Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

BMPOGHULITBA
CTepu/IbHUX Ta
HecTepuIbHNX
NiKapcbknx gopm

CAC

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPOMOHYKOTbLCA A0 AEP>XABHOI PEECTPALII
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
1. FHKIroO EKCTPAKT MOPOLLIOK (Cy6CTaHLis) y TOB "BAJIAPTIH Ykpaina HiHr6o piH-Xen3 Kutaii peecTpauis Ha 5 pokis - He UA/18566/01/01
CYXVIA nonieTuIeHoBMxX DAPMA" dapmachbioTikan nionsieae
naketax ans Ko., iTa,.
dhapmaL,eBTU4YHOro
3acTocyBaHHsA
2. METOKCU®NYPAH pigvHa (cybcTaHuis) y TOB "tOpis-®apm” YkpaiHa BMPOGHUK YkpaiHa/ peecTpauis Ha 5 pokis - He UA/18567/01/01
6oukax 3 Hepxasito4oTl BiANOBiAaIbHMI 3a Kutaii niosnsieae
cTani gns iHa/TbHY OYUCTKY
dhapmaL,eBTU4YHOro Ta BUMYyCK Cepii:
3acTocyBaHHA TOB "lOpis-
®apm”,
YkpaiHa,;
BUPOBHUK XiMiYHO
YUCTOI CUPOBUHU:
HaHToHr Baokaii
dapmacbioTikan
Ko. /lTa., Kutait
3. MIHOKCUAUN MOPOLLIOK (Cy6CcTaHLis) B nn"MEZEO" YkpaiHa B Kemikans MNet IHAis peecTpauisf Ha 5 pokis - He UA/18568/01/01
nosnieTuIeHoBMX nrp, nionsieae
naketax gns
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
4, HANBY®IHY MOPOLLIOK (Cy6CcTaHuis) y CaHeka CnoBaubka CaHeka CnoBaubka peecTpauis Ha 5 pokis - He UA/18569/01/01
rigpoxnoruj noABiiHMX PapmacbioTikan3 Pecny6nika PapmacbioTikan3 Pecny6nika niosnsieae
nonieTnIeHoBuUx a.c. a.c.
naketax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
5. XONEKANBbUU®DEPO | kpuctanu (cybeTtaHuis) B | TOB "APTEPIYM YkpaiHa [OCM HyTpiweHan dpaHuis peecTpauist Ha 5 pokis - He UA/18570/01/01
n aNoMiHIEBIV 6aHLi Ans nTar MpogakTc ®dpaHc niosnsieae




CTEPUSIBHUX NIKAPCLKNX
3acobis

Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
6. XONEKANBbUUN®EPO | kpuctanu (cybcTaHuis) B8 | TOB "APTEPIYM Ykpaina ®EPMEHTA IHais peecTpauist Ha 5 pokis - He UA/18571/01/01
n CKNAHMX amnynax abo y nTar BIOTEX NIMITEL nionsizae
nonieTuIeHoBOMY MakeTi
AN BUPOGHMLTBA
CTEpPUNIbHUX Ta
HecTepuIbHNX
nNikapcbknx popm
7. LE®ENIM ANA MOPOLLIOK (CybCcTaHLis) B MAT YkpaiHa HEKTAP IHAin peecTpauisf Ha 5 pokis - He UA/18572/01/01
IH'EKLLIA a/IIOMIHIEBMX EMHOCTSAX "KviBmegnpenapa JNIAM®CAEHCEC nionsizae
ONns BUpobHUUTBa T NIMITEL,

FeHepanbHUW gUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

Ne
NEPEJIK
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. ACKOPYTUH Tabnetku, no 10 MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpauin Ha 6e3 niosnsieae UA/4397/01/01
TabneTok y 6nictepi; no Heo6MeXeHuiA TepMiH peyenma
10 TabneTok y 6nicTepi,
no 5 6nictepiB y naui; MepioAnyHICTb NOAAHHSA
no 10 TabneTtok y perynspHo
6nictepi, no 80 OHOB/1OBAHOTO 3BITY 3
6nicTepiB y kopobui 3 6e3neku, BignoBigHO A0
KapToHy; no 50 Mopsaaky 34iiCHeHHs
TabneTok y thapmakoHarnagy,
KOHTeliHepax, no 1 3aTBEPAKEHOIO HakasoMm
KOHTelHepy y nauj MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
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,
3a3HaveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.
2. ACKOPYTUH Tabnetku, in bulk: no MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpauin Ha - He UA/12908/01/01
5000 Tabnetok y HEobMeXeHWit TepMiH nionsieae
KOHTeliHepax
nnacTMacoBux MepiognyHICTb NoAaHHA




500 mr, 5 cknAHUX
(p1aKOHIB 3 NOPOLLKOM
niocpinizoBaHum Ta 5
amnys 3 PO34YNHHNKOM
(L-ni3uH, HaTpito
rigpokcua, Boga gns
iH'exuiid) no 5 mn B

KOHTPO/b AKOCTI
Ta BUMycK cepili
PO34MHHYMKA in
bulk:
dPamap A.B.E.
Animoc MNnaHT 63,
Byn. Ar. JimiTpiy,

OHoOB/IeHO iHhopMaLlito
B IHCTPYKLUIT Ans
MeANYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby y
po3ginax "Oco6amBoCTi
3acTocyBaHHs", "Cnocio

KOHTYpHIli YapyHKOBI Ipeuis 3acTocyBaHHSA Ta 4o3un"
ynakoBLi, 3aneyaTaHii abo (BHECEHI YTOYHEHHS),
NIOMIHIEBOIO (PO/IBLIOtO; BMPOGHMLITBO, "Mob6iuHi peakuii’;

no 1 KOHTYpHiIl nepBuHHE OHOBJIEHO iHGhOpMaLLio B

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
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO 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 OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
3. BICMYTY MOPOLLIOK (Cy6CTaHLis) B MAT YkpaiHa 5H Mntoc /iobek HimeuunHa nepepeecTpauis Ha - He UA/15500/01/01
CYBHITPAT nakeTax "Kuismegnpenapa M6X HeobMeXeHW TepMiH niosnsieae
nonieTuneHosnx Ans T
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
4. FAHUMKNOBIP KpucTanivyHuin NopoLloK ToBapucTBo 3 YkpaiHa Xyb6eli MegsHb Kutaii nepepeecTpauis Ha - He UA/15501/01/01
(cybcTaHuis) y 0bMexeHot XblomeHBenn HeobMeXeHW TepMiH nionsizae
noaBinHMX BiANOBIAANILHICTIO PapmacbloTikas
nosieTUIeHoBUX "®APMEKC Ko., 14.
naketax gns reym"
dhapmaL,eBTU4HOro
3aCcTOCyBaHHSA
5. FENTPAN® NMoOpPOLLOK ABGOTT HimeyunHa BMPOGHMLITBO, peuisi/ MepepeecTpauin Ha 3a He UA/6993/02/02
niogpinizoBaHWin Ans Na6opaTtopi3 nepBuHHE ITania/ HeobMeXeHuit TepMiH peuenmom nionsieae
PO34MHY A5 iH'EKLA Mo X nakyBaHHs, dpaHuis

4




NnakyBaHHA, BUNYCK

iHLIMMW NiKapCbKUMU

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
YapyHKOBIli ynakoBLi y nakyBaHHs Ta KOPOTKili
KapTOHHI Kopobuj KOHTPO/Ib AKOCTI XapaxkrepucTumLi
PO3YMHHYIKA: NikapcbKoro 3acoby y
Bionogxici Itanis po3ginax 4.2. fo3u Ta
Nab6opaTtopi3 Cnoci6 3acTocyBaHHs,
C.P.N., Itanis; 4.5. OcobnuBi
BUPOGHMLITBO, 3acTepexeHHs Ta
nepsuHHe 3anobixHi 3axoam npu
nakyBaHHs Ta 3acTocyBaHHi; 4.9.
KOHTPO/b AKOCTI Mo6iuHi peakwi
nopoLuka BignoBigHO A0
niocpinizoBaHoro; iHdhopmauii cTOCOBHO
BTOPVHHE 6e3neku, sika 3a3HaveHa
nakyBaHHs, B MaTepianax
KOHTPO/Ib SAKOCTi peecTpauinHoro foche.
Ta BUMycK cepili
roToBOro MepioagnyHiCTb NoAaHHSA
NikapcbKoro perynsipHo
3acoby: OHOB/IIOBAHOTO 3BITY 3
Bionogxici Itanis 6e3neku, BiANOBIAHO A0
NabopaTopi3 Mopsiaky 34iiCHEHHS
C.P.1., Itanis thapmakoHarnagy,
abo 3aTBEPKEHOr0 Haka3oMm
Lendgapm CeH MiHicTepcTBa OXOpPOHM
Pewmi, ®paHuis 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 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

6. FEPBAMAKC CUPON | cupon no 150 mny Kaccenna-mepg HimeyunHa BMPOBHULTBO, HimeuunHa MepepeecTpauin Ha 6e3 nionsieae UA/15165/01/01
dhnakoHi; no 1 dpiakoHy M6X & Ko. KI aHaniTM4He HeobMeXeHuin TepMiH peyenma
3 103yBa/IbHUM TecTyBaHHS,

CTakaH4MKoM y nepBuHHe Ta OHoB/EHO iHthopMmaLito
KapTOHHI Kopo6Lyi BTOPUHHE y po3ginax "B3aemogis 3
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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

cepii:
Knoctepdpay
Bepnin Tm6X

3acob6amMu Ta iHLWi BUau
B3aEMOgjin",
"Oco6nmBOCTi
3aCTOCYBaHHSA",
"Mepepno3yBaHHA",
"Mo6ivHI peakuii”
IHCTPYKUiT aNns
MeaNYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby
BiAnNoBigHO A0
OHOBJIEHOT iHChopMaLi
Loao 6esnekn
3acTOCyBaHHSA Aitoyoil
PeyvoBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
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 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

FNMHEKO®IT

HacToiika cknagHa no
100 mn y 6aHLi CKNsHIN;
no 1 6aHui B maui; no
100 mn y 6aHLi
nonimepHiii; no 1 6aHui
B nadui; no 100 mny

TOB "HaykoBo-
BMPOGHMYaA
hapmaueBTUYHA
KoMnaHis "EVM"

YkpaiHa

TOB "HaykoBo-
BMPOGHMYA
hapmaueBTUYHA
KoMnaHis "EAM"

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHuin TepMiH

MepioAnYHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3

6e3
peyenma

nionsieae

UA/4322/01/01




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

hNakoHi NoniMmepHoMy;
no 1 dpnakoHy B nauii

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
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.

IVMELPON-
JLAPHULA

PO34mMH N4 iH'ekuiid, 10
mr/mn; no 1 mn B
amnyni; no 5 amnyny
KOHTYpHIli YapyHKOBI
ynakoBLii; N0 2 KOHTYpPHI
YapyHKOBi YNakoBK/ B
nauui

MpAT
"®apmMaueBTNYHa
ipma "AapHuus"

YkpaiHa

MpAT
"®apmMaLeBTnyHa
thipma "AapHuua”

YKpaiHa

MepepeecTpauis Ha
Heo6MeXeHUi TepMiH

BHeceHO OHOB/EHY
iHcpopmawiito B
IHCTpyKUito Ans

MeAnYHOro
3acTOCyBaHHSA
nikapcbkoro 3acoby Ao
po3ainy "MokasaHHA"
(YTOUYHEHHST), a TakoX A0
po3gainis
"@apmakoTepanesTuyHa
rpyna" (YTOYHEHHS

chopmMy ntoBaHHs) ,

"TMpoTunokasaHHa",

"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",

"Mepepno3yBaHHA",

"Mob6iuHi peaxuii”,

"HecyMicHicTb"

3a
peyenmom

He
nionsieae

UA/4851/01/01




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

BignosigHoO o0
OHOB/IEHOI iHdopMaLii 3
6e3nekun gitoyoi
PeYOoBVHM NiKapCbKOro
3acoby.

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 ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3/10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

EFO/TIAH3A

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 5 mr, no 7 TabneTtok y
6nicTepi; no 4 abo 8
6nicTepiB Yy KAPTOHHIi
ynakoBLi

3AT
dapmMaLeBTUYHUIA
3aBog ErC

YropumHa

3AT
dapmaveBTUYHUI
3aBog ElC

YropumHa

MepepeecTpauis Ha
Heo6MeXeHUi TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax
"®apMaKoorivHi
BnactmsocTi" (LWoao
6e3nekn), "B3aemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUan
B3aemogiit", "Cnocio
3acToCyBaHHA Ta 031"

3a
peyenmom

He
nionsieae

UA/11344/01/01




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

(wopno 6e3nekn),
"Mo6iyHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekun gjto4oi
PeyoBUHN.

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.

10.

EFONAH3A

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 7,5 mr, no 7 Tabnetok
y 6nicTepi; no 4 a6o 8
6nicTepiB y KAPTOHHIN
ynaxoBLi

3AT
dapmaleBTUYHNI
3aBog ErlC

YroplmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropLumHa

MepepeecTpauin Ha
HeobMeXeHuin TepMiH

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BnacTmsocTi" (LWogo
6e3nekn), "Baemogis 3
HLUIMMKN NiKapCbKUMM
3acob6amu Ta iHWi BUAn
B3aemogiin”, "Cnoci6

3a
peyerimom

He
nidnsieae

UA/11344/01/02




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 Ta f03n”
(wono 6esnekn),
"Mo6ivHI peakuii”
BignosigHo 0
OHOB/IEHOI iHdopMaLiii 3
6e3nekun gitoyoi
PEYOBUHMN.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi 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,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

11.

EFONAH3A

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 10 mr, no 7 TabneTok
y 6nicTepi; no 4 a6o 8
6nicTepiB y KAPTOHHIl
ynakoBLi

3AT
dapmayeBTUYHNI
3aBog ElC

YropwmHa

3AT
dapmanleBTUYHNI
3aBog ElIC

YropwmHa

MepepeecTpauis Ha
HeobMeXeHuit TepMiH

OHOBAEHO iHthopMmaLito
B IHCTPYKUiT ANns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
BnactTmsocTi" (LWoao
6e3neku), "B3aemogis 3
HLUMMKW NiKapCbKMM
3acobamu Ta iHWi BUAn

3a
peyenmom

He
nionsieae

UA/11344/01/03
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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

B3aemogiin”, "Cnoci6
3acTocyBaHHs Ta fo3n"
(wopo 6esnekn),
"Mo6iyHi peakuyii"
BiANoBIgHO A0
OHOB/EHOT iHChopMmaLyii 3
6e3neku gjiroyoi
pPeyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
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.

12.

EFO/TIAH3A

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 15 wr, no 7 Tabnetok
y 6nicTepi; no 4 a6o 8
6nicTepiB Yy KAPTOHHIi
ynakoBLi

3AT
dapmMaLeBTUYHUIA
3aBog ErC

YropLmHa

3AT
dapmaveBTUYHUI
3aBog ElC

YropLmHa

MepepeecTpauis Ha
Heo6MeXeHUi TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax
"®apMaKonorivHi
BnactmsocTi" (LWoao
6e3nekn), "B3aemogis 3
iHLIMMW NiKapCbKUMU

3a
peyenmom

He
nionsieae

UA/11344/01/04
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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

3acob6amMu Ta iHLWi BUau
B3aemogiit”, "Cnoci6

3acTocyBaHHsA Ta gosun”
(wopno 6e3nekn),
"Mo6iyHi peakwi"

BignoBigHO Ao

OHOB/EHOT iHthopMaLi 3

6e3nekun gjtoyoi
PeyoBUHN.

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.

13.

EFONAH3A

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 20 mr, no 7 TabneTok
y 6nicTepi; no 4 a6o 8
6nicTepiB y KAPTOHHIN
ynaxoBLi

3AT
dapmaleBTUYHNI
3aBog ErlC

YroplmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropLumHa

MepepeecTpauin Ha
HeobMeXeHuin TepMiH

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|i gns
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BnacTmsocTi" (LWogo
6e3nekn), "B3aemogis 3

3a
peyerimom

He
nidnsieae

UA/11344/01/05
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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

HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAn
B3aemogiit", "Cnocio
3acToCyBaHHA Ta [03n”
(wono 6esnekn),
"Mo6ivHI peakuii”
BignosigHo 0
OHOB/IEHOI iHdopMaLii 3
6e3nekun gitoyoi
PeyoBUHN.

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3om
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.

14.

IMET® AN AITEN
2%

cycneHsis opasibHa, 100
mr/5 mn, no 100 mn abo
no 150 mn, a6o no 200
My doriakoHi, no 1
p1aKoHy B KOMIMJ/IEKTI 3
[03Y04UM NPUCTPOEM Y
KapTOHHI Kopo6Lyi

BEPNIH-XEMI Al

HimeuunHa

Bunyck cepiii:
BEP/NIH-XEMI AT,
HimeuuunHa;
Brpo6HMUTBO "in
bulk", nakyBaHHs,
KOHTpO/b Ta
BUWMYCK Cepiii:
Na6opaTopioc
Ankana ®apma,
C.J1., Icnanis

Himeuunxa/
IcnaHis

MepepeecTpauis Ha
HeobMeXeHuit TepMiH

OHOB/EHO iHhopMmaLito
B IHCTPYKUiT ANns
MeaNYHOro
3acToCyBaHHsA
nikapcbKoro 3acoby y
posginax
"papmMakoTepanesTuyHa
rpyna”, "®apmMakonorivHi

6e3
peyenma

He
nionsieae

UA/14969/01/01
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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
BNacTuBOCTi",
"MpoTunokasaHHa",

"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWIMMK MexaHi3mMammn®,
"Cnoci6 3acTtocyBaHHs
Ta gosn”,
"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BigMnoBigHO Ao
iHchopMmauit
pedepeHTHOro
NiKapcbKoro 3acoby
HYPO®EH® ANA
LITEW (cycnensis
opasibHa 100 mr/5 ms)
Ta 3 ypaxyBaHHsM
OHOBJ/IEHUX AaHWX 3
6e3nekn gjtoyoi Ta
[0NOMDKHOT PEYOBVH.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 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
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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

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

15.

KnonigorePen-
TEBA

TabneTku, BKPUTI
NNiBKOBOK 06010HKOIO,
no 75 mr; no 10
TabneTok y 6nictepi; no
3 abo 9 brictepiB y
KapTOHHI kopobuj; no 7
TabneTok y 6nictepi; no
4 6nicTepun B KAPTOHHIl
KopooLi

TOB «TeBa
Ykpaina»

YkpaiHa

AkTasic 1T/,

MasnbTa

MepepeecTpauin Ha
HeobMeXeHunin TepMiH

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3aCTOCyBaHHSA
BignoBigHO Ao
pedepeHTHOro
nikapcbKoro 3acoby
(MNABIKC®, Tabnetku,
BKPUTi 060MOHKOI0, MO
75 mr) y po3sginax
"®apmakonorivHi
B/1acTMBoCTi",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamu
a60 iHWi BUau
B3aemogiit" Ta "rMoGiyHi
peakujii”.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy

3a
peyerimom

He
nidnsieae

UA/11636/01/01
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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

MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

16.

