TepMmiH npuaaTHocCTi 3 pokn
(BBefeHHs 3MiH NpOTArom 6-Tu
MicsLIB MiCNSA 3aTBEPAKEHHS)
231. | TOPEHOO® Q- TabneTtku, Wo KPKA, g.4., HoBo CnoseHisa KPKA, a.4., Hoso CrnoseHis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/5800/02/01
TAB® [AVCNepryrTbcs B pOTOBIl MecTo MecTo martepianis:3aMiHu | TUNy - nogaHHA

NoOpOXHUHI, no 0,5 mr, no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepiB y
KapTOHHI Kopoo6Li

OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei Ne R1-CEP 2002-
151-Rev 05 ansa gitovoi peyoBuHU
Risperidone Big Bxe
3aTBEPAKEHOr0 BUPOBHUKA, SK
Hacnigok 3mMiHa Ha3Bu Ta agpecu
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BnacHuka CEP Ta BMpo6Hu4oi
OiNsHKN
232. | TOPEHAO® Q- | Tabnetku, Wwo KPKA, 4.4., HoBo CnoseHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/5800/02/02
TAB® [AVCNepryoTbcs B pOTOBIl MecTo MecTo marepianis:3miHu | Tuny - nogaHHA
NOPOXHUHI, o 1 mr, no 10 OHOB/IEHOTO cepTudikaTa
Tabnetok y 6nictepi; no 3 BIANOBIAHOCTI EBPONENChbkili
abo 6 6nicTepiB y thapmakonei Ne R1-CEP 2002-
KapTOHHIA KOopoo6Li 151-Rev 05 gns Aitoyoi peyoBrHU
Risperidone Big Bxe
3aTBEPAKEHOI0 BUPOOHUKA, AK
Hacnigok 3mMiHa Ha3Bu Ta agpecu
BnacHuka CEP Ta BMpo6Huyoi
OiNsHKN
233. | TOPEHAO® Q- | TabneTtky, Lo KPKA, a.4., HoBo CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/5800/02/03
TAB® [AVCNepryioTbcsa B pOTOBIl MecTo MecTo marepianis:3miHu | Tuny - nogaHHA
NOPOXHWHI, Mo 2 mr, no 10 OHOBJIEHOTO cepTudikaTa
Tabnetok y 6nictepi; no 3 BiANOBIAHOCTI EBpONechbkili
abo 6 6nictepiB y hapmakonei Ne R1-CEP 2002-
KapTOHHIA KopoobLi 151-Rev 05 gns Aitoyoi peyoBrHU
Risperidone Big Bxe
3aTBEPAKEHOr0 BUPOGHNMKA, SIK
Hacnigok 3mMiHa Ha3Bu Ta agpecu
BnacHuka CEP Ta BUpo6HU4OT
OiNsHKN
234. | TOPEHOO® Q- | Tabnetky, Wo KPKA, a.4., HoBo CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/5800/02/04
TAB® [AMCnepryroTbCsl B POTOBIN MecTo MecTo marepianis:3miHu | Tuny - nogaHHA
NOPOXHUHI, Mo 3 mr, no 10 OHOB/IEHOTO cepTudlikaTa
TabneTtok y 6nictepi; no 3 BiANOBIAHOCTI EBpONechbkili
abo 6 6nictepiB y thapmakonei Ne R1-CEP 2002-
KapTOHHI KOpoOLj 151-Rev 05 gns 4itoyoi peyoBrHU
Risperidone Big Bxe
3aTBEPKEHOr0 BUPOOHMKA, AK
Hacnigok 3mMiHa Ha3BuW Ta agpecu
BnacHuka CEP Ta BUpoGHU4oil
AiNAHKN
235. | TOPEHAO® Q- | Tabnetku, Wwo KPKA, a.4., HoBo CnoseHis KPKA, a.4., HoBo CnoBeHisi BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/5800/02/05
TAB® [AVCNepryrTbcs B POTOBIl MecTo MecTo mMartepianis:3aMiHu | TUNy - nogaHHs

NOPOXHUHI, Mo 4 mr, no 10
Tabnetok y 6nictepi; no 3
abo 6 6nicTepiB y
KapTOHHiiA KOpo6Li

OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2002-
151-Rev 05 ansa gito4oi peyoBuHU
Risperidone Big Bxe
3aTBEPAXEHOr0 BUPOOHUKA, SK
Hacnigok 3mMiHa Ha3Bsu Ta agpecu
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n/n

Hassa
JliKapcbKo20

dopma sunycky

3asiBHUK

KpaiHa

3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

Bupo6HuK

KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

236.

TOP-NnYN

Tabnetku no 10 mr; no 10
Tabnetok B 6nicTepi; no 3

Aypob6iHgo dapma /114

IHais

AypobiHgo ®apma

BnacHuka CEP Ta BMpo6Hu4oi
OiNsHKN

nocsio4YeHHs

237.