NAHOTAH® T

Kpanni o4Hi, pO34nH No
2,5 Mn y dpnakoxi; no 1
chnakoHy y nauui 3
KapTOHY

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

MepepeecTpauis Ha
Heo6MeXeHUi TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3sginax
"®apMaKkonorivHi
BnactmsocTi" (LWoao
6e3nekun),
"TMpoTunokasaHHa",
"Ocob6nmBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBToTpaHcnopTom abo
iHWMK MexaHismamn®”,
"Mepepno3yBaHHA",
"Mo6iyHi peakuir”
BiANoBIgHO A0
iHchopmauit
pedepeHTHOro
nikapcbKoro 3acoby
(Xalacom, 0,05 mg, eye
drops, solution, B
YKkpaiHi He
3apEeecTpoBaHuif).
MepioAnYHICTb NOAAHHS

perynsipHo
OHOB/IHOBAHOTO 3BiTY 3

3a
peyenmom

He
nionsieae

UA/14936/01/01

16




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
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
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,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.
17. NOPATAAVH MOPOLLIOK (CybCTaHLis) y AT "dapmak” YkpaiHa Bewaaxa ®apma IHais nepepeecTpawis Ha - He UA/15407/01/01
nakeTax nogBiliHUX Yem Nlimiteq HeobMexeHuii TepMiH nionszae
nonieTuIeHoBNX Ans
dhapmaL,eBTUYHOro
3acTOCyBaHHSA
18. MAHITON KpUCTanivyHuin NopoLIoK LLnuzsauwkyaH Xya Kutai LnuzsauxyaH Xya Kutaii nepepeecTpauis Ha - He UA/15326/01/01
(cybeTaHuin) y Key Key He0OMeXeHW TepMiH niosnsieae
nonieTUIEHOBMX MilLiKax dapmacbloTUKan PapmacboTuKas
Ansa dpapmaueBTUYHOro KO., NTA. KO., NTA.
3aCTOCYyBaHHSA
19. HEWPOKOBA/® TabneTkn, BKPUTI KYCYM IHais KYCYM IHais MepepeecTpauin Ha 3a He UA/14887/01/01
N/1iBKOBOK 060/IOHKOMD, XENTXKEP NBT XENTXKEP MNBT HeobMeXeHWii TEPMIH. peyenmom niossieae
no 500 mkr; no 10 p nTAa

TabneTtok y 6nictepi; no
3 abo no 10 6nictepiB y
KapTOHHI ynakoBLi a6o
no 30 TabneTok y
6nicTepi; no 3 6nictepa
B KapTOHHIiA ynakoBsL,i

OHoBEeHO iHthopMma,ito
B IHCTPYKUiT ANns
MeAnYHOro
3acToCyBaHHs
nikapcbKoro 3acoby y
posginax
"®apMaKoorivHi
B/1aCTMBOCTI"
(iHdbopmauisa 3 6e3nekn),
"Mo6iyHi peakwii"
Bi4NoBigHO A0
OHOB/EHOI iH(hopMaLlii 3
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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

6e3neku gjroyoi
pPeyoBUHN.

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.

20.

HOCKANIH

MOPOLLIOK KprCTanivHuii
(cybeTaHuis) y
noABINHNX
nonieTmneHoBux
nakeTtax Ans
chapmaueBTUYHOTo
3aCTOCYyBaHHSA

TOB "Xapkicbke
hapmaueBTuyHe
niANpMEMCTBO
"340poB'a
Hapoay"

YkpaiHa

IHOO [IXbOoMaH
Ankanoigc

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

He
nionsieae

UA/15313/01/01

21.

HOTTA®

Kpanni opasibHi no 20
mn, abo no 50 mn, abo
no 100 mn y dpnakoHi 3i
cKna 3 KpanesbHUM
fosaropom; no 1
hnakoHy 3i ckna 3
KpanesibHUM [03aTopoM
B KapTOHHIiA ynakoBsL,i

Pixapg bitTHep Al

AscTpis

Pixappg BittHep Al

AscTpis

MepepeecTpauin Ha
HeobMeXeHW TepMiH

OHOBEHO iHthopMmaLito
B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3aini "MokasaHHA" Ta
y po3gini "OcobnmBocTi
3acTocyBaHHsA"
BignoBigHO A0

6e3
peyenma

nidnsieae

UA/1972/02/01
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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

mMartepianis
peecTpaLiliHoro Aocbe.

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.

22.

NMEHTOTPEH

po3uunH ang iHdysiid, 0,5
mr/mn no 200 mny
dhnakoHax

MpAT
"®apmMaueBTnYHa
hipma "AapHuus"

YkpaiHa

MpAT
"®apmMaLeBThyHa
thipma "AapHuua”

YKpaiHa

MepepeecTpauis Ha
Heo6MeXeHUi TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3ginax “lNokasaHHa"
(peparyBaHHs TEKCTY),
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMK
nikapcbknumu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta fo3n"
(iHdbopmauisi 3 6e3neku),

3a
peyenmom

He
nionsieae

UA/15146/01/01
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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
"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekun gjto4oi
PeyoBUHN.
MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 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,
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
23. PU®AMILUMH CB MOPOLLIOK (CybCcTaHLis) y CaHodi C.n.A. ITanisa CaHodpi C.n.A. ITanisa nepepeecTpauis Ha - He UA/15223/01/01
HATPIHO noaBinHNX HeobMeXeHW TepMiH nionsizae
nonieTnaeHoBuUx
naketax Ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
24, CA/IbBYTAMONY KpUCTaNiyHUA NOPOLLOK TOB YkpaiHa NTY3OXIMIKA CnA ITanis nepepeecTpawis Ha - He UA/15189/01/01
CYNb®AT (cybcTaHuis) y "MynbTicnpeid” HeobMeXeHW TepMiH nionsizae
noaBinHMX
nonieTueHoBmx
nakeTtax Ass
dhapmaL,eBTUYHOro
3aCcTOCyBaHHSA
25, COHMIN TabeTKU, BKPUTI AT "KNIBCbKWN YkpaiHa AT "KWNIBCbKWN YkpaiHa MepepeecTpalis Ha Ne 10 — 6e3 Ne 10 - UA/5288/01/01
NAiBKOBOK 060/I0HKOHO, BITAMIHHUIA BITAMIHHU HeobMeXeHuit TepMiH peuyenma nionsi2ae;
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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
no 15 mr no 10 Tabnetok 3ABO" 3ABOA" Ne 30 — 3a Ne 30 — He
y 6nictepi; no 1 a6o 3 OHoB/EHO iHhopMaLlito peuenmom nionsieae
6nicTepn B nauui

y po3ginax
"Moka3aHHA"(YTOYHEHHS
iHdpopmauii),
"MpoTnnokasaHHA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocTi
3acTocyBaHHsA",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogyBaHHs
rpyaao”(yTouHeHHs
iHdpopmauii), "3pgaTHicTb
BMN/IMBATY Ha LIBUAKICTb
peaxuii npu kepyBaHHi
aBTOTpaHCNopToM abo
HLIMK
MexaHisMamu" (yTOUHEeHH
A iHhopmadyi),
"[iTN"(yTOYHEHHSA
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6ivHI peakuii”
IHCTPYKUiT aNns
MeNYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby
BiANoBIgHO A0
OHOBJIEHOT iHChopMaLi
Loao 6esnekn
3acTOCyBaHHSA Aitoyoi
peyoBuUHM.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
3[,0pOB’sl YKpaiHu Big 27

rpyaHsa 2006 poky Ne
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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

898, 3apeecTpoBaHoro B
MinicTepcTBi 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.

26.

TOPIKAPA,

Tabnetkv no 10 mr no 10
TabneTok y 6nictepi; no
3 6nicTepn y KapTOHHIl
KOpoo6Li

AHaHTa Megikeap
nra.

Benuka
BpuTaHis

[eTepo /1a63
Nimitep, HAis;
Aptypa
dapmacbloTikans
MeT. N14., IHAiA

IHais

MepepeecTpauis Ha
HeobMeXeHuit TepMiH

OHOB/EHO iHhopMmaLito
B IHCTPYKUiT ANns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"MpoTunokasaHHA",
"Oco611BOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Cnocib 3acTtocyBaHHs
Ta fosun" (iHdopmavis 3
6e3nekn),
"Mepepno3yBaHHA",
"Mo6iyHi peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjroyoi
PEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM

3a
peyenmom

He
nionsieae

UA/14844/01/02
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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

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.

27.

TOPIKAPA,

Tabnetku no 5 mr, no 10
TabneTok y 6nictepi; no
3 6nicTepn y KapTOHHIl

KOpoo6Li

AHaHTa Megikeap
nra.

Benuka
BpuTaHis

[eTepo /1a63
Nimitep, HAis;
Aptypa
dapmacbloTikans
MeT. N14., IHAiA

IHais

MepepeecTpauis Ha
HeobMeXeHuit TepMiH

OHOB/EHO iHhopMmaLito
B IHCTPYKUiT ANns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"MpoTunokasaHHA",
"Oco61mBOCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta fosun" (iHdopmavis 3
6e3nekn),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjroyoi
PEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

3a
peyenmom

He
nionsieae

UA/14844/01/01
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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
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO 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 OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
28. ®ITOEKCTPAKT pignHa (cybcTaHuis) y AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa, m. nepepeecTpauis Ha - He UA/15422/01/01
PIOKNIA nonieTueHoBMx 6oukax Knis HeobMeXeHW TepMiH niosnsieae
abo KoHTeliHepax ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
29. ®ITOEKCTPAKT pignHa (cybcTaHuis) y AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa, m. nepepeecTpauis Ha - He UA/15423/01/01
PIAKWUIA nonieTusieHoBMx 6oukax LLlocTka HeobMeXeHW TepMiH nionsizae
abo KoHTeliHepax ans
hapmavueBTUYHOro
3aCTOCYBaHHSA
30. DJTYTAH Tabnetku no 250 mMr no Mepokemi 1T Kinp Mepokemi T/, Kinp MepepeecTpauin Ha 3a He UA/4148/01/01
10 TabneTok y 6nicTepi; (LeHTpanbHuia HeobMeXeHuin TepMiH peyenmom nionsizae
no 2 a6o 10 6nicTepiB y 3aBona)

KapTOHHI Kopo6Lyi

BHeceHo oHOBNEHY
iHchopmauito B
IHCTpyKLUito ans

MeNYHOro
3acToCyBaHHs
nikapcbkoro 3acoby [0
po3ainis "B3aemogis 3
HLUMMKN NiKapCbKMM
3aco6amu Ta iHWi Buan
B3aemogijin",
"Ocob6nvmBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
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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

BariTHocTi abo
roflysaHHs rpyaao”
(iHdbopmauiisa 3 6e3nekn),
"3paTHICTb BNAMBaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
HWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta fosun" (iHdopmavis 3
6e3nekn), "MobiyHi
peakuii” BignoBigHo A0
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyoi
PEYOBUHM NiKAPCbKOro
3aco0by.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
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 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

31.

LETPUNEB HEO

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 5 mr no 10 TabneTok
y 6nicTepi; no 1 a6o 3
6nicTepy B KapTOHHIA
Kopo6Li; no 10 TabneTok

letepo /1a63
NimiTen

IHais

eTepo /1a63
Nimiteq

IHais

MepepeecTpauin Ha
HeobMeXeHuin TepMiH

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeWYHOro

6e3
peyenma

nionsieae

UA/15063/01/01
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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
y 6nicTepi; no 1 3acToCyBaHHSA
6nicTepy B KapToHili BiAnNoBigHO A0
Kopo6ui; no 10 pechepeHTHOro

KapTOHHUX KOPOBOK Y
KapTOHHI Kopobuj

nikapcbKoro 3acoby
(KCU3AN®, Tabnetku,
BKPUTi NMiBKOBOKO
060/10HKOI0, N0 5 Mr) y
posginax
"®apMaKosioriyHi
BNacTuBOCTi",
"Moka3aHHA" (YTOYHEHHS
hopMy/ItOBaHHS),
"MMpoTunokasaHHa",
"B3aemogis 3 iHWMMK
niKkapcbknmy 3acobamu
abo iHwWi Buan
B3aEMOgjin",
"Oco6nmBOCTi
3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHa rpyaaro”
(yTOUYHeHHs iHdopmauii),
"Cnoci6 3acTocyBaHHs
Ta fosn”,
"Mepepno3yBaHHA" Ta
"Mo6iuHI peakuii”.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/1OBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHs 2016 poky Ne
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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

996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

FeHepanbHUN AUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs
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Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

y 6nicTepi; no 3
6nicTepy y KapTOHHil
kopobui, Ne 30 (15x2):
no 15 tabnetok y
6nicTepi; no 2 6nictepu
Y KapTOHHiii KopobLyi

BHECEHHSA 3MiH y npouec
BMPOGHWLTBA FOTOBOrO
nikapcbKoro 3acoby, 3okpema:
BW/TYYEHHS KOHTPOJIH0 BOJIOTOCTi
CyMiLli AN TabneTyBaHHs.
OCHOBOIO BUPOGHMYOTO NpoLecy €
PO3TMPaHHA Ta 3MilLyBaHHS BCiX
KOMMOHEHTIB Npu BiACYTHOCTI
AofaBaHHA BOAM abo CyLUiHHS,
TOMY MOKa3HWK BOMOroCTi Nif yac
BMPOGHMYOro npoLiecy He
3MIHIOETLCA. BMICT BOAM
KOHTPO/IOETHLCS MPW BUNYCKY
roToBOro Nikapcbkoro 3acoby
BiANOBIAHO 3aTBEPMAKEHOT

Ne
NEPENIK
NIKAPCbKNX 3ACOBIB, LLOA40 AKX NPOMOHYETLCA BHECEHHA 3MIH 40O PEECTPAUIMHNX MATEPIA/IB
Ne Hassa dopma sUMYCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. ArEH® 10 Tabnetkv no 10 mr Ne 30 | TOB "CaHodpi-ABeHTIC Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/7446/01/01
(10x3): no 10 Tabnetok YkpaiHa" Pecny6nika marepianis: 3MiHu | TURY -
y 6nicTepi; no 3 BHECEHHS 3MiH y npouec
6nicTepy y KapTOHHil BMPOGHMLTBA FOTOBOIO
Kopobui, Ne 30 (15x2): nikapcbKoro 3acoby, 3okpema:
no 15 TabneTtok y BW/TYYEHHS KOHTPOJIH0 BOJIOTOCTI
6nicTepi; no 2 6nictepu cyMmii Ans TabneTyBaHHs.
Y KapTOHHiii KopobLyi OCHOBOIO BYPOGHMYOTO NpoLecy €
PO3TUPaHHSA Ta 3MillyBaHHS BCiX
KOMMOHEHTIB Npu BiACYTHOCTI
AofaBaHHA BoAN abo CyLUiHHS,
TOMY MOKa3HWK BOMIOrOCTi Mig, yac
BMPOGHNYOro npoLecy He
3MiHIOETLCA. BMICT BOAM
KOHTPO/IOETHLCS NPU BUNYCKY
roTOBOrO /iKapCbKoro 3acoby
BiANOBIAHO 3aTBEPAKEHOT
cneungikawii
ATEH® 5 Tabnetku no 5 mr Ne 30 TOB "CaHodhi-ABEHTIC Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyenmom UA/7446/01/02
(10x3): no 10 TabneTok Ykpaina" Pecny6nika marepianis: 3MiHu | TURY -
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3 6aicTepu y nayuyi 3

YkpaiHa (BUpo6HMya

MO3 Ykpainm Ne 2119 Big

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
cneumdikauit
3. AKBAJETPUM® PO34YunH BOAHWIA ANnsi dapmaLleBTUYHNI MonbLa MepaHa ®apma MonbLa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/9205/01/01
BITAMIH D3 nepopasibHoro 3aB0O/, AkuioHepHe marepianis: 3MiHa 3asBHMKa
3acTocyBaHHs, 15000 «MOJIb®APMA» C.A. ToBapucTBO (BnacHwvka peecTpadujiiHoro
MO/mn, no 10 mny noceigyeHHs) (3rigHo Hakasy MO3
hnakoHi 3 kpanenbHUM Bif 23.07.2015 Ne 460): 3MiHn
fosaropom; no 1 BHECEHI B TEKCT MapKyBaHHS
h/1aKkoHy B KapTOHHIlA yrnakoBKU NikapcbKoro 3acoby y
nauuj 3B"A3KY 3i 3MiHOIO 3aBHUKA
rOTOBOrO JliKapCbKoro 3acoby
(BnacHwvka peecTpadiiHoro
nocsigYeHHs)
4. AKCACTPON® TabneTku, BKpUTI AT "I'piHaekc" Nartsia Pemeguka TOB Kinp BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/10542/01/01
NAiBKOBOK 060/IOHKOIO, martepianis: 3miHu | Tuny -
no 1 mr, no 14 TabneTtok nofaHHs OHOB/IEHOTO cepTudikaty
y 6nicTepi, no 2 BiANOBIAHOCTI EBpONeiichbkili
6nicTepy B KapPTOHHIiA thapmakonei Ne R1-CEP 2013-
nauui 172-Rev 00 Bif 3aTBEPAKEHOIO
BMpo6HUKa APl AHacTposony
BUpo6HMLTBaA Hetero Labs
Limited, Ingia (3aTBepmxeHuii
cepTuaikaT BiANOBIAHOCTI
€Bponelicbkiit hapmakonei Ne RO-
CEP 2013-172-Rev 04).
OHoBreHHA CEP y 3B’A3Ky 3
060B’A3K0OBOIO NPOLEAYPOI0
nepepeectpauii
5. ANEP3NH TabneTkn, BKpUTI 3AT dapmanleBTUUHNI YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/9862/01/01
NAiBKOBOK 060/IOHKOIO, 3aBop ErIC dapmaLleBTUYHNI mMartepianis: TeXHIYHa NOMUSIKA
no 5 mr, no 7 TabneTok y 3aBog, ElC (3rigHo Hakasy MO3 Big,
6nicTepi; no 1 a6o no 2 23.07.2015 Ne 460) - BunpaBnieHo
6nicTepy B KAPTOHHIl TEXHIYHY NOMWUSIKY Y TEKCTI
Kopo6Lj; MapKyBaHHS BTOPVHHOI yrakoBKW
no 10 TabneTtok y nikapcbKkoro 3acoby:
6nicTepi; no 1, a6o no 2, 3anponoHosaHo: 2. KINIbKICTb
a6o no 3 6nictepn B AIK0YOI PEYOBUHW 1 TabneTka
KapTOHHI Kopo6Lyi MIiCTUTb 5 MI /1IeBOLETUPU3UHY
avrigpoxnopugy (wwo signosigae
4,21 Mr 1eBOLETUPU3NHY).
3a3HauyeHe BUMpaBeHHs
BiAnoBigae marepianam
peecTpavuiiiHoro gocbe
6. ANITEP Tabnetku no 4 mr, no 10 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/17735/01/01
TabneTok y 6nictepi, no "MIKPOXIM" "MIKPOXIM", marepianiB: yTOYHEHHS B Hakasi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