TOPMIMNEKC

6nicTepn B KAPTOHHIlA
Kopoo6ui

Tabnetku no 0,25 mr, no
10 Tabnetok y 6nicTepi,

ToppeHT

IHais

Nimiten (FOHIT 111)

ToppeHT

IHais

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3

BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N3:
3arsepaxeHo: MAPKVIPOBKA
YNAKOBKW/ rOTOBOIO

NEKAPCTBEHHOIO CPEACTBA

B cOOTBETCTBUM C YTBEPXAEHHBIM
06pa3uomM. 3anponoHOBaHO:

MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. BBeAeHHS 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/14721/01/01

no 3 6nicTepy B KAPTOHHIl
ynakoBLi

dapmacbtoTikasc JTa,.

PapmacbioTikasic
nrta

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa

Ha3BW likapcbKoro 3acoby - 3MiHu
BHeCeHI Wogao Ha3em /13.
3arsepaxeHo: PAMITIEKC
(RAMIPEX) 3anponoHoBaHo:
TOPMIMEKC (TORMIPEX)
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS;
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHthopMmalLlii Loao

3a3HayYeHHsA oAVHULb

BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MmiH go po3ainy MK4A:
MAPKYBAHHSA 3aTtBepmxeHa
pepakuis: MAPKYBAHHA TekcT
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNaKkoBKW A04A€ETLCA.
Homep cepii, gata BUPO6GHULTBA i

3a peyernmom

Aata 3akiHi4eHHs TepMiHy

UA/14076/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

238.

NPUAATHOCTI HAHOCUTBLCA Ha
6nicTep wramnom a6o
TUCHEHHSIM. HoBa pepakuis:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHSA

239.

TPASOIPA®®
60%

PO34MH ANs iH ekuiin 60 %
no 20 mn B amnyni; no 5
amnyn ynakoBaHi Ha
nigHoc i3 Tepmokony; no 1
niAHOCY Y KapPTOHHIN
Kopobui

"FOHik
dapmacboTuKa
Nab6opaTopiz"
(BigaineHHs dipmu
"Ix. B. Kemikans eHp,
®PapmacboTuKan3
nTa.")

IHais

"FOHiK
dapmacboTuKa
Na6opatopisz"
(BipgineHHs dipmmn
"Ix. B. Kemikana
eHf
PapmacboTrKan3
nTa.)

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:3miHu | Tvny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHoBaHo: MapkyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY

MapKyBaHHSA. TepMiH BBELEHHS

3MiH - NPOTArom 3-X MicALiB nicns
3aTBEPIKEHHS

3a peyernmom

UA/7388/01/01

240.

TPA3OIPA®®
76%

PO34uH A5 iH'EKUIA 76 %
no 20 mn B amnyni; no 5
amnyn ynakoBaHi Ha
nigHoc i3 Tepmokony; no 1
niAHOCY Y KapTOHHIN
Kopoo6ui

"FOHiK
PapmacboTuKan
Nab6opaTopis"
(BiogineHHs dipmu

"Ix. B. Kemikan3s eHp,

PapmacboTrKan3
nrp.™)

IHAjA

"FOHiK
PapmacbioTuKan
JNlabopatopis"
(BipLineHHs pipmun
"Ix. Bb. Kemikan3
eHg,
dapmacboTrKan3
NTa.")

IHAjA

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHdhopMaui Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» MKA /13.
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEpAXXEHOro TEKCTY

MapkyBaHHS. TepMiH BBELEHHS

3MiH - MpOTAromM 3-X micsuis nicns
3aTBEPAKEHHSA

3a peyernmom

UA/7388/01/02

TPAMAJONY
rAPOXIOPU,

PO34MH ANA iH'ekuili 5% no
2 mn B amnyni; no 10
amnyn y nauui; no 2 Mmn B
amnyni; no 5 amnyn y
6nicTepi; no 2 6nictepn B
nauui

AT "dapmak"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiHnx
martepianis: 3miHu | Tuny -
AMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaLiiiHOro NoCBigYEHHS).
3MiHa HalimeHyBaHHA Ta agpecu
3asBHUKa (B/1aCHMKa

3a peyenmom

UA/3408/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peecTpauiiHoro NocBifYEHHS).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IOYAKOUM
BUNYCK cepiit). 3miHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BMPOGHMLTBA. BBEAEHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13.
3arBepakeHo: MAPKYBAHHA.
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHA. 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsIM iHdhopMaii
LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNA 3aTBEPKEHHS.

241.

TPIMETABON

PO34uH OpasibHUiA, 1
chnakoH 3 po34YMHOM No
150 mn pasom 3i
CKNSIHKOM-A03aTopoM Ta 1
naket 3 3 I NOPOLLKY B
KOpo6Li 3 KApTOHY

X. ¥piak i KomnaHis,
C.A.

IcnaHis

BMPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka: X. Ypiak i
KomnaHisi, C.A.,
IcnaHis;
BMPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka (Tiflbku
PO34KH); BTOPMHHA
ynakoBka, fj03Bif1 Ha
BMNYCK cepii):

IcnaHis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis:3amMiHu | TUny - 3MiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 3[iNCHEHHS

6e3 peyenma

UA/3529/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

Itancapmako, C.A.,
IcnaHis

hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHOI 0CO6W 3asBHNIKa,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnagy B Ykpaii:
MponoHoBaHa pepakuis - TpeT Ak
Napuca BaneHTuHiBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0cobu 3asBHWKa, BiANOBIAALHOI
3a 3AjiicHeHHs hapMakoHarnsay B
YkpaiHi

UA/6944/01/01

242,

YPOIPEC®

Kpanni HazanbHi, 0,1
mr/m; no 2,5 mn abo no 5
MY ¢hiakoHi; no 1
donakoHy B nauui 3
KapToHYy

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHS Ta agpecu
3anBHUKa (B1acHMKa
peecTpauiiiHoro NocBigYeHHST)
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiSA/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKI0YaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJTHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BUPOGHMK/IMMOPTEP, BKIOYAKOUM
BUMYCK Cepii) - 3MiHa
HalimeHyBaHHS Ta agpecu
BUPOGHMKa, 6e3 3MiHV Micusa
BMPOGHMLTBA. 3MiHW BHECEHI B
IHCTpYKLil0 ANS MeanyHOro
3acTocyBaHHs /13 y p. "BUpO6HMK",
"Micue3HaxomkeHHs BUPOGHMKa
Ta iioro agpeca micus
NPoBaPKEHHS AiiNIbHOCTI" 3

BiANOBIAHUMYW 3MiHAMW B TEKCTI

3a peyernmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS ynakoBok. BeefeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOTO TEKCTY
MapKyBaHHS. OHOB/MIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3ac00y 3 BHECEHHAM iHchopmalii
LLOA0 3a3HAYEHHS OAVHNLb
BMMIpOBaHHSA y cuctemi Sl
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALiB Nicia 3aTBepAKeHHs

243.

DAPMAKCOH

PO3unH AN4 iH'ekuii, 250
mr/mn no 2 ma abo no 4
mMA B amnyni, no 5 amnyn B
nauuj 3 KapToHy

TOB "®APMACEN"

Ykpaina

KoHTpOsb, BUMYCK
cepii:

TOB
«®APMACE/»,
YKpaiHa;
BTopuHHa
yMakoBKa, KOHTPO/Ib:
XONOMAK
PepnakyHrcTexHik
'm6X, HimeuunHa;
Brpo6HMLUTBO
Hepo3dgacoBaHOl
NpOoAyKLii, NepBUHHA
Ta BTOpPVHHA
YMakoBKa, KOHTPO/Ib:
XONOMAK
depnakyHrcTexHik
'M6X, HimeuunHa

YkpaiHa/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3miHu 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJIO SKOCTi
roTOBOro NikapCbkoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LLLO BiAnoBiaae 3a
BBE3EHHA Ta/abo BMMNYCK cepii) -
Bkntouatoun
KOHTPO/b/BUNPOBYBaHHS cepil.
3MiHa MicLe3HaxoMmKeHHs Ta
afpecu MicLA NPOBaKEeHHS
LisANbHOCTI BUPOOHMYOT AiNTbHUL
TOB "®APMACEJT", YKpaina
BiANOBIAA/IbHOI 32 KOHTPO/b,
BUNYyCK cepii. BBeAeHHS 3MiH
npoTArom 3-x MicAuiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn).
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13.
3arBepgxeHo: TEKCT
MAPKYBAHHA
TeKCT MapKyBaHHA NepBUHHOT Ta
BTOPWHHOI ynakosku J13.

3a peyernmom

UA/13932/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHosaHo: MAPKYBAHHSA.
3rifHO 3aTBEPXKEHOIO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaii
LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicALIB MiCNA 3aTBEPKEHHS.

244,

®PIBIOTEHC®

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
0,2 wr, no 14 TabneTok y
6nictepi, no 1, abo no 2,
abo no 7 6nictepiB y
KapTOHHI Kopobui; no 28
Tabnetok y 6nictepi, no 1
6nicTepy y KapTOHHilA
Kopoo6ui

AGGOTT Jlabopatopi3
mM6X

HimeuunHa

MavinaH
Nab6opaTtopiz CAC,
®paHuisa
(BMpOGHMLTBO 3a
NOBHUM LK/IOM)

®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3aMiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKA,

BiANOBIA&/ILHOT 32
hapmakoHarnsg.

MponoHoBaHa pepgakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa

KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT

3a (papmakoHarnsg,

3a peyernmom

UA/0315/01/01

245,

®PIBIOTEHC®

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
0,4 wr, no 14 TabneTok y
6nictepi, no 1, abo no 2,
abo no 7 6nictepiB y
KapTOHHI Kopobui; no 28
Tabnetok y 6nictepi, no 1
6nicTepy y KapTOHHIlA
Kopoo6ui

AGGOTT JlabopaTtopi3
mM6X

HimeyunHa

MavinaH
Na6opaTtopiz CAC,
®paHuisa
(BMpPOGHMLTBO 3a
NMOBHUM LK/IOM)

PpaHuin

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiga/bHOI 3a 3MjiACHEHHSI

3a peyernmom

UA/0315/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a papmakoHarnsg,

246.