AinbHUUS (BCi cTagail
BMPOBHMYOro
npoecy);
IopuanyHa agpeca
Ta naboparopis
pi3nKo-XiMiYHOTrO
aHanisy Ta
KOHTpO/I0
BVMPOGHMLTBA)

17.09.2020p., WoA0 HanMcaHHA
TepMiHy BBeZleHHS 3MiH 3a
npoueaypoto, a came: 3MiHu | Tuny
- 3MiHM LWOoA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeJMYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaioHN
X NiKapcbknx 3acobis nicns
BHECEHHS Tiel caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye Hafi@aHHS XOLHUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHW
BHECeHi [0 IHCTPYKUii ons
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKW NikapcbkMKM 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakuii" 3rigHo 3
iHchopmauieto LLoA0 MeaNYHOro
3acTocyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (Kosepcnn®
Tabnetkn, 4 mr, 8 Mr, B YkpaiHi
3apeecTpoBaHuii Ak
MPECTAPIYM® 4 wr,
MPECTAPIYM® 8 mr, TabneTtkn no
4 mr, no 8 mr). BBefeHHsA 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

ANITEP

Tabnetky no 8 mr, no 10
TabneTok y 6nictepi, no
3 6nictepn y nauu;j 3
KapTOHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM",
YkpaiHa (Bupo6H/ya
OinbHUUA (BCi cTagail
BMPOGHMYOro
npoecy);
lopuanyHa agpeca
Ta naboparopis
hi3nKO-XiMiYHOrO
aHanisy Ta
KOHTPO/0
BVMPOGHMLTBA)

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianiB: yTOYHEHHS B Hakasi
MO3 Ykpainn Ne 2119 Big
17.09.2020p., Wo[0 HanucaHHsA
TEpMiHy BBEAEHHS 3MiH 3a
npoueaypoto, a came: 3mMiHu | Tuny
- 3MiHM WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIll XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOrO 3aCTOCYBaHHS
reHepuyHUX/ribpuaHmx/6ionoai6HN
X Nikapcbknx 3aco6iB nicns

3a peyenmom

UA/17735/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHS Tiel caMoi 3MiHW Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye Hafi@HHS XOLHUX HOBUX

[0[AaTKOBUX AaHWX) - 3MiHW
BHECeHi 10 IHCTPYKUii ons
MEJMYHOTO 3aCTOCYBaHHS

nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKW NikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemogijin”,

"Oco611BOCTI 3aCTOCYBaHHA",

"Mo6iuHi peakuii" 3rigHo 3
iHchopmauieto LLoA0 MeaNYHOro
3acTocyBaHHsA pethepeHTHOro
nikapcbKoro 3acoby (Kosepcnn®
Tabnetkn, 4 mr, 8 mr, B YkpaiHi
3apeecTpoBaHuii Ak
MPECTAPIYM® 4 wr,
MPECTAPIYM® 8 mr, TabneTtkn no
4 mr, no 8 mr). BBefeHHsA 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

AMBPOCAH®

Tabnetkv no 30 mr no 10
TabneTok y 6nictepi; no
2 6nicTepn y KapTOHHIi
KopooLi

NMPO.MEZA.LC Mpara
a.c.

Yecbka
Pecny6nika

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKM

NiKapCbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH [0 po3ainy
MKS: Mpadmueckoe odpopmieHe
ynakoBku. MNponoHoBaHa
pepakuis: MAPK/IPOBKA
CornacHo yTBepXAeHHOMY TeKCTy
MapKVpoBKM.
TepMmiH BBeZlEHHS 3MiH NPOTSArom 6
MiCALiB Nicna 3aTBepAKeHHs

6e3 peyenma

UA/8271/01/01

AMIHANOH

TabneTkn, BKPUTI
060/10HKO0, N0 250 Mr,
no 10 TabneTtok y
6nictepi; no 1 abo no 5,
abo 10 6nicTepiB y navui
3 KapTOHY

AT "BITAMIHN"

Ykpaina

AT "BITAMIHWN"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
aaMiHICTPaTUBHI 3MiHWN. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MicUs NpoBaKEHHS AisNIbHOCTI
BMPOGHMKa (BKIKOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O AIKOCTI), abo BacHuKa
MacTep-chaiina Ha A®l, abo
noctavyanbHvika Adl/BuxigHoro

6e3 peyenma

UA/4393/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10.

marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y
BMPOOHULTBI ADI (KL
3a3HavYeHo y AOCbE Ha NikapCbKuii
3acib) 3a BigCyTHOCTI cepTudpikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBUHY (SKLLIO
3a3Ha4yeHo y A0CbE) - 3MiHA
HaliMeHyBaHHsi BUPo6HUKa AdI
AMiHaU10H (ramma-amiHomacnsHa
kucnota), 6e3 3miHn micus
BMPOGHMLUTBA., KnTaii
3anponoHoBaHo: «Kaiyuan
Hengtai Nutrition Co., Ltd.», Kutaii

11.

AHATIBIH ANSt
JITEN

CYNo3uTOpIi peKTasibHI
no0,1r,mo5
cyno3uTopiiB y 6ictepi,
no 2 6nictepu B nauwi 3
KapTOHY

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEPL)KEHOr0 TEKCTY
MapKyBaHHS Ta BHECEHHS 3MiH [j0
po3ainy MKA. MponoHoBaHa
pegakuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHS. 3MiHW
BHECEHi B TEKCT MapKyBaHHS
yMakoBKM NiKapcbKoro 3acoby
LLIOA0 3a3HAYEHHS OANHNLb
BVMIiptOBaHHA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicALiB nicna 3aTBepAKeHHs

3a peyenmom

UA/4014/01/01

AHATIBIH ANSt
JITEN

CYno3nTOpIi peKkTaslbHI
no 0,1 r, in bulk: Ne1000:
no 5 cynosutopiis y
6nictepi, no 200
6nicTepiB y AWMKY 3
roopoKapToHy

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EeKXiM-
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapMakoHarnisay - OHOB/IEHHS

BXE 3aTBePAXKEHOro TEKCTy

MapkyBaHHs in bulk: Ne1000: no 5

cynosuTopiiB y 6aictepi, no 200
6nicTepiB y AWMKY 3
ropokapToHy (BHECEHHS
no3HayYeHb OAVHWLb

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM

niTep naTuHCbLKOro andgasity) Ta

BHECEHHS 3MiH 40 po3ainy MK4A.

MponoHoBaHa pegakuis:

MAPKYBAHHS4A BignosigHo Ao

UA/13821/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPKEHOTO TEKCTY
MapkyBaHHS. [lnsa nikapcbkoro
3acoby y copmi in bulk:
BignosigHo Ao 3aTBEpPAXEHOrO
TEKCTYy MapKyBaHHS, L0
[opaeTbes. 3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBKV NikapCbKOro
3aco0y W00 3a3HaYeHHs
OAVHMLb BUMIPIOBAHHSA Y cUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 3-x
MicALiB nicna 3aTBepAKeHHs

12.

AHA®EPOH

Tabnetku, no 20
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHIi
Kopoo6Ui

TOB "Marepia
Mepauka-YkpaiHa"

Ykpaina

3AT CaHTOoHiKa

NntBa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu |l TURY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3miHa(1) Ao 3000B'A3aHb Ta yMOB
BMAaui peecTpauiitHoro
noceigyeHHs, Bkovaoum Mnax
ynpaeniHHA pu3viKamm
(3acTocyBaHHSA 3MiH(1), AKi(a)
BMMaratTb(€) No4asIbLLOro
06r'pyHTYBaHHS HOBVMM
[00aTKOBUM i@HUMMK, LLIO MatoTb
HagaBaTnUCs KOMMNETEHTHUM
OopraHoMm, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM
OpraHom) - HaaHo AeTasibHui
OnNnC cucTemu ynpasiHHA
pv3nKammn y BUrNsi4i OHOBIEHOTO
MnaHy ynpaBniHHA py3nkamm
Bepcis 4,0 Ansa nikapcbkoro
3ac06y 3MiHN BHECEHO [0 YaCTUH:
Il "Cneundikauis 3 6esnekun”, Il
"MnaH 3 hapmakoHarnsgy"”, V
"3axoau 3 MiHiMizauii pusukis”, VI
"Pe3tome nnaHy ynpas/iHHA
pusnkammn" y 3B'a3ky 3
[oAaBaHHAM HOBWX PU3MKIB

6e3 peyenma

UA/2614/01/01

13.

AHA®EPOH
ANTAYNN

Tabnetku no 20
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHii
KopoobUi

TOB "Marepia
Mepguka-YkpaiHa"

Ykpaina

3AT CaHTOoHiKa

NntBa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu Il Tuny - 3miHn
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3miHa(1) 4o 3000B'A3aHb Ta yMOB
BMAaui peecTpaujiitHoro
noceigyeHHs, Bkoyaoun Mnax
ynpaeniHHA pu3vKamm
(3acTocyBaHHs 3MiH(K), ski(a)

6e3 peyenma

UA/7756/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMMaratTb(€) NoAasIbLLIOro
06r'pyHTYBaHHSA HOBUMMU
[04aTKOBUM JaHUMK, LLO MaloTb
Ha/faBaTnca KOMMNETEHTHUM
OopraHoMm, OCKiflbkv BUMaraeTbCcs
CYTTEBA OLjiHKA KOMMNETEHTHUM
OpraHoMm) - HafiaHo AeTaslbHUiA
onnc cucTemu ynpasiHHA
pv3vKkaMmn y BUrNSAji OHOBIEHOTO
MnaHy ynpasniHHSA pu3nkamn
Bepcis 4,0. 3MiHM BHECEHO [0
yacTuH: Il "Cneuudikavis 3
6e3nekn”, Il "MnaH 3
thapmakoHarnagy", V "3axogu 3
MiHimi3auii pusmkis”, VI "Pesiome
nnaHy ynpasniHHSA pu3nkammn” y
3B'A3KY 3 A0AaBaHHAM HOBUX
py3nKiB

14.

ATOPBAKOP®

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 10 mr; no 10
TabneTok y 6nictepi; no
3 abo 6 6nictepiB y
nauuj

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (BacHMKa
peecTpavLinHOro NocBig4YeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3anBHUKa (BacHuKa
peecTpauiiiHoro nNoceig4yeHHs)
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNsa 3aTBEPAKEHHS;
3MiHM | TUny - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaAKEHHS AISSIbHOCTI
BMPOGHMKa (BK/OUaKouH, 3a
Heo6XiAHOCTI, MicLie NpoBeAEHHS
KOHTPO/IO AKOCTI), a60 BlacHuka
MacTep-caiina Ha Adl, abo
nocravanbHuka A®I/BuxigHoro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3HayYeHo Y JOCbE Ha Nikapcbkuii
3acib) 3a BigcyTHOCTI cepTudikata
BiAANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[0MNOMDKHOT PEYOBMHU (AIKLLLO
3a3HAYEHO Y A0CLE) - 3MiHa

3a peyenmom

UA/15677/01/01
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HasBa

Popma sBUMYCKY

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

15.

ATOPBAKOP®

TabneTkn, BKpUTI

AT "dapmak"

agpecy BMpo6Huka AdI
aTopBacTaTuHy KasbLiito
TpurigpaTy Biocon Limited, India,
6e3 3MiHU MicLa BUPOBGHMLTBA;
3MiHK | TUNy - AAMiHICTpaTVBHI
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
BUMYCK cepilf) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPO6HULTBA. BHeceHi B
IHCTPYKLilO 415 MeanyHOro
3acTocyBaHHs /13 y p. "BUPO6HUMK",
"MicLe3HaxomkeHHs BUPOGHMKa
Ta lioro agpeca micus
NpoBaKEHHS AiNIbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK (BBefeHHS
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHhopMmalLlii LWoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHs» MKA 13 :
3arsepgxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TeKCTy
MapKyBaHHS. 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs (BBefeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)

NNiBKOBOK 060/I0HKOIO,
no 20 mr; no 10

TabNeTok y 6nictepi; no

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu

3a peyernmom

UA/15677/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3 abo 4 6nictepn y

nauui

3anBHUKa (BlacHMKa
peecTpaLiiHOro NocBigYeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3anBHUKa (B/1acHMKa
peecTpauiiiHoro NocBigYeHHS)
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa (BKIOYaKouH, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI), ab0 BriacHMKa
MacTep-caiina Ha A®l, abo
noctavyanbHuka A®I/BnxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCH Y
BMPO6HMLTBI ADI (KO
3a3HayYeHo y JOCbE Ha NiKapCbKuii
3acib) 3a BiACyTHOCTI cepTuddikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLO
3a3HayvyeHo Yy [10CbE) - 3MiHa
agpecu BupobHuka Adl
aTopBacTaTuHy KasbLiito
TpurigpaTy Biocon Limited, India,
6e3 3MiHn Micua BUPOBGHULTBA;
3MiHM | TRy - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IOYAKOUM
BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BUpo6HUUTBa. BHeceHi B
IHCTPYKLil0 ANA MeguyHoro
3actocyBaHHs /13 y p. "BUpo6HUMK",
"Micue3HaxokeHHA BUPOGHMKa
Ta lioro agpeca micus

NPOBaMKEHHS AiS/IbHOCTI" 3
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HasBa

Popma sBUMYCKY

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

16.

ATOPBAKOP®

TabneTku, BKPUTI

AT "®apmak”

BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS1 ynakoBok (BBeaeHHst
3MiH NPOTArom 6-Tu MicauiB nicns

3aTBEPKEHHS); 3MiHM | TNy -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta

yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULbL
BMMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHA» MKA N13 :
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY
MapkKyBaHHs (BBefeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS)

thapmakoHarnsgy (iHwi 3MiHn) -
OHOBEHHS TEKCTY MapKyBaHHs

N/1iBKOBOK 060/IOHKOIO,
no 40 mr, no 10
Tabnetok y 6nictepi; no
3 6nictepu y navu,i

YKpaiHa

AT "dapmak”

YkpaiHa

marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHSs Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiiHoro NocBig4YeHHs)
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS;
3MiHM | TRy - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BUpPOGHMKa (BK/IHOYaKoUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O AIKOCTI), abo BacHuKa
MacTep-caiina Ha A®l, abo
noctavanbHvika A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha NikapcbKuii
3acib) 3a BiAcyTHOCTI cepTudpikara
BIANOBIAHOCTI EBPONENChbkili

chapmakonei y 3aTBepaKeHoMy

BHECEHHS 3MiH [j0 peecTpaLiinHmx

3a peyenmom

UA/15677/01/03
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3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

[ocbe, abo BUPOOHMKa HOBOT
O0MNOMDKHOT PEYOBMHU (AIKLLLO

AT "dapmak”

YKpaiHa

3a3HaYeHo Yy A0CLE) - 3MiHa
agpecy BMpo6Huka AdI
aTopBacTaTuHy KasbLiito
TpurigpaTy Biocon Limited, India,
6e3 3MiHU MicLa BUPOBGHNLTBA;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBefeHHSA KOHTPOJIIO SKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYCK cepili) - 3MiHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPO6HUMLTBA. 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 (BBefeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHhopmalLlii LWoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» MKA 13 :
3arsepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TeKCTy
MapKyBaHHS. 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs (BBefeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)

UA/15677/01/04

AT "dapmak™

YKpaiHa

BHECEHHS 3MiH [0 peeCTpaLiiHNX

3a peyenmom

TabNeTkn, BKPUTI

17.

ATOPBAKOP®
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

NNiBKOBOK 060/IOHKOIO,
no 80 mr, no 6 TabneTok
y 6nictepi; no 5
6nicTepiB y nauyuj 3
KapTOHY

marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (B/1acHMKa
peecTpaLiiHOro nocBigYeHHs) -
3MiHa HalilMeHyBaHHA Ta agpecu
3asBHUKa (B/1acHMKa
peecTpauiiiHoro NocBigYeHHS)
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MIiCNA 3aTBEPPKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa (BKIOYaKouH, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI), ab0 BriacHMKa
MacTep-caiina Ha A®l, abo
noctavyanbHuka A®I/BnxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCH Y
BMPO6HULTBI ADI (KO
3a3HayYeHo y JOCbE Ha NiKapCbKuii
3acib) 3a BiACyTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepayxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLO
3a3HavyeHo Yy [10CbE) - 3MiHa
agpecu BupobHuka Adl
aTopBacTaTuHy KasibLiito
TpurigpaTy Biocon Limited, India,
6e3 3MiHn Micua BUPOBGHULTBA;
3MiHM | TRy - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/IOYAKOUM
BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BUpo6HUUTBa. BHeceHi B
IHCTPYKLi0 ANa MeguyHoro
3acTocyBaHHs J13 y p. "BUPOGHMK",
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"MicLe3HaxomkeHHs! BUPOGHMKa
Ta iloro agpeca micugs
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS1 yNakoBOK (BBefeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPKEHHS); 3MiHK | TNy -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMmalLlii Loao
3a3HaYeHHs OAUHULL
BMMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHA» MKA N13 :
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY
MapkyBaHHs (BBefeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS)

18.

ATOPBACTATUH
-TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 10 wr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9 6nicTepis
y Kopoo6ui

TOB "TeBa YkpaiHa"

YKpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
sKocTi. [oToBwWIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (Bkrouvatoun
AianasoH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36i/bLUeHHs
[0 10 pasiB NMOPIBHAHO i3
3aTBEPAKEHUM PO3MIpPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii - 750 kr (KiHUeBa cymiLw);
3anponoHoBaHo: Po3mip cepii: 250
Kr KiHLLeBOT cyMiLi; 500 Kr KiHLeBoi
cymiui; 750 Kr KiHLeBOi CyMmiLui.
259,063 «r: - 2,500,000 TabneTok,
BKPUTMX M/1IBKOBOKO 060/TIOHKOIO MO
10 wmr; - 1,250,000 TabneTok,
BKPUTYVX MNIBKOBOKO 060/IOHKOO MO
20 wmr; - 625,000 TabneToK,
BKPUTWX M/1IBKOBOK 060/TOHKOIO MO
40 wr; - 312,000 TabneTok,
BKPUTMX M/1IBKOBOKO 060/TIOHKOIO MO
80 mr. 518,126 «r: - 5,000,000

TabNEeTOK, BKPUTMX M/TIBKOBOK

3a peyenmom

UA/16377/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

060/10HKO0 Mo 10 wmr; - 2,500,000
Tab1eToK, BKPUTUX M/IBKOBOK
060710HKO0 Mo 20 wmr; - 1,250,000
Tab/1eToK, BKPUTMX M/IBKOBOIO
060/10HKot0 No 40 mr; - 625,000
TabneTokK, BKpUTUX MNiBKOBOIO
060/10HKO0 1Mo 80 mr. 777,189 kr: -
7,500,000 Tabn1eToK, BKPUTUX
NNiBKOBOI 060/10HKOK MO 10 Mmr; -
3,750,000 TabneTok, BKpUTHX
NNiBKOBOK 060/10HKOK Mo 20 Mmr; -
1,875,000 TabneTok, BKpUTUX
NNiBKOBOI 060/10HKOK MO 40 Mr; -
937,500 TabneTok, BKpUTUX
NNiBKOBOK 060/10HKO0 MO 80 Mr

19.