®DIBIOTEHC®

TabneTku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
0,3 mr, no 14 TabneTok y
6nicTepi, no 2, abo no 7
6nicTepiB y KAPTOHHIi
Kopobui; no 28 TabneTok y
6nictepi, no 1 6nictepy B
KapTOHHIA KopooLi

A660TT Jlabopatopi3
meX

HimeyunHa

MaiinaH
Na6opatopiz CAC,
PpaHuis
(BMpPOGHMLTBO 3a
MOBHUM LMK/IOM)

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB:3miHu | Tvny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
hapmakoHarnsg.

MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsaii, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0Cco6y 3as1BHMKA, BiANOBiAa/IbHOT

3a peyernmom

UA/0315/01/03
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3a hapmakoHarnsg
247. | ®JIOKCAHEKC | kpanni O4Hi, po3uuH, 3 Hekcthapm Mu6X Pecny6nika BUPOGHMLTBO ITania BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17434/01/01
T mr/mn; no 10 mn y ABCTpis roTOBOI NPOAYKLT, marepianis: 3miHu | Tuny - 3MiHu 3
chnakoHi-kpanenbHUL; no KOHTPO/b AKOCTI, sKocTi. [oToBWIA Nikapcbkuii 3aci6.
1 chnakoHy-KpanesbHULi B nepBuHHE Ta 3MiHV Y BUpOBHULTBI. 3amiHa abo
ECI] BTOPVHHE BBEJEHHS A04aTKOBOI AifIbHULL
nakyBaHHS1, BUNYCK BUPOGHMLITBA A1 YaCTHM abo
cepii: BCbOro BMPOBHMYOro npovecy
DAPMITEA C.INA., roTOBOro NikapCbkoro 3acoby
ITanis; (@inbHULSA ANa BTOPUHHOMO
anbTepHaTuBHe nakyBaHHS) - BBE,EHHS
BTOPUHHE [04aTKOBOrO BUPO6HMKA AN
nakyBaHHs: BTOPWHHOro nakyBaHHsA ®AJIOPHI
®apma MapTHepC C.P.1./ FALORNI S.R.L. 3a
C.P.N., Itanis; agpecoto BIA LI,EI7I OPINNI, 25,
Micue cTepunisauii CECTO ®IOPEHTIHO
NepBUHHOT YNakoBKX (®NOPEHLIA), 500196 ITania /
(3a gonomoroto VIA DEI FRILLI, 25, 50019
ramma- SESTO FIORENTINO (FI), ltaly
BUNPOMIHEHHS): (BBefeHHs 3MiH NpOTArom 6-Tu
Crepirenikc Itanis MiCSALIB MiCNA 3aTBEPA)KEHHS)
C.N.A,, Itanis;
nopaTkose
BTOPUHHE
nakyBaHHS:
®ANTIOPHI C.P.11.,
ITanis
248. | ®NYKAN Kancynu no 30 mr rno 10 FETEPO J1IAB3 IHais IeTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpavliinHmx 3a peyernmom UA/17009/01/01
Kancyn y 6nictepi, no 1 NIMITEL NimiTen marepianis:3mMiHu | Tuny - 3MiHun
6nicTepy y kopobui 3 Lofo 6esnekn/edekTMBHOCTI Ta
KapToHy thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N3:
3anpornoHoBaHo: MAPKVPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBku. OHOBMIEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHs 3MiH NpPOTArom 6-Tu
MicsLiB NicnsA 3aTBEpAYKEHHS
249. | ®NYKAN Kancynu no 45 wmr, no 10 FETEPO J1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/17009/01/02

Kancyn y 6nictepi, no 1
6nicTepy y kopobui 3
KapToHy

NIMITEL

Nimiten

marepianis:3aminu | Tuny - 3mMiHu
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHs" MKA /13:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anpornoHoeaHo: MAPKVPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBLIM
TEKCTOM MapKMpoBKkn. OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

250.

DJTYKAN

Kancynu no 75 mr, no 10
Kancyn y 6nictepi, no 1
6nicTepy y kopobui 3
KapToHY

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:3MiHu | TUny - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N3:
3anpornoHoBaHo: MAPKVPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBkn. OHOBMIEHHS
TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu

MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyernmom

UA/17009/01/03

251.

®IYKOHA3O/-
JAPHULA

Kancynu no 50 mr; no 10
Kancyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLji y nayui

MpAT
"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:3mMiHu | Tuny - 3MiHun
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo f0 3aTBEpAXEHOro
TEKCTy MapKyBaHHS. OHOB/EHHS
TEKCTy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHs 3MiH NpPOTArom 6-Tu

MicsLiB NicnsA 3aTBEpAYKEHHS

3a peyernmom

UA/1153/01/01

252,

®IYKOHA3O/-
JOAPHULA

pO34uH ANs iHdysiid, 2
mr/mn, no 100 mny
conakoHax; no 100 mny
dhnakoHi, no 1 dpnakoHy B
nauuj

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"®apmMaLeBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:3aminu | Tuny - 3mMiHu
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHSA TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3

3a peyenmom

UA/14391/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HayYeHHs 0AVHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTy MapKyBaHHS. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MicAILiB Nic/a 3aTBepAKEHHSs!

253.

DOPKAN®

Mas3b, 3 MKr/r in bulk: no
30ry Ty6i, N0 320 TYy6 Y
KapTOHHI ynakoBL,i

KYCYM XENTXKEP
MBT NTA

IHais

KYCYM XENTTXKEP
MBT NTA

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: yTO4YHEHHA
ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2854 Big, 10.12.2020 B
npoueci BHeCEeHHs 3MiH (3MiHu |
MRy - 3MiHM LWoAo
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13:
3arBepaxeHo: MAPKPOBKA
MepBMYHON 1 BTOPUYHOW YNakoBKu
npunaraeTcs. 3anponoHoBaHo:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHsl. MapkyBaHHS ans
ynakoBku in bulk gogaeTbes.
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNsA 3aTBEPAKEHHS).
Pepaxuis B Hakasi: no 30 r abo no
100 ry Ty6ax, no 1 T1y6i B
KapTOoHHiI ynakosui; in bulk: mo 30
ry Ty6i, no 320 Ty6 y KapTOHHii
ynakosLi. BipHa pepakuis: in
bulk: no 30 r y Ty6i, no 320 Ty6
Y KapTOHHIli ynakoBLi.

UA/0082/02/01

254,

®OCDOLVIH

rpaHynv Ans opanbHOro
po3unHy no 3 T; 2 cawle 3
rpaHynamu y kopooui 3
KapToHy

PapmaLeBTUyHa
KOMnaHis "Bokate
CA"

pevis

NabiaHa
dPapmachbioTikasic,
C.y.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MicUs NpoBaKEHHS AisNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
AiNbHULI BUNYCKy cepii abo micue

3a peyernmom

UA/15015/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NpOoBeAEHHS KOHTPOJIO AKOCTI.
(aisnbHICTB, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BUWMYCK Cepiil) - yTOUHEHHS agpecu
BUPOGHMKA rOTOBOTO NMiKapCbKOro
3acoby JlabiaHa PapmacbioTikanc
C.J1.Y., IcnaHis, 6e3 3miHM micusa
BMPOOHULTBA. 3MiHW BHECEHI B
IHCTPYKLil0 ANa MeguyHoro
3acTtocyBaHHs /13 'y
p."MicLe3HaxomkeHHs1 BUpoOHUKa
Ta lioro agpeca micus
NPOBaPKEHHS AiS/IbHOCTI"
255. | XAPTUN® - AM | kancynu no 2,5 mr/2,5 wr; 3AT dapmaLeBTUYHWIA YropwmHa 3AT YropwumHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/13634/01/01
no 7 kancyn y 6nictepi; no 3asog ErIC dapmaueBTUYHNI marepianiB:TEXHIYHa NOMUIKa
4 abo no 8 6nicTepiB y 3aBog ElC (3rigHo Hakasy MO3 Big
KapTOHHI ynakosLi; no 10 23.07.2015 Ne 460) - BunpaBieHo
Kancyny 6nictepi; no 3 TEXHIYHY NOMWUSIKY Y TEKCTI
abo no 9 6nictepiB y MapKyBaHHS1 YNakoBKW J1ikapCbKOro
KapTOHHI ynakoBLi 3aco0by: 3anpornoHOBaHO:
5.CMOCIB TA WIAX BBEAEHHA
3acTocoByBaTyi NepopasibHO 3a
NpU3HaYeHHAM fikaps.
3a3HayeHe BUMNpaBs/IeHHSA
BiANOBigae marepianam
peecTpaLiiiHoro Aockbe
256. | XAPTUN® - AM | kancynmno 5 mr/5S mrno 7 | 3AT dapmayeBTU4HNIA YropwmHa 3AT YropwumHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/13634/01/02
Kancyn y 6nictepi; no 4 3aBog ElIC dapmaleBTUYHNI marepianiB:TexHiYHa NoMusKa
6nictepn abo no 8 3aBop, ElC (3rigHo Hakasy MO3 Big
6nicTepiB y KAPTOHHIN 23.07.2015 Ne 460) - BunpaBfieHo
ynakosui; no 10 kancyn y TEXHIYHY NOMUJIKY Y TEKCTI
6nictepi; no 3 abo no 9 MapKyBaHHS yNakoBKM NiKapCbKoro
6nicTepiB y KAPTOHHIN 3aco6by: 3anponoHOBaHO:
ynakoBLi 5.CMOCIB TA WIAX BBEAEHHA
3acTocoByBaTV NepopasibHO 3a
NpU3Ha4YeHHsAM nikaps.
3a3HaueHe BUMpaBeHHs
BignoBigae marepianam
peecTpauiiiHoro 4ocbe
257. | XAPTUN® - AM | kancynu no 10 mr/10 mr no | 3AT d®apmaueBTUyHUi YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/13634/01/03
7 kancyn y 6nictepi; no 4 3aBog ElIC dapmMaLeBTUYHUIA marepianiB:TeXHIYHa NoMUIKa
6nictepn abo no 8 3aBog, ElC (3rigHo Hakasy MO3 Big,