ATOPBACTATUH
-TEBA

TabneTku, BKpUTI
M/1iBKOBOK 06GOJIOHKOMO,
no 20 mr, no 10
TabneTtok y 6nictepi, no
3 abo 6, abo 9 6nicTepiB
y KopooLi

TOB "TeBa YkpaiHa"

YkpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 10 peecTpaviiiHnx
MaTepianis: 3MiHu | TUNy - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepii (Bk/Ito4atoUn
niana3oH po3mipy cepii) rotoBoro
niKapcbKoro 3acoby (36i/bLUeHHs
00 10 pasiB NOpiBHAHO i3
3aTBepKEHVM PO3MIpOM) -
BBEJEHHSA [0AATKOBOro po3mipy
cepii - 750 kr (kiHueBa cymiLw);
3anpornoHoBaHo: Po3mip cepii: 250
Kr KiHL,eBOT cymiLui; 500 Kr kiHLeBol
CyMiLi; 750 Kr KiHLLeBOi CyMiLLi.
259,063 «r: - 2,500,000 TabneTok,
BKPUTUX M/1IBKOBOKO 060/I0HKOIO NO
10 wr; - 1,250,000 TabneTok,
BKPUTMX M/1IBKOBOK 06G0/IOHKOK MO
20 wmr; - 625,000 TabneTok,
BKPUTWX M/1IBKOBOK 060/TOHKOIO MO
40 wmr; - 312,000 TabneTok,
BKPUTUX M/1IBKOBOKO 060/IOHKOIO NO
80 mr. 518,126 «r: - 5,000,000
Tab1eToK, BKPUTUX M/iBKOBOK
o6onoHkoto no 10 wr; - 2,500,000
Tab1eToK, BKPUTMX M/IBKOBOIO
o6onoHkoto no 20 wr; - 1,250,000
TabneTokK, BKPUTUX M1IBKOBOD
060/10HKO0 Mo 40 mr; - 625,000
Tab1eToK, BKPUTUX M/iBKOBOK
060/10HKOt0 N0 80 mr. 777,189 kr: -

3a peyenmom

UA/16377/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
7,500,000 TabneTok, BKpUTUX
NNiBKOBOK 060/10HKOIO MO 10 Mr; -
3,750,000 TabneTok, BKpUTUX
nniBKOBOK 060/10HKOK M0 20 Mr; -
1,875,000 TabneToK, BKpUTUX
nniBKOBOK 060/10HKOK N0 40 Mr; -
937,500 TabneTok, BKpUTUX
NNiBKOBOK 060/10HKO Mo 80 Mr
20. ATOPBACTATUH | TabneTku, BKpUTI TOB "TeBa YkpaiHa" Ykpaina TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/16377/01/03
-TEBA NAiBKOBOK 060/IOHKOIO, MaTepianis: 3MiHU | TUNY - 3MiHK 3

no 40 mr, no 10
TabneTtok y 6nictepi, no
3 abo 9 bnictepis y
Kopoo6Ui

AKOCTI. [O0TOBWMIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bktouvaroun
[janasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLIeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPKEHVM PO3MIPOM) -
BBE/EHHSA 1OAATKOBOrO PO3Mipy
cepii - 750 kr (KiHLeBa cymiLL);
3anponoHoBaHo: Po3mip cepii: 250
Kr KiHLLeBOT cyMiLi; 500 Kr kiHLeBoi
cymiwi; 750 Kr KiHLLeBOT CyMiLui.
259,063 «r: - 2,500,000 TabneTtok,
BKPUTMX M/1IBKOBOK 06G0/IOHKOK MO
10 wr; - 1,250,000 Tabnetok,
BKPUTUX M/TIBKOBOKO 060/TOHKOIO NO
20 wr; - 625,000 TabneTok,
BKPUTMX M/1IBKOBOK 06GO/IOHKOK MO
40 wr; - 312,000 TabneTok,
BKPUTMX M/1IBKOBOK 06G0/IOHKOK MO
80 mr. 518,126 «r: - 5,000,000
TabNeToK, BKPUTUX M/TIBKOBOO
060/10HKO0 1o 10 wmr; - 2,500,000
TabneTokK, BKPUTUX M1IBKOBOD
060/10HKO0 1Mo 20 wmr; - 1,250,000
Tab1eToK, BKPUTUX M/iBKOBOK
06010HKO0 No 40 wmr; - 625,000
TabneToK, BKPUTUX M/TIBKOBO
060/10HKO0 1Mo 80 mr. 777,189 kr: -
7,500,000 TabneTok, BKPUTUX
NNiBKOBOI 060/10HKOK MO 10 Mmr; -
3,750,000 TabneTok, BKpUTMX
NNiBKOBOI 060/10HKO0 MO 20 Mr; -
1,875,000 TabneToK, BKPUTUX
NNiBKOBOI 060/10HKOK MO 40 Mr; -
937,500 TabneTok, BKpUTUX

42




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NNiBKOBOK 060/10HKO0 MO 80 Mr

21.

ATOPBACTATUH
-TEBA

TabneTkn, BKPUTI
NNiBKOBOK 06GOOHKOM,
no 80 mr, no 10
TabneTtok y 6nictepi, no
3 abo 9 6nicTepiB y
Kopoo6Li

TOB "TeBa YkpaiHa"

YkpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHU | TUNY - 3MiHKW 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
3MiHM Yy BUPOGHULTBI. 3MiHa
po3Mipy cepil (Bk/to4aoun
[nianasoH po3mipy cepii) roToBoro
NiKapcbKoro 3acoby (36i/bLUeHHst
00 10 pasiB NOpiBHAHO i3
3aTBEPHKEHUM PO3MIPOM) -
BBEAEHHSA AOAATKOBOrO PO3Mipy
cepii - 750 kr (kiHueBa cymiLw);
3anponoHoBaHo: Po3mip cepii: 250
Kr KiHLLeBOI cyMiwi; 500 Kr kiHueBoi
CyMiLLi; 750 Kr KiHLLEeBOI CyMiLLli.
259,063 «r: - 2,500,000 Tabnetok,
BKPUTUX M/TIBKOBOKO 060/TOHKOIO NO
10 wmr; - 1,250,000 TabneTok,
BKPUTUX M/1IBKOBOKO 060/I0HKOIO NO
20 wr; - 625,000 TabneTok,
BKPUTMX M/IBKOBOK 06G0/IOHKOK MO
40 wr; - 312,000 TabneTok,
BKPUTUX M/TIBKOBOKO 060/TOHKOIO NO
80 mr. 518,126 «r: - 5,000,000
TabneTokK, BKPUTUX M1IBKOBOD
060/10HKO0 1Mo 10 wmr; - 2,500,000
Tab1eToK, BKPUTUX M/iBKOBOK
060710HKO0 Mo 20 Mmr; - 1,250,000
TabneToK, BKPUTUX M/TIBKOBO
060/10HKo0 No 40 mr; - 625,000
TabneTokK, BKPUTUX MIIBKOBOD
060/10HKO0 10 80 mr. 777,189 «r: -
7,500,000 TabneToK, BKpUTUX
NNiBKOBOI 060/10HKO0 MO 10 Mr; -
3,750,000 Tabn1eTokK, BKPUTKX
NNiBKOBOI 060/10HKOK Mo 20 Mr; -
1,875,000 TabneTok, BKpUTUX
NNiBKOBOI 060/10HKOK MO 40 Mr; -
937,500 TabneTok, BKpUTUX
NNiBKOBOK 060/10HKO0 MO 80 Mr

3a peyenmom

UA/16377/01/04

22.

ATOPBACTATUH
-TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 10 wr, no 10
TabneTtok y 6nictepi, no

TOB "TeBa YkpaiHa"

YKpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
OHOBJ1IEHHSA cepTudikary

BiANOBIAHOCTI EBpoNeichbkili

3a peyenmom

UA/16377/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 abo 6, abo 9 6nicTepiB
y KOpoo6u;i

thapmakonei R1-CEP 2011-234-
Rev 02 ona APl AtopsactaTuHy
KanbLjlo Tpurigpary Bif Bxe
3aTBEPAXEHOro BUpobHuka Ind-
Swift Laboratories Limited (India)
BHACNNILOK 3MiHN HAa3BU
BMPOGHMKA NPOMDKHOTO MPOAYKTY
3 Vijayasri Organics Limited Ha
Vijayasri Organics Private Limited

23.

ATOPBACTATUH
-TEBA

TabneTku, BKpUTI
MN/1iBKOBOKO 060JIOHKOIO,
no 20 mr, no 10
TabneTtok y 6nictepi, no
3 abo 6, abo 9 6nicTepis
y Kopob6ui

TOB "TeBa YkpaiHa"

YKpaiHa

TeBa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
OHOBJ/IEHHS cepTuddikaTty

BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2011-234-
Rev 02 ans A®Il ATopsacTtatuHy

KasbLjto Tpurigpary Bif Bxe
3aTBepXeHoro BMpo6Huka Ind-

Swift Laboratories Limited (India)
BHAC/NiZOK 3MiHN Ha3BU

BMPOBHUKA NPOMDKHOIO NMPoAayKTy

3 Vijayasri Organics Limited Ha

Vijayasri Organics Private Limited

3a peyernmom

UA/16377/01/02

24,

ATOPBACTATUH
-TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 40 wr, no 10
Tabnetok y 6nictepi, no
3 abo 9 bnictepi y
KOpoo6Li

TOB "TeBa YkpaiHa"

YKpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
OHOBJ1IEHHSA cepTudikary

BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2011-234-
Rev 02 ansa A®l ATopsacTtaTtuHy

KasnbLito TpUrigpaty Bif Bxe
3aTBEPAKEHOrO BUPO6GHMKaA Ind-

Swift Laboratories Limited (India)
BHACNNILOK 3MiHN HA3BU

BMPOGHMKA NPOMDKHOTO NMPOAYKTY

3 Vijayasri Organics Limited Ha

Vijayasri Organics Private Limited

3a peyenmom

UA/16377/01/03

25.

ATOPBACTATUH
-TEBA

TabneTkn, BKPUTI
NNiBKOBOK 06GOOHKOH,
no 80 mr, no 10
TabneTok y 6nictepi, no
3 abo 9 6nicTepiB y
Kopoo6Li

TOB "TeBa YkpaiHa"

YkpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
martepianis: 3miHu | Tuny -
OHOBJ/IEHHS cepTudikaTty

Bi4NOBIAHOCTI €EBpONeNCchbKil
thapmakonei R1-CEP 2011-234-
Rev 02 ans A®l ATopBacTaTtuHy

KauTbLiit0 TpUrigpaTy Bif Bxe
3aTBEpAXEHOro BupobHuka Ind-

Swift Laboratories Limited (India)
BHAC/iJOK 3MiHN HAa3BU

3a peyenmom

UA/16377/01/04

44




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMKA NPOMDKHOTO MPOAYKTY
3 Vijayasri Organics Limited Ha
Vijayasri Organics Private Limited
26. ALEKOP KAPAIO | Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/9628/01/01
KMLLKOBOPO34MHHI M0 "MIKPOXIM" "MIKPOXIM" martepianis: 3miHu | Tuny -
100 wmr, no 50 a6o no He3HauHi 3MiHM Yy MeTogax
100 TabneTok y 6aHL; BMNpo6yBaHHA AdI(cneumndikaui
no 1 6aHuj B naui 3 BXiZJHOTrO KOHTPO/II0) Y 3B'A3KY 3
KapToHy; no 10 aKTyastisauieto Ta BUyYEHHAM
TabneTtok y 6nictepi, no MOBHOrO BMKNaAy NPOBEeAEHHS
5 6nicTepiB y naywi 3 MeToamkM "MikpobionoriyHa
KapToHY; no 25 yucToTa"; 3MiHW | TUMY - HE3HAYHI
TabneTtok y 6nictepi, no 3MiHM Y MeTogax B1nNpobyBaHHs
4 6nictepun y navui 3 Adl(cneuucpikauii BXigHOro
KapTOHY KOHTPOJIH0) - NPUBEAEHHS Y
BigNoBiAHICTb BUMoram oY
n.2.9.38 pepakuii MeToamnkm
"I'paHyIOMEeTPUYHIWIA cknag”;
3MiHK | TUNY - NpUBEAEHHSA
cneumaikaLii BXiGHOTO KOHTPOIO
A®| y BIANOBIAHICTb A0 Ail0UnX
thapmakoneiiHux Bumor EP,
MoHorpadist 0309 "Acetylsalicylic
acid" Takux nokasHuKiB SKOCTi, SK:
"Onunc", "PO34MHHICTB",
"lpeHTudpikauis”, "rposopictsb”,
"KonboposicTb"(nepeiimeHyBaHHs
NoKa3HUKIB y "30BHILLHIN BUrNSAS
po34mHy"), "CynpoBigHi AOMILIKKL",
"Badkki meTanun"(BUKTHOYEHHS
nokasHuka); "Brpara B mMaci npu
BuCyLlyBaHHI"; "CynbgarHa 30na";
"KinbkicHe BU3HaueHHs"
27. BArHA naroHun no 50 ry naykax MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/2118/01/01
3BNYANHOIo 3 BHYTPILUHIM NakeTom dapmaneBTUYHa $apmaueBTUYHA marepianis: 3MiHu | TURY - 3MiHK
MArOHU thabpuka "Biona" habpuka "Biona" Lofo 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy -3mMiH1 BHeCeHi
B TEKCT MapKyBaHHS1 yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProBoi Mapku
28. BENALOHN Cyno3nTopii pekTasTbHi MpuBaTHe aKuioHepHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx - UA/7068/01/01
EKCTPAKT no 0,015 r in bulk: no 5 TOBapuCTBO "J1eKXiM- akuioHepHe marepianis: 3MiHK | TUMy - 3MiHK
cynosuTopiiB B 6nicTepi; Xapkis" TOBapuCTBO Loao 6e3nekn/edeKTBHOCTI Ta

no 250 6nictepiB y
ALWMKY

"Mlekxim-Xapkis"

hapmakoHarnsagy - 3amiHa
po3giny «padpiuHe odhopMAEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yNakoBKM» Ha po3fain
«MapkyBaHHsa» MKA N13;
BHECEHHS NO3HaYeHb OAWNHULb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbKoro andgasity, Ta
TOLLO [0 TEKCTY MapKyBaHHs /13 in
bulk: no 5 cynoswuTopiiB y 6nictepi;
no 250 6nicTepiB y ALLMKY:
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTy MapKyBaHHS, L0
[opaeTbes. 3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBKV NikapCbKoro
3ac00y W00 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeEeHHS 3MiH NpPOTArom 3-x
MicALiB nicna 3aTBepAKeHHs

29.

BE/TALOHN
EKCTPAKT

CYno3nTOpIi peKTaslbHI
no 0,015rno 5
CynosuTopiiB y 6nictepi;
no 2 6nictepn y navuj 3
KapTOHY

MpuBaTHE akujioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapMCTBO

"Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3snekun/edekTMBHOCTI Ta
hapmakoHarnsgy - 3amiHa
po3gainy «IpachiuHe odhopmIeHHS
yNakoBKU» Ha po3ain
«MapkyBaHHA» MKA N13;
BHECEHHS NO3HaYeHb OAMHULb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTMHCbLKOro angasity, Ta
TOLLO A0 TEKCTy MapkyBaHHA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepakeHoro
TEKCTYy MapKyBaHHS. 3MiHu
BHECEHi B TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHst 3mMiH NpoTArom 3-x
MicAILiB nic/a 3aTBepAKEHHs!

6e3 peyenma

UA/7069/01/01

30.

BEHAAMYCTUH-

BICTA

NOPOLLIOK ANs
NPUroTyBaHHS
KOHLUEeHTpaTty ans
NPUroTyBaHHS PO3YUHY
ans iHdysii, 2,5 mr/mn,
no 25 mr a6o no 100 mr
NMOPOLLKY Y hN1aKoHi; No
1 chnakoHy y KapTOHHii
KOpoo6Li

MicTtpan Kenitan
MenemxmeHT flimiTeq

AHrnis

CiHgaH ®apma
C.P.N.

PyMmyHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3mMiHu | TMny - 3MiHN 3
AkocTi. A®I. CTabinbHicTb. 3miHa
nepiosly NOBTOPHMX
BMNpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Ad®l (3a
BiiCYTHOCTI Y 3aTBEpIKEHOMY
[0Cbe cepTudpikaTa BigNOBIAHOCTI
€Bponelicbkiin dhapmakonei, Wwo
BK/IIOYAE Nepiog, NOBTOPHOTO
BMNpo6yBaHHS) (Nepiog

3a peyenmom

UA/15258/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NMOBTOPHOrO BUNpOGYBaHHs/Nepios,
36epiraHHs) - 36inbLUEeHHs ab0
BBE/lEHHS nepiogy NOBTOPHOIO
BMNPOGYBaHHs/Nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB
[OCNifKeHb y peanbHOMY yaci -
36iNbLUEHHS Nepioay NOBTOPHOTO
BUNPo6yBaHHA APl BeHaaMyCTUHY
rigpoxnopuay 3 18 fo 36 micauis
31. BEPE3U 6pyHbKM M0 10 Ty MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/2154/01/01
BPYHbKU naketax noniMepHux; no dapmaLeBTUYHA $apmaueBTUYHA marepianis: 3MiHu | TUNY - 3MiHK
10ra6o 20r,a6050ry habpuka "Biona" habpuka "Biona" ofo 6e3nekn/edekTMBHOCTI Ta
nauykax 3 BHYTpILLHIM thapmakoHarnsay - 3MiH1 BHECEHI
nakeTom B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProBoi Mapku
32. BECANON Tabnetkv no 6 abo no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2859/01/01
10 TabneTok y 6nictepi; 06MexeHo 0bMexeHo mMarepianis: 3mMiHu | TMny - 3MiHN 3
no 1 6nictepy y BiANoBifa/IbHICTIO BiANOBIAA/ILHICTIO sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
KapTOHHiIi kopobuj; no 6 "®apmaueBTnyHa "®apmaueBTnyHa KOHTpPO/1b rOTOBOrO NiKapcbkoro
a60 10 TabneTok y KomMnaHis "3gopos'a” KoMnaHis "3gopos'a” 3acoby. 3miHa napameTpis
6nicTepax cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO J1ikapCbKOro 3acoby
(BUTYYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag
3aCTapifioro NokasHuka, Takoro sk
3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK))
- BHECEHHSA 3MiH A0
Cneuudpikauii/MeToais KOHTPOO
AKOCTI J13, a came: BUy4YeHHs
nokasHuka “CtmpaHictb”
33. BETNON® Cyno3nTopii peKkTasibHi, MpuBaTHE akujioHepHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/7070/01/01
no 5 cynosuTopiis y TOBapuCTBO "J1EeKXiM- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
6nicTepi; no 2 6nictepu Xapkis" TOBapPUCTBO "J1ekXiM LoAo 6e3snekn/edeKTMBHOCTI Ta
B nauuj - Xapki" hapmakoHarsisgy - 3amiHa

po3giny «IpadivuHe ohopmneHHs
yNaKoBKM» Ha po3fin
«MapkyBaHHs» MKA /13;
BHECEHHS NO3HaYeHb OAVHULb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
NiTep naTMHCbKOro angasity, Ta
TOLLO A0 TEKCTY MapKyBaHHA /13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo 40 3aTBEpAXEeHOro
TEKCTY MapKyBaHHs. 3MiHK
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHI B TEKCT MapKyBaHHS
YyNaKkoBKM NiKapcbKoro 3acoby
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB NicNs 3aTBEPAYKEHHS

34.

BETNON®

Cyno3nTOpIi PeKTaJTbHi,
in bulk: no 5
cynosuTopiiB y 6nictepi;
no 250 6nicTepiB y
ALMKY

MpuBatHe akLioHepHe
TOBapucTBO "J1eKxiM-
Xapkis"

YKpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO "J1eKXiM
- XapkiB"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - 3amiHa
po3giny «IpadivuHe ohopmneHHs
yNakoBKM» Ha po3fin
«MapkyBaHHA» MKA N13;
BHECEHHS NO3HaYeHb OAMHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep naTtuHCbKoro andasiTy, Ta

TOLLLO [0 TEKCTY MapkyBaHHs /13 in

bulk: no 5 cynoswutopiis y 61ictepi;

no 250 6nicTepiB y ALMKY:
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepakeHoro
TEKCTY MapKyBaHHS.
MAPKYBAHHSA BignosigHo fo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
3MiHW BHECEHI B TEKCT

MapKyBaHHS1 YNakoBKW J1ikapCbKOro

3aco0y W00 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAEHHS 3MiH NPOTArom 3-x

MicAILiB nic/a 3aTBepAKEHHs!

UA/7071/01/01

35.

BINOBIN®
IHTEHC 120 MI

kancynu no 120 mr, no
10 kancyn y 6nictepi; no
2 abo 6 6nicTepiB y
KapTOHHI Kopo6Lyi

KPKA, o.4., HoBo
MEeCTO

CnoBeHis

KPKA, a.4., Hoso
mecTo, C/1oBeHis
(BMpoGHMLTBO " in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTpONb
cepii)

CnoseHisi

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMWIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) -
BUMPaBIEHHS TEXHIYHNX NOMUIIOK,
3rigHo n.2.4.5 (HeBignoBigHICTb
iHcbopMmaLii y mexax ogHOro
LOKyMeHTy) po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepaxuii Hakazy MO3
Ykpainu Big 23.07.2015 p Ne 460):
BUMPAaB/IEHHS TEXHIYHWX MOMUSIOK,
[OMyLLEHNX NPW NPOBEAEHHI
npoueaypi nepepeectpadii, sika
3aTBepxeHa Hakazom MO3
Ykpainu Big 30.04.2015 p. Ne 257,
rpamaTvyHa nomuska y

6e3 peyenma

UA/1234/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
cneuudikaLii B kpUTepisx
NPUAHSATHOCTI NokasHuka MBY
36. BPANAAH® pO3unH Ans iH'ekuiin, 100 | LWepinr-Mnay CenTtpan | Lseiuapis BMPOGHMLTBO CLIA/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/10458/01/01
Mr/M; N0 2 Mny lct Al Hepo3dacoBaHoi HigepnaHgu Marepianis: 3mMiHu | TMny - 3MiHK
dhnakoHi; no 10 nNpoAayKLUii, NepBnHHe Lofo 6e3nekun/edekTMBHOCTI Ta
(h/1aKOHIB y KapTOHHIi nakyBaHHs, thapmakoHarnsgy (iHwi 3MiHn) -
ynakoBLi KOHTpOb cepii B OHOB/IEHHA TEKCTY MapKyBaHHSA
nepBUHHOMY yNaKkoBKM NikapCbKoro 3acoby 3
nakyBaHHI Ta nig yac BHECEHHSM iHdhopMaLii Woao
BUNpobyBaHb 3a3HaYeHHs OAUHNL
cTabinbHOCTI: BMMIpIOBaHHA y cuctemi Sl
MateoH (BBegeHHs 3MiH NpOTAromM 6-Tu
MaHychekuypiHr MiCALIB MiCN1A 3aTBEPLKEHHS);
Cepsices En. En. 3MiHU | TUNY - 3MiHK 3 AKOCTI.
Ci., CLA,;

Brpo6HMLTBO 3a
MOBHVM LIMK/IOM,
BK/THOYAKOUN [03BIN
Ha BUMYCK cepii:
H.B. OpraHoH,
HigepnaHgm

["oTOBWMIA NiKapcbkuii 3acio.
Cucrtema
KOHTelHep/3aKynopoBabHui
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JliKapCbKoro 3acoby
(BMlyYEeHHS yNakoBKW NEBHOTO
PO3Mipy) - BUTyYEHHS YMAKOBKM
hNakoHy EMHICTIO 5 M. 3MiHK
BHECEHO B IHCTPYKLitO A/1A
MeAMYHOT0 3aCTOCYBaHHA Y p.
"YnakoBka" 3 BiANoBiAHMMM
3MiHamMK y TeKCTi MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby
(BUTyYeHHS ynakoBku 5 mn)
(BBefeHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS);
3MiHun | Tuny - 3miHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPpYKLU|ii Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHMMU, KAIHIYHUMMW
JaHuMK Ta fiaHumm 3
hapmakoHarnsgy - 3MiH1 BHeCeHO
[0 IHCTPYKUIT A4N18 Mean4Horo
3aCTOCYyBaHHS MiKapcbKoro 3acoby
y po3ainu "®apmakonorivHi
BnacTueocTi", "B3aemogis 3
iHWMMKW nikapcbknMK 3acobamu Ta
iHLWi BMAW B3aemogiit",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",

"Cnoci6b 3acTocyBaHHs Ta gosun",
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HasBa

Popma sBUMYCKY

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

37.

BPEHEM 1000

"[iTn" (yTouHeHHs iHchopmauii),
"Mepeno3yBaHHs", "TMO6IYHI

peakuii" (BBefgeHHs 3MiH NpoTsArom

6-T1 MicsLIB Nicn1sl 3aTBEPAKEHHS)

38.

BPIOHIT®

MOPOLLIOK A/ PO3YNHY
ANs iH ekuid, no 1000 mr
1 dhnakoH 3 NOPOLLKOM Y
KapTOHHI Kopo6Lyi

Bpykc /labopaTopic
Nimiten

IHais

Bpykc labopaTopic
Nimiteq

IHAis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - noMUnK1
noB'si3aHi 3 nepeknagom abo
nepeHeceHHsM iHchopmaw,i, Sk
6ynun gonyLueHi nig vac
NpoBefEeHHs npoLeaypu
peecTpauii nikapcbkoro 3acoby
(Haka3 Nel772 Big 12.08.2019p.).
Y MeToauLi BU3HAYEHHS
nokasHuka «Bmict HaTpito» 6yno
[0nyLeHo NOMUIKY Npu
BVKNaAEHHI iHdhopmaLii Lwoao
HaBaXKKN HATPIl0 X/10puay npu
NPUroTyBaHHi BUXiZHOTO PO34nHYy
NOPIBHAHHSA. 3amicTb «12,71 Mr»
6yno 3a3HaveHo «12,71 r».
3a3HaueHe BUMpaBeHHs
BiAnoBigae marepianam
peecTpadiiHoro gocke. B
opuriHaIbHUX MaTepiasiax
3a3HayeHo: «12,71 mg»

3a peyenmom

UA/17558/01/01

39.

BPOHXO-

Kpansi 04Hi, po3ynH no 5
MmNy cpnakoHi; no 1 a6o
3 chnakoHu y nauuli

AT "®apmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. A®Il. KoHTponb Adl. 3miHa
y MeTogax BunpobysaHHa Adl abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoAaykTy/pearexTy, o
BUKOPVCTOBYETLCA Y NPOLIECI
BUPO6HMLUTBA AD| (HE3HAYHI 3MiHK
y 3aTBEPMXEHUX MeTogax
BMNPOOYBaHHS) -
He3HauHi 3MiH1 0 MeToAiB
BMNpoGyBaHHA Ha ADI|
O6PUMOHIAVHY TapTparTy 3a
nokasHUKoM «CynpoBigHi
OOMILLKM» Bif BUpo6HMKa /13

3a peyernmom

UA/17935/01/01

MYHAN®

Kancynv TBepaji no 7 mr;
no 10 kancyn y 6nicTtepi;
no 1 a6o 3 6rictepu B
KapTOHHI Kopo6Lyi

CaHpo3
PapmacbioTikans g.4.

CnoseHisa

Nex
PapmaneBTUYHa
KoMnaHis 4. 4.,
CnoBeHis (nepBuHHe
Ta BTOpPWHHE

nakyBaHHA,

CnoseHis/
LBeliuapis

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: 3mMiHu | TMNy - 3MiHN 3
AKOCTI. [0TOBWMIA Nikapcbkunii 3aci6.
KOHTpO/b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MmeTofax

BVII'IpOGyBaHHFI roToBoro

6e3 peyenma

UA/14314/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTpO/b cepii,
BUnyck cepii); OM
Papma CA,
LlBeiiuapis
(BMPOGHULTBO in
bulk, KoHTponb
cepii)

nikapcbkoro 3acoby (HesHayHa
3MiHa Y 3aTBeppKeHUX MeTogax
BUNPOBYBaHHS) - OHOBJ/IEHHSA
meToay "“lpeHTndpikauis” BEPX
MeTOAiB KOHTposo AkocTi MN3, a
came: -y 3B'A3Ky 3
BMNPOBaKEHHAM aNlbTepHATUBHOT
XpomatorpadgiyHol KONOHKN Ta
NPEKOIOHKN 3 O[JHAKOBOIO
Hepyxomoto ha3oto- Taki
XpomarorpadivHi napameTpu sk
LUBUAKICTb NOTOKY Ta Yac poboTu
6yno aganToBaHo nig HOBY
KOMIOHKY, L0 BUMaraso HOBMX
AaHyX aHaniTuHoi Banigauii
(kopuryBaHHs1 napameTpiB
XpomatorpagiyHoro Tecty y
BignoBigHicTb fo Bumor Ph. Eur.
2.2.46); - peparyBaHHsl po3ginis
MeTOAY — MPUroTyBaHHA PO34MHIB
3paskis; - fofaHHs iHhopmaLii
wogno TecTy Ha NpUAATHICTb
cuctemu (SST); 3miHu | Tvny -
OHOBJ/IEHHS METOAY
"laeHTudikayia" KoHUeHTpaTy
BEPX y 3B'3Ky 3 BNPOBaKeHHAM
aNbTepHaTUBHOT
XpomaTorpadivHoi KO/IoOHKM Ta
NPEeKOIOHKN 3 Of|HAKOBOIO
Hepyxomoto ha3oto; 3miHu | Tuny -
OHOBJIEHHA MeToay
"loeHTundpikauis” niocpinizaty BEPX
Y 3B'A3KY 3 BNPOBaXEHHAM
a/ibTepHaTUBHOT
XpomatorpadiyHOIKONIOHKM Ta
NPEKOIOHKN 3 O[JHAKOBOIO
HepyxoMoto ha3or

40.

BA3OHAT®

PO34unH NS iH'ekuiid, 100
mr/Mn; no 5 mn B
amnyni; no 10 amnyn y
KOHTYPHIli YapyHKOBI
ynakosui; no 1
KOHTYPHIli YapyHKOBI
ynakoBLi B nayi 3
KapTOHY

AT "OnaitHchapm"

Natsis

AT "OnaiiHcpapm”,
Natsis (4o3Bin Ha
BUMYCK cepii); AT
"Codhapma”,
Bonrapis
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPVHHA
ynakoBKa)

Bonrapis/
Natsis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 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
0Cco6M 3 hapmakoHarnsay

3a peyenmom

UA/9434/02/01

51




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
[itoua pepakuis: Ococ IBaHHa
MasniBHa. MponoHoBaHa
peaakuisi: Mpuckoka AHApIl
Onerosuy. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobum
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmMakoHarnag B YkpaiHi

41.

BA3OMNPECWH
(BA3OMPECUHY
ALEETAT)

MOPOLLIOK (Cy6CcTaHLis) y
chnakoHax ans
thapmaLeBTUYHOTO
3aCTOCyBaHHSA

AT "dapmak"

YkpaiHa

BCH MenTigec C.A.

IcnaHis

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
MicAILiB nic/a 3aTBepAKEHHs!

UA/11587/01/01

42,

BAJIEPIAHN
KOPEHEBULLA 3
KOPEHAMUN

KOpeHesuLLa 3
KopeHamun no 50 ry
naykax 3 BHYTPILLHIM
naketom; no 1,5ry
hinbTp-nakeTi; no 20
PiNbTP-NakeTiB y navui

MpAT
PapmaLeBTUyHa
thabpuka "Biona"

YKpaiHa

MpAT
PapmaueBTUYHA
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3mMiHu | Tuny - 3MiHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - 3MiHM BHECeHi
B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProsoi Mapkn

6e3 peyenma

UA/2119/01/01

43.

BAJICAPTAH H-
TEBA

TabneTkn, BKPUTI
N/1iBKOBOK 060/IOHKOHD,
no 320 mr/12,5 wr; no 10
TabneTok y 6nictepi; no
3 abo 9 6nicTepiB y
KapTOHHI Kopobuj

TOB "TeBa YkpaiHa"

YkpaiHa

AkTasic 1T/,
ManbTa;
BankaHdapma
AdynHuusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
BHECEeHI 10 iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ginu
"MpoTunoka3saHHs", "B3aemogis 3
iHLWIMMK NiKapcbKMK 3acobamu Ta

iHWi BUAW B3aeEMoAin",

3a peyenmom

UA/8900/01/01

52




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"Oco6MBOCTI 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3u1"
(wono 6esnekn),
"Mepepo3yBaHHs", "Mo6IYHI
peaxuii” BignoBigHO A0 OHOB/EHOT
iHchbopmawii 3 6esneku gjroyoi
PEeyoBUHN.

BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB 3 AaTV 3aTBEPLKEHHS

BAJICAPTAH H-
TEBA

TabneTku, BKpUTI
MN/1iBKOBOKO 060JIOHKOIO,
no 80 mr/12,5wmr, no 10
TabneTok y 6nictepi; no
3 abo 9 6nictepiB y
KapTOHHI Kopo6Lyi

TOB "TeBa YkpaiHa"

YKpaiHa

AkTaBic 1TA,
ManbTa;
BankaHdapma-
AynHnusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
BHECEHI [0 iHCTPYKLiT Ans
MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"MpoTunoka3saHHs", "B3aemogis 3
iHLWMMKW nikapcbknMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHS Ta fo3mn"
(wopno 6esneku),
"Mepeno3yBaHHs", "MoGiYHI
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHhopmalii 3 6e3neku aitoyoi
peyoBUHN.

BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB 3 ATV 3aTBEPIKEHHS

3a peyernmom

UA/5743/01/01

45,

BAJICAPTAH H-
TEBA

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 160 mr/25 mr, no 10
TabneTtok y 6nictepi; no
3 abo 9 bnicTepiB y
KapTOHHI Kopo6Lyi

TOB "TeBa YkpaiHa"

Ykpaina

AkTasic 1T/,
MaubTa,;
BankaHdapma-
OynHuus AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
BHECEHIi 0 iIHCTPYKUii ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHa", "B3aemogis 3
HLWIMMKN nikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco611BOCTI 3aCTOCYBaHHSA",
"Cnocib 3acTocyBaHHA Ta go3mn"
(wopo 6esnekn),
"Mepeno3yBaHHs", "TMO6IYHI
peaxuii” BignoBigHO A0 OHOBEHOT
iHchopmawii 3 6e3neku Ajroyoi
PEYOBUHM.

BBefeHHs 3MiH NpoTArom 6-tu
MiCsLIB 3 AaTW 3aTBEPIKEHHS

3a peyernmom

UA/5743/01/02

46.

BAJICAPTAH H-
TEBA

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOIO,
no 160 mr/12,5 wr, no 10
TabneTtok y 6nictepi; no
3 abo 9 6ricTepiB y

TOB "TeBa YkpaiHa"

YkpaiHa

AxTtasic NTA,
ManbTa;
BankaHdapma-
OynHuusa AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHK | TUMy - 3MiHK
BHECeHi 10 IHCTPYKUii ons
MeJUYHOIO 3aCTOCYBaHHS
NiKapCbKOoro 3acoby y po3ainv

3a peyenmom

UA/5744/01/01

53




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI Kopo6Lyi

"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMK 3acobamu Ta
iHWi BUAW B3aeMOgin",
"Oco6MBOCTI 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3u1"
(wopno 6esnekn),
"Mepepo3yBaHHs", "Mo6IYHI
peaxuii” BignoBigHO A0 OHOB/EHOT
iHchbopmawii 3 6esneku gjroyoi
PEeyoBUHN.

BBeneHHs 3MiH NpoTAroM 6-Tu
MicALIB 3 AaTV 3aTBEPL)KEHHS

47.

BAJICAPTAH H-
TEBA

TabneTkn, BKpUTI
MN/1iBKOBOKO 060JIOHKOIO,
no 320 mr/25 wr, no 10
TabneTok y 6nictepi; no
3 abo 9 6nictepiB y
KapTOHHI Kopo6Lyi

TOB "TeBa YkpaiHa"

YKpaiHa

AkTaBic 1TA,
ManbTa;
BankaHndapma-
AynHnusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
BHECEHI [0 iHCTPYKLiT Ans
MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu
"MpoTunoka3aHHs", "B3aemogis 3
iHLWMMKW nikapcbkMK 3acobamu Ta
iHLWI BMAW B3aemogiit",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHS Ta fo3mn”
(wopno 6esneku),
"Mepeno3yBaHHs", "MoGIYHI
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHhopmalii 3 6e3neku aitoyoi
peyoBUHN.

BBegeHHs1 3MiH npoTsarom 6-Tu
MiCALiB 3 AaTh 3aTBEPKEHHS

3a peyernmom

UA/5744/01/02

48.

BEHOIEMAHO/
1000

renb no 40 ry Ty6i; no 1
Ty6i B navui

My6niyHe akuioHepHe
TOBapuUCTBO "HaykoBo-
BUPOGHNUNIA LIEHTP
"BopLuariBCcbkuii
Ximiko-
hapmaLeBTUYHNI
3aBog", YkpaiHa

Ykpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapMakoHarnisgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHsa" MKA N13.
3AMNPOMOHOBAHO:
MapkyBaHHs. BignosigHo Ao
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS yNakoBku. TepMiH
BBEJEHHS 3MiH - NpoTArom 6
MicsLiB NicnsA 3aTBEpAYKEHHS

be3 peyenma

UA/16813/01/01

54




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

49,

BEHOPYTUHON

renb 2% no 40 r y Ty6i;
no 1 1y6i B nayui 3
KapTOHY

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOGHNUNIA LLEHTP
"BopLuariBCcbkuii
Ximiko-
thapmaueBTUYHUIA
3asofg”

YkpaiHa

My6niyHe
akuioHepHe
TOBapMCTBO

"HaykoBo-

BUPOGHNUNIA LIeHTP
"BopLyariBCbKuii
XiMiKO-
hapmaLeBTUYHNI
3asofa”

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy -OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. 3amina posginy “I'paciyHe
0(hOPM/IEHHS YNaKOBKN™ Ha
“MapkyBaHHA" B MKA J13;
3anponoHoBaHo: MapKyBaHHs.
BignosigHo fo 3aTBEpPAXEHOrO
TEKCTY MapKyBaHHSA ynakoBKu.
TepmiH BBEL,EHHS 3MiH - NPOTAroM
6 micauiB nicns 3aTBepAKeHHS

6e3 peyenma

UA/2354/02/01

50.