6nicTepiB y KAPTOHHIi
ynakosLi; no 10 kancyn y
6nictepi; no 3 abo no 9
6nicTepiB y KAPTOHHIi
ynakoBLi

23.07.2015 Ne 460) - BunpasfieHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3aco6y: 3anponoHOBaHo:
5.CMNOCIB TA WNAX BBEAEHHA
3acTocoByBaTh nepopasibHoO 3a
npu3Ha4YeHHsIM nikapsi.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HaueHe BUMpaBeHHs
Bignosigae marepianam
peecTpaLiiiHoro Aocke

258.

XNOPTPUAHI3
EH

TabneTku no 12 mr no 100
TabneTokK y KoHTeliHepi, no
1 KOHTelHepy B KapTOHHIi
Kopo6ui; no 10 TabneTok y
6nictepi, no 10 6nicTepis
Y KapTOHHIi kopobui

ToBapucTBO 3
06MexeHot
BiANOBIAA/TIbHICTIO
"®apmaveBTnyHa
KOoMnaHis "340poB'sa

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
Cucrtema
KOHTelHep/3aKynopoBabHui
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JliKapCbKoro 3acoby
(BMlyYEHHS yNakoBKW NEBHOTO
PO3Mipy) - BUTYYEHHS YNaKOBOK:
Ne 50 y KoHTeliHepax B KOpo6Llj,
Ne 50 y koHTeliHepax, Ne 100 y
KOHTelHepax, Ne 50 (10?5) y
6nicTepax 3 BignoBigHUMY
3MiHamMK y po3ini «YnakoBka»
(BBegeHHs 3MiH NpPOTAromM 6-Tu
MicsILiB Mic/1a 3aTBepAKEHHS)

3a peyenmom

UA/5532/01/01

259.

LMKNOAVNHOH
®

TabneTtku, BKPUTI
060/10HKO0, M0 15
TabneTtok y 6nictepi; no 2
ab6o no 4 6nictepy B
KapTOHHI Kopoo6Li

BioHopuka CE,
HimeuunHa

Himeyunna

BioHopuka CE,
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianiB: yTO4YHEHHA
peecTpauiiiHoro Homepa B
Hakasi MO3 YkpaiHu Ne 2854 Big
10.12.2020 B npoLieci BHECEHHA
3MiH (TexHiyHa nomwuska (3rigHo
Haka3y MO3 Big 23.07.2015 Ne
460) BunpaBneHHs TEXHIYHOT
NoMUKK y cneuundikadii M3 Ha
TEPMiH NpuAaTHOCTI 3a
NoKasHNKOM «KinbKicHe
BU3HAYEHHS» Y 3B'A3KY i3
HEKOPEKTHUM Nnepekiafom
nokasHuka sKocTi «Casticin -
recovery of the starting value».
3arBepaXeHo: DKCTpaKT nao408
NpyTHSIKa CyXOi B nepecyeTe Ha
KacTULMH. 3arnponoHoBaHo:
KacTuLmH — NpoLEHT n3BneyeHns
OT UCXOAHOrO 3HAYEHUS).
Pepakuisa B Hakasi:
UA/0267/01/01. BipHa pepaakuis
UA/0267/02/01.

6e3 peyenma

UA/0267/02/01

260.

UMNPNHON®

TabneTku, BKPUTI
NMiBKOBOK 06G0/MOHKOM0, MO
250 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIlA KoOo6Li

KPKA, a.4., HoBo
MEeCTO

CnoseHisa

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepi:

KPKA, a.4., Hoso

CnoseHis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWMIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOJIHO SIKOCTI
roTOBOrO J1iKapCbKOro 3acoby

3a peyenmom

UA/0678/02/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
mecTo, C/oBeHis; (3amiHa abo godaBaHHS AiNbHULY,

KOHTPO/Ib cepil
(hiznyHi Ta XimiuHi

METOAMN KOHTPO/IH0):

KPKA, a.4., Hoso
mMecTo, C/loBeHis;
KOHTpO/b cepii
(thiznyHi Ta XimiyHi

MEeTOAN KOHTPO/IO):

HN30X
(HauioHanbHi
nab6opaTtopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis

Ha SKiil 34jiCHI0ETbCSA
KOHTPO/b/BMNPOBYBaHHSA cepil) -
BBEAEHHS [0AATKOBOI AiflbHML,
'N13 BigNOBifaNbHOI 3a KOHTPO/Ib
cepii (hi3nyHi Ta XimiyHI meToamn
KoHTpono) KPKA, a.4., HoBo
MecTo, CroBeHis MNoBxoBa yniya
5, 8501 Hoso mecTo, CnoBeHist Ta
3a3Ha4YeHHs BUPOGHNYMX CDYHKLIA
NS 3aTBEpKEHOro BUPO6HMKa
N3 KPKA, a.4., HoBo mecTo,
CnoseHis LWmap'ewka uecta 6,
8501 Hoso mecTO, CnoseHist
(BMpo6HMLTBO "in bulk", nepBuHHE
Ta BTOPVHHE NakyBaHHSA, KOHTPO/1b
cepii Ta Bunyck cepii). 3MiHu |
TMny - 3MiHW 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby
(3amiHa abo fAofaBaHHA AiNbHALLI,
Ha SAKili 34jACHI0ETbCSA
KOHTPO/b/BUNPOGYBaHHSA cepii).
BBEAEHHS [OAATKOBOI AifbHUL
N3 BignoBiganbHOI 3a KOHTPOb
cepii (isnyHi Ta XiMivHi MmeToam
KoHTponto) HN30X (HauioHanbHi
nabopartopis 3a 34paB'e, OKOJIE iH
XpaHo), CnoseHis JanvartiHoBa
yniga 3, 8000 HoBo mecTo,
CnoBeHia. 3miHu | Tvny - 3miHu 3
akocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN

(cepTudpikat BignoBiAHOCTI
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
€Bponeiicbkii hapmakonei) -

OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOGHUMKA.
MofaHHA OHOBIEHOrO
cepTugikaTa BignNoBigHOCTI
€sponeiicbkiii hapmakonei CEP
Ne R1-CEP 2006-045-Rev 01
(3aTBepmxeHo: CEP Ne R1-CEP
2006-045-Rev 00) gns gitoyoi
peyosuHu Ciprofloxacin
Hydrochloride Big Bxe
3aTBEPKEHOIO BUPOGHMKA
Zhejiang Huayi Pharmaceutical
Co. Ltd 3 BiANOBIAHUMW 3MiHAMU Y
Ha3Bi Ta agpeci BnacHvka CEP Ta
Ha3Bi BUPOOHNYOI AiNAHKN
(3anponoHoBaHo: Hangzhou
Huadong Medicine Group
Zhejiang Huayi Pharmaceutical
Co. Ltd). 3miHu | TUnNY - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOGHMKA.
MNogaHHA OHOBNEHOr0O
cepTuddikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2000-405-Rev 09, R1-CEP
2000-405-Rev 10 (3aTBEpPAXEHO:
R1-CEP 2000-405-Rev 09) ans
aitoyoi pevoBuHu Ciprofloxacin
Hydrochloride Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
Neuland Laboratories Limited, sik

HacnigoK 3MiHa agpecu BracHMKa
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N/iBKOBOK 060/0HKOI0, MO
500 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI KoobL,i

MecTo

bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mMecTo, C/oBeHis;
KOHTpO/b cepii
(thiznyHi Ta XimiyHi
MEeTOAN KOHTPO/IO):
KPKA, a.4a., Hoso
mecTo, CroBeHis;
KOHTPO/b cepii
(piznyHi Ta XimiyHi

MEeTOAMN KOHTPO/II0):

HA30X
(HaujoHanbHi
nab6opaTtopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHis

sKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToOBOro Nikapcbkoro 3acoby
(3amiHa abo fAofaBaHHA GiNbHALI,
Ha AKili 34jACHI0ETbCSA
KOHTPONb/BUNPOGYBaHHSA cepil) -
BBEAEHHS [0AATKOBOI AiNbHML,
N3 BignoBiganbHOI 3a KOHTPOb
cepii (isnyHi Ta XiMiuHi meToam
KoHTpono) KPKA, a.4., Hoso
mecTo, CrioBeHis NoBxoBa yniua
5, 8501 Hoso mecTo, CrioseHisa Ta
3a3HauYeHHs BUPOGHMNYMX CDYHKLIA
NS 3aTBEPI)KEHOr0 BUPOGHMKa
N3 KPKA, a.4., HoBo mecTo,
CnoBeHis LLmap'ewwka Lecta 6,
8501 Hoso mecTo, CnoseHis
(BMpOo6HMLTBO "in bulk", nepBuHHe
Ta BTOPVHHE NakyBaHHS, KOHTPO/b
cepii Ta BUNyckK cepii). 3miHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPO/IO SKOCTI
rOTOBOrO JliKapCcbKoro 3acoby
(3amiHa abo fofaBaHHA AiNbHALL,
Ha SKii 34iCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii).
BBEEHHS 10AATKOBOI AiNbHUL
['N13 BigNoBigaNbHOI 3a KOHTPO/Tb
cepil (i3nyHi Ta XimiyHi MmeToamn
KoHTponto) HN30X (HauioHanbHi
nabopaTtopis 3a 34paB'e, OKOSIE iH
xpaHo), CnoseHis [lanmatiHoBa
yniua 3, 8000 HoBo mecTo,
CnoseHis. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
CEP Ta BUpO6HMYOI AinsiHKN
261. | LMNPUHON® TabneTtku, BKPUTI KPKA, a.4., HoBo CnoseHisa BUPOBHUUTBO "in CnoBeHis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/0678/02/03
marepianis: 3miHu | Tuny - 3MiHu 3
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT PEYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOGHMKA.
MNogaHHA OHOBNEHOr0
cepTuddikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei CEP
Ne R1-CEP 2006-045-Rev 01
(3atBepmxeHo: CEP Ne R1-CEP
2006-045-Rev 00) ans gitoyoi
peyosunHu Ciprofloxacin
Hydrochloride Big Bxe
3aTBEPAXEHOr0 BUPOGHUKA
Zhejiang Huayi Pharmaceutical
Co. Ltd 3 BignoBigHMMN 3MiHAMUN Y
Ha3Bi Ta agpeci BnacHuka CEP Ta
Ha3Bi BUPOOHNYOI AiNAHKN
(3anponoHoBaHo: Hangzhou
Huadong Medicine Group
Zhejiang Huayi Pharmaceutical
Co. Ltd). 3MiHn | TUnY - 3MiHM 3
akocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/yYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOBHMKA.
MofaHHA OHOBIEHOrO
cepTtudpikaTa BignNoBiAHOCTI
€Bponelicbkii dhapmakonei Ne R1-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CEP 2000-405-Rev 09, R1-CEP
2000-405-Rev 10 (3aTBEPAXKEHO:
R1-CEP 2000-405-Rev 09) ans
aitoyoi peyosurHu Ciprofloxacin
Hydrochloride Big, Bxe
3aTBEPLKEHOIO BUPOGHMKA
Neuland Laboratories Limited, sik
Hacnigok 3MiHa agpecu BracHuKa
CEP Ta BUpO6GHMYOT AiNSHKN

262.

UNTPAMOH
MAKCI®

TabneTkn, no 10 TabneTok
Y KOHTYpHIli YapyHKOBIli
ynakosLi; no 1, no 2 a6o
N0 5 KOHTYPHUX
4apyHKOBUX YNakoBOK Y
navu

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuit 3acib.
Cucrtema
KOHTelHep/3aKynopoBabHWi
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JliKapCcbkoro 3acoby
(3MiHa KiNbKOCTi 0aMHULb
(Hanpuknag TabneTok, amnyn
TOLL0) B yNakoBL:) - 3miHa y
[Jiana3oHi 3aTBepKeHNX po3mipis
YNaKoOBKM - 3MiHN BHECEHI B
IHCTpYKLil0 ANS MeanyHOro
3actocyBaHHs J13 y p. "Ynakoska"
AK Hacnigok y p. "Kareropis
BiANycky" 3 BiANOBIAHUMM 3MiHAMMN
B TEKCTi MapKyBaHHS1 yNakoBOK.
3amiHa po3Mipy ynakosku /13
LintpamoH Makci®, Tabnetku Ne
90 (10x9) Ha LinTpamoH Makci®,
Tabnetkn Ne 50 (10x5), 6e3 3MmiH
NepBUHHOTO NaKyBas1bHOrO
mMaTepiany Ta 3 BiANOBiAHUMMN
3MiHamK [0 p.Ynakoska
(BBeggeHHsA 3MiH MpPOTAroM 6-x
MicALiB Nic/a 3aTBepAKEHHS)

6e3 peyenma

UA/17370/01/01

FeHepasibHUIA gUPEKTop
AvpekTopaty chapmaLeBTUYHOrO 3a6e3neyYeHHs
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MEPENIK

AopaTtok 4

[0 Haka3sy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

BiA Ne

NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHAOBAHI 4O ,D,EP)‘!(ABHO'I' PEECTPALLII, NEPEPEECTPALYI TA BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIANIB

KapTOHHIA KOopoo6Li

Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n NliKapcbKo20
3acoby
1. CO/TODIH (BYNO: Kancysim M siki no Amakca NIT[, Benuka l'yto ®apm. Ko., /114, Pecny6nika 3acigaHHa HEP | BigmMoBa y fgepxaBHili  peecTpauii Ha eTani
ANb®AXO/IH) 400 wmr, no 10 BpuTaHis Kopes Ne 27 Big creuianizoBaHoi ekcnepTusn BiANOBIAHO A0 BUCHOBKY

Kancyn y 6nictepi, 24.12.2020 YnpasniHHA ekcnepTusm martepianis 3
no 3 a6o 10 6ioekBiBa/IEHTHOCTI
6nictepiB y

FeHepanbHU AUpeEKTop
AvpekTopaTty chapmaueBTUHHOro 3a6e3nevyeHHsA
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