BEHOPYTUHON

kancynu no 300 mr, no
10 kancyn y 6nictepi; no
2 6nictepn y nauu;j 3
KapTOHY

My6niuHe akuioHepHe
TOBapucTBO "HaykoBo-
BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
Ximiko-
hapmaLeBTUYHNI
3asopg"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3ason"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTYy MapKyBaHHS ynakoBK/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13.
3ATBEP)KEHO: MapKyBaHHS.
TeKCT MapKyBaHHSA ynakoBKu
popaetbes. MpumiTka.

MapkyBaHHs nikapCbkoro 3acoby,

ioro gmsaiiH nogarTbCs
YKPaiHCbKOK Ta POCiiCbKO
MoBaMu, a npu peanisauii
npenapary Ha eKkcropT —MOBOIO,
06YMOB/IEHOIO B KOHTPaKTI, Y
BIANOBIAHOCTI 3 peecTpauiliHimM
[0Cbe, fke cdhopMoBaHe 3a
BMMOramu KpaiHu-imnoprepa i
3a8B/1EHO Nig, yac peecTpauii B
peecTpauiiiHi opraHu KpaiHu-
imnoptepa. 3AMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo Ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS yNakoBKu. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MicSLIB Nicns 3aTBEpA)KEHHS

6e3 peyenma

UA/2354/01/01

51.

BEPATAP/ 180

Karcynv nposioHrosaHoi

My6nivyHe akuioHepHe

YKpaiHa

My6niyHe

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiinHmx

3a peyenmom

UA/3845/01/01

55




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

aii no 180 wr; no 10
Kancyn y 6nictepi; no 3
6nicTepy y nauui

TOoBapucTBO "HaykoBo-
BUPOGHNUNIA LIEHTP
"BopLyariBcbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofg"

akujioHepHe
TOBap1CTBO
"HaykoBo-
BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
hapmaueBTUYHWI
3asofa”

marepianis: 3MiHu | TUAY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmMakoHarnagy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13;
3ATBEP)KEHO: MapkyBaHHS.
TekCT MapKyBaHHS ynakoBKu
popaetbes. Mpumitka.
MapkyBaHHs nikapcbKoro 3acooby,
oro ausaiiH nogatTbes
YKpaiHCbKOK Ta pOCiicbKoto
MoBaMu, a npu peaisauii
npenapary Ha eKkcrnopT — MOBOIO,
06YMOB/IEHOIO B KOHTPaKTI, Y
BIANOBIAHOCTI 3 peecTpauiliHiM
[ocbe, fke cdhopMoBaHe 3a
BMMOramu KpaiHu-imnoprepa i
3a8B/1EHO Nif, yac peecTpayii B
peecTpauiiiHi opraHu KpaiHu-
imnoptepa. 3AMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo ao
3aTBEPMKEHOr0 TeKCTy
MapKyBaHHS. TepMiH BBELEHHS
3MiH - MpOTAroM 6 MicauiB nicns
3aTBEPAKEHHS

52.

BIBAUPA

TabneTkn XyBasibHi N0
50 mr; no 1 a6o 4
Tabnetku y 6nictepi; no
1 6nicTepy y KapTOHHIi
nauui

Benyno, niku Ta
KocmeTuka, A.4.

Xopsaris

Benyno, nikn Ta
KocmeTuka, 4.4.,
Xopsartisi (BTOpUHHE
nakyBaHHS,
BiANOBiAa/IbHWIA 3a
BMNyCK cepil);
[xenedapm CA,
Ipeuis
(BUPOBHMLTBO
roToBOro
nikapcbKoro 3acoby,
nepBuHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI)

XopsarTisi/
pevis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB: yTOUHEHHSA
HanucaHHsA [03yBaHHA B
Haka3zax MO3 YkpaiHu Ne 2467
BiA 30.10.2020 Ta Ne 2970 Bipg,
22.12.2020 B npoLeci BHECEHHA
3MiH (3MiHK | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
dhapmakoHarnsgy B YkpaiHi, SKuwo

3a peyernmom

UA/15370/01/01

56




Ymosu

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

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
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3AjiicHeHHs hapMakoHarnsgy B
YkpaiHi. [ponoHoBaHa pefakuis:
BonowwnHa AHacTtacis
AHaTtoniiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmakoHarnagy B YKpaiHi).
Pepakuisi B Hakasi: TabneTtku
XyBaUibHi Mo 50 m; no 1 a6o 4
Tabnetkn y 6nictepi; no 1
6nicTepy y KapTOHHIi nauyui. BipHa
pefakuisi: TabneTkn XXyBasibHi Mo
50 mr, no 1 abo 4 TabneTkm y
6nictepi; no 1 6nictepy y
KapPTOHHIN nayw,.

53.

BIKC AHTUIPUIN
KOMMNEKC

MOPOLLIOK ANs
OpaJIbHOTo0 PO34MHY; MO
5 a6o 10 cawe y
KopooLi

MpokTep eHA Mem6n
IHTepHeLHN
OnepeiiwH3 CA

LLiBeiiuapis

PadToH
Na6opaTtopi3
NimiTen

Benwuka
BpuTtaHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiZANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1999-
088-Rev 05 an1s Aitoyoi pevoBuHN
Guaifenesin Big Bxe
3aTBEPLKEHOIO BUPOGHMKA
SYNTHOKEM LABS PRIVATE
LIMITED; 3miHu | Tvny - nogaHHsa
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2003-
179-Rev 03 ana gito4oi peyoBuHU
Phenylephrine hydrochloride Big,
BXe 3aTBepA)KeHOro B1UpobHuKa
Malladi Drugs & Pharmaceuticals
Limited Unit-3; 3miHun | Tuny -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 1996-
039-Rev 04 ana Aitoyoi pevoBUHU
Paracetamol Big Bxe

3aTBEPAKEHOI0 BUPOGHYKA, SKWIA

6e3 peyenma

UA/11414/01/01

57




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHMB Ha3By 3 Mallinckrodt Inc.
Ha SPECGX LLC; 3MiHu | Tuny -
3BY)XXEHHA MeX B crieumdikavii API
napaueTamMor 3a NoKasHNKOM
«P03Mip yacTok»; MponoHoBaHa
pegakuist SPECGX LLC 425
micron Max 5% retained
75 micron Min 55 % retained;
3MiHK | TUNY - NpUBELEHHS
cneuudikaii ans gitoyoi
peyoBWHM reaieHesnHy y
BIAMNOBIAHICTL 4,0 BUMOT
MoHorpadii Guaifenesin €Bp.
Papm

54.

BITANINIA

KOHLeHTpaT AN
PO34unHy Ans iHdysiiA; mo
10 mn y cknaHid amnyni;
no 10 amnyn y
KapTOHHI Kopo6Lyi

®pe3seHiyc Kabi
[Loliunang Mo X

HimeyunHa

®pe3seHiyc Kabi Ab.

Lseuis

BHECEHHS 3MiH 0 peecTpalinHmx
marepianiB: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUNPAaB/IEHHS TEXHIYHOT NOMWUIIKK,
NnoB’A3aHo 3 HEBIAMNOBIAHICTIO
(pi3HOUMTaHHS) B MeXax 0fHOro
[OKyMeHTa 3a po3Aifiom «pH»: B
crneundikavii MeToiB KOHTPO/O
3a NoKa3HWKOM «pH» He Bka3aHo
nocuaHHsa Ha €Bp.dpapm 2.2.3.

3a peyernmom

UA/16590/01/01

55.

BITATIMIA ANSA
JITEN

KOHLIeHTpaT A/1s
PO3uunHy ans iHdysiii; no
10 mn y cknsaHiii amnyni;
no 10 amnyn y
KapTOHHI Kopo6Lyi

®pe3seHiyc Kabi
[onunang MmeX

Himeyunna

®peseHiyc Kabi Ab

LLiseuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMWIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) -
BMMPaB/IEHHS TEXHIYHOI NOMUSIKH,
NoB’sA3aHO 3 HEBIANOBIAHICTIO
(pi3HOUUTaHHSA) B MeXax 0AHOro
[OKyMEHTa 3a pPO34i/ioM «pH»: B
crneundikavii MeTo4iB KOHTPOO
3a NOKa3HUKOM «pH>» He BKasaHo
nocunaHHsa Ha €sp.chapm 2.2.3.

3a peyenmom

UA/16591/01/01

56.

BPATU3O/IH

kpeM, 30 mr/r, no 3ry
Ty6i; no 1 Ty6i B
KapPTOHHI KOpooL,i

TOB "bayw Xenc"

YKpaiHa

dapm3asop Enbha
AT.

MonbLua

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHSM
iH(bopmauii Wwoao 3a3HaYeHHs

OAVHNLb BUMIPIOBaHHSA Y cUCTEMI

S|. BHeceHHs1 3MiH o po3giny
MK#A: MapkyBaHHs NonepegHsa
pepakuis: TekCT MapKyBaHHsA
NepBUHHOI Ta BTOPUHHOI

6e3 peyenma

UA/11478/01/01

58




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
ynakoBsku. [ponoHoBaHa
pepakuis: MapkyBaHHS.
BignosigHo Ao 3aTBEpAKEHOro
TEKCTY MapKyBaHHs. TepMiH
BBEJEeHHS 3MiH NpoTArom 6
MicsLiB NicNs 3aTBEPAYKEHHS
57. FEMUNTABIH KOHLIeHTpaT AN EBEBE dapma ABCTpIs EBEBE ®apma ABCTpis BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyernmom UA/10475/01/02
"EBEBE" pO3uunHy ans iHdysiid, 40 [ec.m.6.X. Hdpr.KI ec.m.6.X. Hdpr. KI martepianis: 3MmiHu | Tuny -
mr/mn; no 5 mn (200 mr), BWYYEHHS AiNbHULi BUPOOHMLUTBA
abo no 25 mn (1000 wmr), A®| remuuTabiHy rigpoxnopugay -
a60 no 50 mn (2000 mr) Plantex LTD, V3pawnb, y 3B’A3Ky 3
y dhnakoHi; no 1 6i3HEC piLLEHHSIM KOMNaHii.
h/1aKkoHy B KapTOHHIiA MponoHoBaHa peaakuis: Dr.
KopooLi Reddy’s Laboratories Limited,
NHans SCINOPHARM TAIWAN,
LTD., TaiiBaHb
HETERO Labs Limited, NHauns
58. raPOKOPTN3O Masb o4Ha, 0,5% no 3r nn "rnegekc” Ykpaina TOB "Apniveg" Pecny6nika BHECEHHS 3MiH 0 peecTpaulintHux | 3a peyernmom UA/18201/01/01
H y Ty6i antoMiHieBIn ana BipmeHin marepianis: 3MiHU | TUMY - 3MiHK
OYHMX Ma3zeli 3 wofo 6esnekn/edekTMBHOCTI Ta
KoBnaykom; no 1 Ty6i B hapmakoHarnsgy - BHECEHHS 3MiH
KapTOHHI nayui [0 po3ainy «MapkyBaHHA» MKA
na:
3anponoHoBaHo: MapkupoBka
CornacHo yTBepXAeHHOMY TeKCTy
MapKUPOBKU. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby LWoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MicALiB Nicna 3aTBepAKeHHs
59. rNoTPN®® TabneTkn, BKPUTI BepiHrep IHresbxaiim HimeuunHa BUPOBHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/15816/01/01
NNiBKOBOK 060/10HKOI0 IHTepHewwHN MTM6X nepBuHHe Ta maTepianis: 3miHu | Tuny -
no 20 mr; no 7 TabneTok BTOPVHHE AAMiHICTpaTUBHI 3MiHW. 3MiHa
y nepgyopoBaHOMy nakyBaHHs1, HaliMeHyBaHHSA Ta/abo agpecu
6nicTepi; no 1 6nictepy KOHTPO/b AKOCTi Ta Micus NpOBaKEHHS AisiNIbHOCTI
B laMiHOBaHOMY BUNYCK cepil: BMPOGHMKa/iMnopTepa rotoBoro
a/lOMiHIEBOMY calue 3 BepiHrep NiKapcbKoro 3acoby, BKOUakum
nakeTom AecuKaHTy; Mo IHrenbxaiim ®apma AinbHWLU BUNYCKY cepil abo micue
4 anomiHieBux catle y vm6X i Ko. KT, NpoBefeHHSA KOHTPOJIIO AKOCTI.
KapPTOHHI KOpooL,i HimeuumnHa; (AisNbHICTb, 3a SIKy BiANOBIgaE
anbTepHaTuBHa BMPOGHWK/iMNopTep, He
nab6oparopia ans BK/THOHAI0UM BUMNYCK Cepiit) - 3miHa
npoBefeHHs Ha3BW albTePHATUBHOI fiNbHULL
KOHTPOJIO SIKOCTi 3a 0151 KOHTpOoto AKocTi /13 Ta 3a
NOKa3HNKOM NokasHMKOM «Po3knagaHHs

Mikpo6iosioriyHa

niMeTuiamiHy», 6e3 3MiHu micus
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

yucroTa:
CI'C IHcTUTYT
PpeseHiyc MM6X,
HimeyumnHa;
Na6op /1IC CE eHa
Ko. KI', HimeuuunHa;
anbTepHaTUBHa
OinbHUUA oNns
KOHTPO/O SIKOCTI
roTOBOro
niKkapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
aimetunaminy":
€spochiHc PACT
mM6X, HimeuunHa,;
anbTepHaTuBHa
AinbHUUA Ans
MapKyBaHHS Ta
BTOPVHHOrO
nakyBaHHs:
$apm/lor Papma
NopxicTik TM6X,
HimeuumnHa,;
LLiteremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuumnHa,;
anbTepHaTUBHa
OinbHUUS gns
KOHTPO/O AKOCTI
roTOBOroO
nikapcbKoro 3acoby
Ta 3a NOKa3HNKOM
"Po3knagaHHs
aimetunaminy":
A eHp Em LWTabTect
NaGop dyp
AHamITUK yHT,
Crab6initarcnpydyHr
eH 'M6X,
Himeyynna

BMPOGHULITBA

60.

roTPNoO®

TabneTku, BKPUTI
NNiBKOBOK 0H60/TIOHKO0
no 30 mr; no 7 TabneTtok
y nepchopoBaHoOMy
6nictepi; no 1 6nictepy
B /JaMiHOBaHOMY

BepiHrep IHrenbxainm
IHTepHewHn M6X

HimeyunHa

BUPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BMNYCK cepil:

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro

3a peyenmom

UA/15816/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
anoMiHieBoMy calle 3 Bepinrep nNiKapcbKoro 3acoby, BKIKOYAKUN
nakeTom AecuKaHTy; no IHrenbxaiivm ®apma AinbHULI BUNYyCKy cepii abo micue
4 anomiHieBux catwle y v6X i Ko. KT, NpoBefeHHSA KOHTPOJTIO SKOCTI.
KapTOHHI Kopo6Lyi HimeuumnHa; (@isnbHiCTb, 3a AKy BignoBigae
anbTepHaTuBHa BMPOGHWK/iMnopTep, He
nab6oparopia ans BK/THOHAI0UM BUMNYCK Cepiit) - 3miHa
npoBefeHHs Ha3BW a/lbTePHATUBHOI AiNbHULL
KOHTPOSIO SIKOCTI 3a 0151 KOHTponto aKkocTi /13 Ta 3a
NOKa3HUKOM NoKa3HMKOM «Po3knagaHHs
MikpobiosnoriyHa AimeTunamiHy», 6e3 3mMiHu micus
yucroTa: BMPOGHMLTBA

CIrC IHctutyt
dpeseHiyc Mm6X,
HimeuuunHa;
Na6op /1IC CE eHg
Ko. KI', HimeuunHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/O AKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HNKOM
"Po3knagaHHsa
aimeTunaminy":
€BpocpiHc PACT
vm6X, HimeuunHa;
anbTepHaTUBHa
OinbHUUS gns
MapKyBaHHS Ta
BTOPVHHOTO
nakyBaHHS:
®apm/lor dapma
NopxicTik Tm6X,
HimeuumnHa;
LteremaHH
NboHhepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuumnHa,;
aslbTepHaTUBHA
OinbHUUA oNns
KOHTPO/O SIKOCTI
roTOBOro
niKapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
aimetunaminy":

A eHp Em WTabTect
Na6op dyp
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AHamITUK yHA,
CrabinitatcnpydyHr
eH 'm6X,
Himeyynna
61. rNoTPN®® TabneTku, BKPUTI BepiHrep IHrenbxainm HimeuyunHa BUPOBHMLTBO, HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15816/01/03
MN/1iBKOBOK 06O/IOHKOIO IHTepHewHn M6X nepBuHHE Ta marepianis: 3MiHu | TURY -
no 40 wr; no 7 TabneTtok BTOpPUHHE AAMiHICTpaTUBHI 3MiHW. 3MiHa
y nepchopoBaHomy nakyBaHHS, HaliMeHyBaHHA Ta/abo agpecu
6nicTepi; no 1 6nictepy KOHTPO/b AKOCTi Ta MiCLiA NPOBaKEHHS AiS/IbHOCTI
B /laMiHOBaHOMY BWMNYCK Cepil: BMPOGHMKa/imnopTepa rotoBoro
anoMiHieBOMY calle 3 BepiHrep NiKapcbKoro 3acoby, BKIOYaum
nakeTom [eCcuKaHTy; no IHrenbxanv ®apma AinbHUUI BUNYCKy cepii abo micue
4 anomiHieBUXx calle y vm6X i Ko. KT, NpoBefeHHS KOHTPOJTH0 SKOCTI.
KapTOHHI Kopo6Lyi HimeuuunHa; (aisnbHICTb, 3a SKy BignoBifae
aibTepHaTBHa BMPOGHMK/iMNopTep, He
nab6oparopis ons BK/IO4A0UM BUMYCK CEpiid) - 3MiHa
npoBefeHHs Ha3BW anbTepHATMBHOI AiNbHULL
KOHTPO/IO SIKOCTi 3a 0151 KOHTpOoNto siKocTi /13 Ta 3a
NOKa3HUKOM NokasHMKOM «Po3knagaHHs
Mikpo6ionoriyHa nimeTnnamiHy», 6e3 3MiHu micus
yucrora: BMPOGHULITBA

CIC IHcTuTyT
®peseHiyc MvbX,
HimeuumnHa;
Na6op /1IC CE eHg
Ko. KI', HimeuunHa;
anbTepHaTuBHa
OinbHUUS ons
KOHTPO/O AKOCTI
roTOBOroO
nikapcbkoro 3acoby
Ta 3a NOKa3HNKOM
"Po3knagaHHsa
aimetunaminy":
€spodoiHc PACT
'M6X, HimeuunHa;
asbTepHaTUBHA
OinbHUUA ons
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHS:
®apm/lor dapma
NopxicTik TM6X,
HimeuuunHa;
LLiteremaHH
NboHdepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuumnHa,;
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
anbTepHaTUBHA
OinbHUUA ons
KOHTPO/O SIKOCTI
roTOBOro
niKapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
aimetunaminy":
A eHp Em WTabTect
Na6op dyp
AHaNITUK YHA
Crab6initarcnpydyHr
eH M'mo6X,
HimeyunHa
62. rNoTPNDP® TabneTkn, BKPUTI BepiHrep IHrenbxaiim HimeuyunHa BUPOBHMLTBO, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/15816/01/04
MN/1iBKOBOK 060/TIOHKOIO IHTepHewHn MM6X nepBuHHE Ta marepianis: 3MiHu | TURY -
no 50 mr; no 7 TabneTok BTOPVIHHE AAMIHICTpaTMBHI 3MiHW. 3MiHa
y nepchopoBaHoMy nakyBaHHs, HalilmeHyBaHHs Ta/abo agpecu
6nicTepi; no 1 6nictepy KOHTPO/b AKOCTi Ta MiCLil NPOBaKEHHS AiS/TbHOCTI
B laMiHOBaHOMY BUNYCK cepil: BUPOGHMKa/iMnopTepa rotoBoro
anoMiHieBOMYy calle 3 BepiHrep nikapcbKoro 3acoby, BKIOYaUn
nakeTom AecuKaHTy; no IHrenbxaivm ®apma AinbHULI BUNYCKy cepii abo micue
4 antoMmiHieBMx cawle y 'm6X i Ko. KT, NpoBeAeHHS KOHTPOJIKO AKOCTI.
KapTOHHI KOpooL, HimeuunHa; (AisnbHICTb, 3a SKy BigNOBigaE
anbTepHaTMBHA BMPOGHMK/iMNopTep, He
na6oparopis Ans BK/IOUAK0UM BUMYCK CEpiid) - 3MiHa
npoBeeHHA Ha3BW aNlbTEPHATMBHOI AiNbHUL
KOHTPOJIH0 AKOCTi 3a AN KOHTporito AkocTi [N3 Ta 3a
NOKa3HUKOM nokasHukom «Po3knagaHHs
MikpobionoriyHa nimeTnnamiHy», 6e3 3MiHu micus
yucroTa: BMPOGHMLTBA

CI'C IHcTUTYT
dpeseHiyc MvbX,
HimeuumnHa;
Nab6op JIC CE eHp
Ko. KI', HimeuuunHa;
asbTepHaTUBHA
OinbHUUA ons
KOHTPO/O SIKOCTI
roToBOro
nNiKapcbkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3knagaHHs
aimetunaminy":
€spogoiHc PACT
mM6X, HimeuunHa;
anbTepHaTuBHa
AinbHUUA Ans
MapKyBaHHS Ta
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BTOPVHHOIO
nakyBaHHS:
dapm/lor Papma
NopxicTik Tm6X,
HimeuumnHa,;
LLiteremaHH
NboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeyunHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/O AKOCTI
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HNKOM
"Po3knagaHHsA
aimeTunaminy":
A eHg Em LUTa6TecT
Nabop cyp
AHaNITUK yHA,
CrabinitatcnpydpyHr
eH 'mbX,
HimeyunHa
63. FPYAKA Tpasa no 50 r y naykax 3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/2155/01/01
MATALUMHOIO BHYTPILLHIM NakeToMm; no dapmaLeBTUYHA $apmaueBTUYHA marepianis: 3MiHu | TUNY - 3MiHK
TPABA 1,51y chinbTp-nakeTi; No habpuka "Biona" habpuka "Biona" ofo 6e3nekn/edekTMBHOCTI Ta
20 dhinbTp-nakeTiB y thapmakoHarnsay - 3MiH1 BHECEHI
nauui B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProBoi Mapku
64. rnogy nnogu nnogm no 50 r y navkax MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/2121/01/01
3 BHYTPILUHIM NaKkeToMm; PapmaLeBTUyHa PapmaueBTUYHA marepianis: 3MiHu | TUMY - 3MiHK
no 4 ry ginbTp-nakeTi; habpuka "Biona" habpuka "Biona" Loao 6e3nekn/edeKTMBHOCTI Ta
no 20 oinbTp-nNakeTiB y thapmakoHarnsgy - 3MiHM BHECeHi
nauui B TEKCT MapKyBaHHS1 yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProsoi Mapkn
65. TNMOKOCAT PO34MH ANs iH'EKLR; NO TOB "$3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/15851/01/01
2mnBamvnyni Ay "BIO®APMA" BIO®APMA" mMarepianis: TeXHIYHA NOMUSIKA

KOMMNEKTi 3
PO3UYNHHWKOM
(oietaHonamiH, Boga
Ans iH'ekuiin) no 1 mn B
amnyni B; no 5 amnyn A
y 6nictepi; no 5 amnyn B

(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) y MKA N3 -
BUMPaB/IEHHS TEXHIYHWNX MOMUSIOK,
3rigHo n.2.4. po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakazy MO3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
y 6nicTepi; no 1 Ykpainu Big 23.07.2015 p Ne 460)
6nicTepy 3 amnynamm A — BUMPaBNEHHS TEXHIYHOI
Tano 1 6nictepy 3 NOMW/IKA B METOAAX KOHTPOSIO
amnynamu By nauui 3 AKOCTI, NOMW/IKa JonyLleHa 3
KapTOHy; Mo 2 MN B HEeKOPEKTHUM NepeHeceHHaM
amnyni A 'y KOMnnekTi 3 iHchbopmawii i3 cneymdikavii B
POYMHHMKOM METOAM KOHTPOJTHO 38 MOKA3HUKOM
(oieTaHonamiH, Boga «pH» AN po3yMHHKKa «ammnyna
Ans iH'ekuiin) no 1 mn B B» (3aTBepmxeHa pegakuisa: pH
amnyni B; no 1 amnyni A Big 10,5 go 11,0; 3anpornoHoBaHa
TalawmnyniBy pepakuis: pH Big 10,5 no 11,1) B
6nicTepi; no 1 6nictepy MeXax 0fHOro AOKYMEHTY.
y nauuii 3 KapToHy; No 2 3a3HauyeHe BUMpaBeHHs
MN B amnyni Ay BiANOBiAae opuriHanbHil
KOMMAEKTi 3 POYNHHUKOM [OOKyMeHTaLUiT BUPOGHMKa
(mieTaHonawmiH, Boga
ans iH'ekuiid) no 1 mn B
amnyni B; no 6 amnyn A
y 6nicTepi; no 6 amnyn B
y 6nicTepi; no 1
6nictepy 3 amnynamu A
Tano 1 6nictepy 3
amnynamu By nauui 3
KapTOHY
66. rPyYaH1N 36IP 36ip no 50 r y navui 3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/2193/01/01
Nel BHYTPILLHIM NakeToMm; no dapmaLeBTUYHA $apmaueBTUYHA marepianis: 3MiHu | TUNY - 3MiHK
1,51y chinbTp-nakeTi; No habpuka "Biona" habpuka "Biona" ofo 6e3nekn/edekTMBHOCTI Ta
20 dhinbTp-nakeTiB y thapmakoHarnsay - 3MiH1 BHECEHI
nauui B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProBoi Mapku
67. rPYAHNIA 36IP 36ip, no 50 r y nayui 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/2123/01/01
Neo2 BHYTPILLHIM NakeToMm; no PapmaLeBTUyHa PapmaueBTUYHA marepianis: 3MiHu | TUMY - 3MiHK
1,51y chinbTp-nakeTi; No thabpuka "Biona" thabpuka "Biona" Loao 6e3nekn/edeKTMBHOCTI Ta
20 hinbTp-nakeTiB y thapmakoHarnsgy - 3MiHM BHECeHi
nauui B TEKCT MapKyBaHHS yNaKoBKY
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProsoi Mapkn
68. AAKAPBA3VH MopoLOK aNns Megak esenbliadt HimeuunHa BTopuHHe HimeuunHa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6987/01/03
MEAAK NPUrOTYBaHHA PO3YMHY hrop KNiHiwwe nakyBaHHs, Yecbka MaTepianis: 3miHu | TUny - 3MiHK 3
Ans iH'ekuUili @60 iHdy3ii Lneujansnpenapare MapKyBaHHs, Pecny6nika akocTi. CepTtudikat
no 500 mr; 1 do1akoH 3 M6X KOHTPO/b Ta BUMYCK BignosigHocTI/lE-cepTucpikar
MOPOLLKOM Yy KOpoO6Lii 3 cepi: BiANOBIAHOCTI EBpONechbkili

KapToHy

Mepak esenbliacpt
orop KNiHiwe
Lneuiansnpenapat

hapmakonei/mMoHorpadii.
MopaHHsA HoBOro abo OHOBEHOTO
cepTudikaTa BignoBigHocTi abo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

e M6X, HimeuunHa;
Bupo6HuLTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS Ta
KOHTpO/b cepii:
OHkomeq,
MeHbloheKYEPIHT
a.c., Yecbka
Pecny6nika;
Bupo6HuLTBO "in
bulk", nepBuHHe
nakyBaHHA Ta
KOHTpPONb cepii:
OHkoTek dapma
MpopgakwH MvéX,
HimeuumnHa,;
MapkyBaHHsa Ta
BTOPUHHE
nakyBaHHs,
HaHeCceHHA 3ax1cHoT
nniBku
(onuioHanbHoO):
Meg-IKC-MNpecc
v6X, HimeuunHa

BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans

BUXiAHOTO
matepiany/peareHTy/npoMiXHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHCS

y BUpOGHMLTBI ADI; ans

[L,0MOMDKHOT PeYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikar Big HOBOro

BMPOGHMKa (3aMiHa abo

[I0NOBHEHHS) BBefeHHs
BUpo6HUKa APl fakapbasuH

SUZHOU LIXIN
PHARMACEUTICAL CO., LTD.,

China 3 nogaHHsiM HOBOro
CepTuchikaTa BignoBigHOCTI

€Bponelicbkiin hapmakonei Ne R1-

CEP 2010-315-Rev 01. 3miHu |
TMny - 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BVMPOGHMLTBA rOTOBOIO
nNiKapcbKoro 3acoby, BKIHOYAK4N

NPOMIKHUIA MPOAYKT, WO

3aCTOCOBYETLCA MPY BUPOOHULITBI

rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHK) CynyTHS 3MiHa - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBeEHHS [0AAaTKOBOI AiNbHUL
BMPOOHULITBA A5 YaCTUHN abo
BCbOr0 BUPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHs1)

BBeneHHs fo4aTKOBOT BUPOOGHUYOT
AinbHuui Mega-IKC-Mpecc Mv6X /
Med-X-Press GmbH 3a agpecoto

MpaxepwrTir 1, 38644 Nocnap,
HimeuunHa / Pracherstieg 1,

38644 Goslar, Germany,

Bi4NoBiAa/IbHOI 3@ MapKyBaHHS Ta
BTOPWHHE MakKyBaHHs, HAHECEHHS

3ax1cHOI nniBku (OMnuioHanbHO) Ta,

K HACNifoK, 3MiHM y npoveci
BTOPWMHHOrO nakysaHHsA J13.
BBefieHHs1 3MiH npoTsarom 6-Tv
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MicsILiB Micnsi 3aTBepAKEHHS.
69. OAKAPBA3VH NnopoLloK Ans Mepak Nesenbluadt HimeuyunHa BTopuHHe HimeuuunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6987/01/02
MEAAK NPUrOTYBaHHA PO3UMHY dorop KNiHiwe nakyBaHHs, Yecbka marepianis: 3MiHu | Tuny - 3MiHN 3
Ans iH'ekuii abo iHdysil LLineujansnpenapare MapKyBaHHs1, Pecny6nika akocTi. CepTudpikat
no 200 mr; 10 dpnakoHis M6X KOHTPONb Ta BUMYCK BignosigHocTI/TE-cepTudpikat
3 NOPOLLUKOM Y KOpobu,i 3 cepi:
KapTOHY

Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa;
Bupo6HMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
naKkyBaHHs,
MapKyBaHHS Ta
KOHTpO/b cepii:
OHkomeq,
MeHblOheKYEPIHT
a.c., Yecbka
Pecny6nika;
Bupo6HuyTBO "in
bulk", nepBuHHe
nakyBaHHs Ta
KOHTpPOb cepii:
OHkoTek ®apma
MpopgakwH MéX,
HimeuumnHa;
MapkyBaHHsa Ta
BTOPUHHE
nakyBaHHs,
HaHeCEeHHs 3axX1CHOT
NAiBKM
(onuioHanbHoO):
Meg-IKC-MNpecc
'M6X, HimeuunHa

BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BU/yYEHHS cepTudikata
BiZANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT peYOBUHU
(cepTtudhikaT BigNoOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikat Big, HOBOro
BMPO6GHMKa (3amMiHa abo
[ONOBHEHHS) BBefeHHs
BUpo6HMKa APl fakapbasuH
SUZHOU LIXIN
PHARMACEUTICAL CO., LTD.,
China 3 nogaHHsiM HOBOro
CepTuchikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2010-315-Rev 01. 3miHu |
TUny - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BVMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKI0YaK4n
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA MNPV BUPOOHULITBI
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHK) CynyTHS 3MiHa - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkunit 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBeEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHs1)
BBeneHHs [o4aTKOBOT BUPOOGHUYOT
AinbHuui Mega-IKC-MNpecc Mv6X /

Med-X-Press GmbH 3a agpecoto
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mpaxepuwrir 1, 38644 ocnap,
HimeuunHa / Pracherstieg 1,
38644 Goslar, Germany,
BiANOBIAA/IbHOI 32 MapKyBaHHS Ta
BTOPWHHE MakKyBaHHS, HAHECEHHS
3axMCHOI NNiBku (OnuioHanbHO) Ta,
SIK HAC/MiJOoK, 3MiHN Y npoLeci
BTOPMHHOrO nakysaHHs J13.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBepPAKEHHS.
70. OAKAPBA3VH NnopoLIoK ANns Mepak Nesenbluadt HimeuyunHa BTopuHHe HimeuuunHa/ BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/6987/01/01
MEAAK NMPUrOTYBaHHA PO3YMHY dorop KNiHiwe nakyBaHHs, Yecbka marepianis: 3MiHu | Tuny - 3MiHN 3
Ans iH'ekuii abo iHdysil LLineujansnpenapare MapKyBaHHs1, Pecny6nika akocTi. CepTudpikat
no 100 mr; 10 dpnakoHis M6X KOHTPONb Ta BUMYCK BignosigHocTI/TE-cepTudpikat
3 MOPOLLKOM Yy Kopo6Li 3 cepii: BIANOBIAHOCTI EBPONENChbkili

KapToHy

Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa;
Bupo6HMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS Ta
KOHTpO/b cepii:
OHkome[,
MeHbloOheKYEPIHT
a.c., Yecbka
Pecny6nika;
Bupo6HuyTBO "in
bulk", nepBuHHe
nakyBaHHs Ta
KOHTpPOb cepii:
OHkoTek ®apma
MpopgakwH MéX,
HimeuumnHa;
MapkyBaHHs Ta
BTOPUHHE
nakyBaHHs,
HaHeCEeHHs 3axX1CHOT
NAiBKM
(onuioHanbHoO):
Meg-IKC-MNpecc
'M6X, HimeuunHa

thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
ceptudiikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechkili
thapmakonei: gna Adl; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikat Big, HOBOro
BMPO6GHMKa (3amMiHa abo
[ONOBHEHHS) BBefeHHs
BUpo6HMKa APl fakapbasuH
SUZHOU LIXIN
PHARMACEUTICAL CO., LTD.,
China 3 nogaHHsiM HOBOro
CepTuchikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2010-315-Rev 01. 3MiHu |
TUny - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BVMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKI0YaK4n
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA MNPV BUPOOHULITBI
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHK) CynyTHS 3MiHa - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkunit 3aci6.
3MiHV Y BUpO6HMUTBI. 3amiHa abo
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

71.

OAKAPBA3MH

MOPOLLOK AN

Mepak Nesenbluadt

HimeyunHa

BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npoLecy
rOTOBOrO JliKapCbKoro 3acoby
(8iNbHULA 0N BTOPUHHOTO
naxkyBaHHs)
BBefeHHs1 f,0AaTKOBOI BUPOOHUYOI
ainbHuUui Mep-IKC-IMpecc T'm6X /
Med-X-Press GmbH 3a agpecoto
Mpaxepuwrir 1, 38644 ocnap,
HimeuunHa / Pracherstieg 1,
38644 Goslar, Germany,
BiANOBIAa/IbHOI 32 MapKyBaHHS Ta
BTOPWHHE MakKyBaHHS, HAHECEHHS
3axMCHOI NNiBku (OMNuioHanbHO) Ta,
SIK HAC/MiJOoK, 3MiHW Y npoLeci
BTOPMHHOrO nakysaHHs J13.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.

nocsio4YeHHs

MEAAK

NPUroTYBaHHS PO34UHY
Ans iH'ekuii abo iHdysil
no 1000 mr; 1 dpnakoH 3
NMOPOLLUKOM Y KOpo6L,i 3

KapToHy

dorop KNiHiwe
Lneuianenpenapate
M6X

BTopuHHe
nakyBaHHs,
MapKyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii:
Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa;
Bupo6HMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
naKkyBaHHs,
MapKyBaHHS Ta
KOHTpO/b cepii:
OHkome[,
MeHbloOheKYEPIHT
a.c., Yecbka
Pecny6nika;
Bupo6HuyTBO "in
bulk", nepBuHHe
nakyBaHHs Ta
KOHTpPOb cepii:
OHkoTek ®apma
MpopgakwH MéX,

Himeuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHN 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWyYEHHS cepTudikata
BiZANOBIAHOCTI EBpONechbkili
thapmakonei: gna Adl; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikat Big, HOBOro
BMPO6GHMKa (3amMiHa abo
[ONOBHEHHS) BBefeHHs
BUpo6HMKa APl fakapbasuH
SUZHOU LIXIN
PHARMACEUTICAL CO., LTD.,
China 3 nogaHHsiM HOBOro

HimeuunHa; CepTudbikarta BignoBigHOCTI
MapkyBaHHs Ta €Bponelicbkiin hapmakonei Ne R1-
BTOPUHHE CEP 2010-315-Rev 01. 3MiHu |
nakyBaHHs, TUny - 3MiHK 3 AKOCTI. [0TOBWIA
HaHECEHHS1 3aXUCHOT NiKapCbKuii 3aci6. 3MiHN Y

3a peyenmom

UA/6987/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nniBkn
(onuioHanbHoO):
Meg-IKC-Mpecc
'mM6X, HimeuunHa

BMPOGHMLTBI. 3MiHU Y NpoLeci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHW 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
3MiHn y BUpPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YacTMHM abo
BCbOr0 BUPOGHMYOro npoLecy
rOTOBOrO JliKapCbKoro 3acoby
(8inbHULA oNS BTOPUHHOTO
naxyBaHHs)

BBefeHHs1 f,0AaTKOBOI BUPOOHUYOI
ainbHuUui Mep-1IKC-IMpecc Tm6X /
Med-X-Press GmbH 3a agpecoto
Mpaxepuwrir 1, 38644 ocnap,
HimeuunHa / Pracherstieg 1,
38644 Goslar, Germany,
BiANOBIAA/IbHOI 32 MapKyBaHHS Ta
BTOPWHHE MakKyBaHHS, HAHECEHHS
3axMCHOI NNiBku (OnuioHanbHO) Ta,
SIK HAC/MiJOoK, 3MiHN Y npoLeci
BTOPMHHOrO nakysaHHs J13.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB MicNsi 3aTBePAKEHHS.

72.

OAKAPBA3VH
MEAAK

MOPOLLIOK ANs
NPUroTYBaHHS PO34UHY
Ans iH'ekuili abo iHdysi
no 100 mr, 10 dpnakoHis
3 MOPOLLKOM Y KOPO6LIi

Mepak Nesenbluadt
dorop KNiHiwe
Lneuianenpenapate
M6X

HimeyunHa

Mepak esenbliadpt
dorop KniHiwe
Lneujansnpenapat
e M6X, HimeyunHa
(BTOPUHHE
nakyBaHHS,
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,
HimeyynHa

Himeuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHI [0 iHCTPYKUiT Ans
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"®apmMakonoriyHi BnactTusocTi"
(yTOuHeHHs iHdhopMaui),
"B3aemogist 3 iHWMMU fliKkapCbKuMum
3acob6amu Ta iHWi Buan
B3aemogijin”, "OcobmBocTi
3acTocyBaHHA", "3acToCcyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaato”(yTouHeHHs iHdopmadir),
"Mo6iuHi peakuii" BigNoBigHO A0
marepianiB peecTpauiiiHoro AoChbE
Ta OHOBJIEHOT iHghopmaLii Wwoao
6e3nekun A4ito4oi pevoBuHY; 3MiHu I
TUMY - 3MiHW BHECEHi 40 IHCTPYKUIT
0119 MEeAUYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Cnocib 3acTocyBaHHs Ta Ao3un"

3a peyenmom

UA/6987/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BMpPOGHMLTBO "in (yTouYHeHHs iHdpopmauii), "ditn"
bulk", nepsuHHe (yTouHeHHs iHdopmadii), "TepMmiH
nakyBaHHA Ta npuaaTHocTi"(pefaryBaHHs TeKCTy
KOHTPO/b cepii) 6e3 3MiHM iHchopmawii no cyTi)
73. OAKAPBA3VH NnopoLloK Ans Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6987/01/02
MEAAK NMPUrOTYBaHHA PO3YMHY dorop KNiHiwe dorop KniHiwe Yecbka marepianis: 3MiHu | TUMY - 3MiHK
Ans iH'ekuili abo iHdysi LLineujansnpenapare Lneuiansnpenapat Pecny6nika BHECEHIi [0 iHCTPYKUiT Ans
no 200 mr, 10 dpnakoHis M6X e M6X, HimeuunHa MeAUYHOro 3acToCyBaHHS
3 MOPOLLKOM Y KOPO6Lii (BTOPUHHE nikapcbKoro 3acoby o po3ainis
nakyBaHHs, "®apmMakonoriyHi BnactTusocTi"
MapKyBaHHS, (yTOuHeHHs iHdopMaui),
KOHTPO/b Ta BUMYCK "B3aemogis 3 iHWMMW SliKkapCbKuMu
cepii); OHkomep, 3acobamu Ta iHWi BUau
MeHbogEKUEPIHT B3aemogiit”, "OcobmBocTi
a.c., Yecbka 3acTocyBaHHs", "3acTocyBaHHA y
Pecny6nika nepiog, BaritTHoOCTi abo rogyBaHHs
(BMPOGHMLTBO "in rpyaato” (yTouHeHHs iHdopmadir),
bulk", nepsuHHe Ta "Mo6iuHi peakuyii" BigNoBigHO A0
BTOpPUHHE marepianiB peecTpauiiiHoro AoChbE
nakyBaHHs, Ta OHOBJIEHOT iHghopmaLii Wwoao
MapKyBaHHA Ta 6e3nekun Aito4oi pevoBrHY; 3MiHu I
KOHTpO/b cepii); TUMY - 3MiHW BHECEHi A0 IHCTPYKUIT
OHkoTek dPapma 0119 MEeAUYHOIO 3aCTOCYBaHHS
MpogakwH M6X, nikapcbKoro 3acoby o po3ainis
HimeuyunHa "Cnoci6 3acTocyBaHHS Ta fo3mn”
(BMPOGHMLTBO "in (yTouHeHHs iHchopmauii), "ditn"
bulk", nepsuHHe (yTouHeHHs iHchopmawii), "TepmiH
nakyBaHHSA Ta npuaaTHocTi"(pefaryBaHHA TEKCTY
KOHTPO/b cepir) 6e3 3MiHM iHdhopMaLii No cyTi)
74. AAKAPBA3VH NMopoLIOK aNs Megak esensliadt HimeuunHa Mepak lesenbwadt | HimeuyunHa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6987/01/03
MEAAK NPUrOTYBaHHA PO3YMHY hrop KNiHiwwe hrop KNiHiwe Yecbka marepianis: 3MiHU | TUMY - 3MiHK
ans iHdysiii no 500 wmr, Lneuianbnpenapare Lnevuianbnpenapat Pecny6nika BHECEHi 0 iIHCTPYKUii ons

1 chnakoH 3 NOPOLLKOM Y
KOpoobLj 3 KapTOHY

M6X

e M6X, HimeuyumHa
(BTOpUHHE
nakyBaHHs,

MapKyBaHHs,

KOHTPO/Ib Ta BUMYCK

cepii); OHkomen,

MeHbloheKYEPIHT
a.c., Yecbka
Pecny6nika

(BMpOGHMLTBO "in

bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,

MapKyBaHHA Ta
KOHTPO/b cepil);

MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"apmakonoriyHi BnactnsocTi"
(yTOouHEHHs iHchbopmawii),
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog BariTHOCTi abo rogyBaHHs
rpyaAar” (yTouHeHHs inpopmauii),
"Mo6iyHi peakuyii” BignoBigHO A0
marepianis peecTpauiiiHoro Aockbe
Ta OHOBJ/IEHOT iHdhopmauii Wwoao
6e3neku Aito4oi pevoByHY; 3MiHU I
TUNY - 3MiHW BHECEeHI A0 IHCTPYKLUl
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OHkoTek dapma
MpopgakwH MéX,
HimeuunHa
(BMpPOGHMLTBO "in
bulk", nepsuHHe
nakyBaHHSA Ta
KOHTpO/b cepii)

0719 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Cnocib 3acTocyBaHHA Ta fo3un"
(yTouYHeHHs iHdpopmauii), "ditn"

(yTouHeHHs iHdopmadii), "TepMmiH

npuaaTtHocTI"(pefaryBaHHs TEKCTY

6e3 3MiHM iHchopmawii no cyTi)

75.

OAKAPBA3VH
MEAAK

MOPOLLOK ANsi
NPUroTYBaHHS PO34NHY
Ans iHdysiin no 1000 wmr,
1 chnakoH 3 NOPOLUKOM Y
KOpo6L,i 3 KapTOHY

Mepak Nesenbluadt
dorop KNiHiwe
Lneuianenpenapate
M6X

HimeyunHa

Mepak esenbliadpt
dorop KNiHiwe
Lneujansnpenapat
e M6X, HimeuunHa
(BTOPUHHE
nakyBaHHS,
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,
Himeuunna
(BMPOGHMLTBO "in
bulk", nepsuHHe
nakyBaHHSA Ta
KOHTPO/b cepir)

Himeuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEeHI [0 iHCTPYKUiT Ans
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"®apmMakonoriyHi BnactuBocTi"
(yTOuHeHHs iHdhopMaui),
"B3aemogist 3 iHWMMU fliKkapCbKuMu
3acob6amu Ta iHWi Buan
B3aemogiit”, "OcobmBocTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHOCTi ab0 rogyBaHHs
rpyaato” (yTouHeHHs iHdopmadir),
"Mo6iuHi peakuyii" BigNoBigHO A0
marepianiB peecTpauiiiHoro Aochbe
Ta OHOBJIEHOT iHghopmaLii Wwoao
6e3nekun A4ito4oi pevoBuHY; 3MiHu I
TUMY - 3MiHW BHECEHi 0 IHCTPYKUIT
0719 MEeAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Cnoci6 3acTocyBaHHS Ta fo3mn"
(yTouHeHHs iHchopmauii), "ditn"
(yTouHeHHs iHchbopmawii), "TepmiH
npuaaTHocTi"(pefaryBaHHA TEKCTY
6e3 3MiHM iHdhopMaLii No cyTi)

3a peyenmom

UA/6987/01/04

76.

DAP3AJEKC®

KOHLeHTpaT ans
pO3uunHy ans iHdysiid, 20
mr/mn; no 5 mn aéo 20
MA 'y doiakoHi; no 1
h/1aKoHy Y KapTOHHil
ynakoBLi

TOB "[KOHCOH i
[DXOHCOH YkKpaiHa"

Ykpaina

BetTtep ®apwma -
depTuryHr NrM6X &
Ko. KI', HimeuyunHa

(BMPOGHMLTBO
Hepo3dacoBaHOro
NpOAYKTY, NEPBUHHA
ynakoBKa, KOHTPO/Ib
akocTi); Cinar Al
Lseiiapis
(BMPOGHMLTBO
Hepo3dacoBaHOro
NpOAYKTY, NEPBUHHA
ynakoBKa, KOHTPO/Ib
akocTi); Cinar Al
LseiiLapis

Himeuunna/
LLiseiiuapisi/
HigepnaHnamn

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapMakoHarnisay - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

SI

3a peyernmom

UA/18025/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BTOPUHHA
ynakoBka); SHcCeH
Baitonogxuke B.B.,
HigepnaHngu (Bunyck
cepii)
77. AEKCAMETA3OH | po3uunH Aans iH'ekuin, 4 ToBapucTBo 3 YkpaiHa KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/5274/02/01
mr/mn, no 1 mn a6o no 2 0bMexeHot BWMNYCK Cepil: Marepianis: 3MiHu | Tuny - 3MiHn 3
M/ B amnyni; no 5 BiANoBiga/IbHICTIO ToBapucTBO 3 siKocTi. FoToBWIA Nikapcbkuii 3aci6.
amnyn B nayui; no 1 mn «JlocnigHwin 3aBog, 06MexeHo Cucrema
abo no 2 mn B amnyi; «HUC» BiANOBIAA/LHICTIO KOHTeliHep/3aKynopoBanbHWi
no 5 amnyn y 6nictepi, «[locnigHnii 3aBon 3aci6. 3MiHa po3mipy ynakosku
no 1 6nictepy B nauui; «HLIC», roTOBOro NikapCbKoro 3acoby
no 1 mn abo no 2 mn B YkpaiHa; (3MiHa KiflbKOCTi 0ANHMLB
amnyni, no 10 amnyn B BCi cTagii (Hanpuknag TabneTok, amnyn
nauui BMPOGHMLTBA, TOLLO) B ynakoBLi:) - 3MiHa no3a
KOHTPO/b SIKOCTI, Aiana3oHoM 3aTBepAKEeHUX
BUNYCK cepil: PO3MipiB yNakoBKM - BeieHHS
ToBapucTBo 3 [04AaTKOBOTO BMAY NakyBaHHA no 2
0bMexeHot M B amnysii, no 10 amnyn B navyj,
BiANOBIAANILHICTIO 3 BIANOBIAHMMU 3MiHAMU A0
«®dapmavueBTUyHa po3giny “Ynakoska”, 6e3 3MiHu
KOMnNaHis NepBUHHOTO NaKyBas1bHOrO
«3[10pOB'sA», marepiany
YkpaiHa 3MiHM BHeCeHi B po3gin
"YnakoBka" (BBeAEHHSA 00AATKOBOT
yNaKkoBKW) B IHCTPYKLiO A5
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby, K HacnigokK -
3aTBEPMKEHHS TEKCTY
MapKyBaHHSA 4OAATKOBOI YraKkoBK/
nikapcbKoro 3acoby. BBegeHHs
3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS.
78. AVNBA30/- PO34mMH ANs iH'ekuiid, 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/4780/01/01
OAPHULUA mr/mn no 1 mn abo 5 mn "®apmMaueBTNYHa "®apmMaueBTUYHA marepianis: 3MiHu | TURY - 3MiHK

B amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBI
ynakoBLi; N0 2 KOHTYPHI
YapyHKOBI yNaKOBKMN B
nauui

thipma "apHuus”

ipma "AapHuug"

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobu, BiANoBiAa/IbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
thapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

79.

LUMELPON-
JOAPHULA

PO34mnH ANs iH'ekuiid, 10
mr/mn; no 1 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBI
yMakoBLi; N0 2 KOHTYpPHI
YapyHKOBi YNakoBKv B
naJui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA
ns.

3anponoHoBaHo: MAPKYBAHHA
BignosigHo fo 3aTBepakeHoro
TEKCTy MapKyBaHHA. OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeeHHS 3MiH NpOTArom 6-Tu
MicsILiB Micnsi 3aTBepPAKEHHS.

3a peyenmom

UA/4851/01/01

80.

LIAKOPAVIH®
120 PETAP/,

TabneTkun
MPOJIOHrOBaHOI Aji Mo
120 mr Ne30 (10x3): no
10 TabneTok y 6nicTepi;
no 3 6nictepn y
KapTOHHI Kopo6Lyi

TOB "CaHodpi-ABEHTIC
YkpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BWTyYEHHSI BUPOOHUYOT AiNbHUL
PIRAMAL ENTERPRISES
LIMITED, India, L0 € BUpOOGHNKOM
LitoY0i pevyoBuHY AunTiazemy
rigpoxnopuay, y 3B'a3ky 3 TUM, L0
A®| Big AaHOro noctavyasibHUKa
6inblue He BUKOPUCTOBYETHLCS NpK
BUPOOHNLTBI.

[itoua pepaxuis: TEVA
PHARMACEUTICAL
INDUSTRIES LTD, Israel
(Brpo6HMya ginbHuus: TEVA API
INDIA PRIVATE LIMITED, India)
PIRAMAL ENTERPRISES
LIMITED, India. MponoHoBaHa
pepakuis: TEVA
PHARMACEUTICAL
INDUSTRIES LTD., Israel
(Bpo6HMYa ginbHuus: TEVA API
INDIA PRIVATE LIMITED, India)

3a peyenmom

UA/5731/01/03

81.

NIAKOPAVH® 60

Tabnetkn no 60 mr Ne 50

TOB "CaHodpi-ABEHTIC

YKpaiHa

TOB "3eHTiBa"

Yecbka

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a peyenmom

UA/5731/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(10x5), no 10 Tabnetok Ykpaina" Pecny6nika marepianis: 3MiHu | TURY -
y 6nicTepi; no 5 BW/IyYEHHSI BUPOOHWYOT AiNbHULL
6nicTepiB y KAPTOHHIl PIRAMAL ENTERPRISES
KOpoo6Li LIMITED, w0 € BUpOGHMKOM
LitoY0i pevyoBuHY aunTtiazemy
rigpoxnopuay; 3anponoHoBaHo:
TEVA PHARMACEUTICAL
INDUSTRIES LTD., Israel
(Bvpo6HMYa ainbHuus: TEVA API
INDIA PRIVATE LIMITED, India)
82. OIAKOPOVH® 90 | Tabnetku, BKPUTI TOB "CaHodpi-ABEHTIC Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/5731/01/02
PETAP[ 060/10HKOIO, YkpaiHa" Pecny6nika marepianis: 3MiHu | TURY -
NPOJIOHroBaHoi Aji no 90 BWTyYEHHS BUPOOHUYOT AiNbHUL
mr Ne 30 (10x3): no 10 PIRAMAL ENTERPRISES
TabneTok y 6nictepi; no LIMITED, India, L0 € BUpOOGHNKOM
3 6ricTepn y KapTOHHIN Ail040T peYoBVHN AunTiasemy
KopooLi rigpoxnopuay, y 3B'3ky 3 TUM, LLLO
A®| Big AaHOro noctavyasibHuKa
GifbLUe He BUKOPUCTOBYETLCS Npn
BUPOBHULTBI.
MponoHosaHa pepakuis: TEVA
PHARMACEUTICAL
INDUSTRIES LTD., Israel
(Bvpo6Huya ginbHuus: TEVA API
INDIA PRIVATE LIMITED, India)
83. AIAKOPAOVH® 90 | Tabnetku, BKPUTI TOB "CaHodi-ABeHTIiC YkpaiHa TOB "3enrTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/5731/01/02
PETAP/ 060/10HKOIO, YkpaiHa" Pecny6nika marepianis: 3MiHu | TURY -
NPOMOHIoBaHoT Aji no 90 JofaBaHHA a/ibTepPHATUBHOIO
mr Ne 30 (10x3): no 10 MeTOAY aHasliTUYHOro
TabneTok y 6nictepi; no BUMPOOOBYBaHHSA 40 YXe
3 6ricTepn y KapTOHHIi iCHylO4Oro MeToay, SKuii onucaHo
KopooLi y MoHorpadii €sponelicbkol
thapmakonei, WasxoM ra3osoi
Xpomarorpadii 3a MeTo4uKo
BUPOGHMKA N5 BUSHAYEHHS
rinpomenosu;
3MiHW | TUNY - METOI AaHOi 3MiHU
€ BUAa/IeHHS aHaNiTUYHOT
METOAVKM LLOAO BU3HAYEHHS
BaXXKMX MeTaniB 419 [ONOMDKHOT
PeyoBWHM riNpOMeNosun
2208/15000 Ta rinpomesniosn
2208/100000, BignosigHoO A0
OHOB/IEHOT MOHOrpadii
€Bponelicbkiin dhapmakonei
84. OIADOPMIH® TabneTku, BKpUTI AT "dapmax” Ykpaina HOCB MpaiiBiT IHais BHECEHHS 3MiH 0 peecTpaviinHmx - UA/11856/02/01
N/1iBKOBOK 060JIOHKOIO, Nimiten marepianiB: yTO4YHEHHA

no 1000 wr in bulk: no

HanucaHHs npoueaypu, a caMe:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10 TabneTok y 6nicTepi;
no 100 6nicTepiB y
KopoobLi

3a3Ha4YeHHA TepMiHy BBefeHHSA
3MiH B Haka3i MO3 YkpaiHu Ne
134 Big 26.01.2021 B npoueci
BHECEHHSA 3MiH (3MiHu | Tvny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3asBHUKa (B/1acHMKa
peecTpaLiiiHOro NoCBigYEHHST).
3MiHa HalimeHyBaHHs Ta agpecu
3anBHUKa (B/1acHMKa
peecTpaLiiiHOro NoCBigYEHHST).
Pepaxuisi B Hakasi: 3MiHuK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaviiHOro NoCBigYEHHS).
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiHOro NoCBigYEHHS).
BipHa pegakuifi: 3miHu | Tuny -
ApAMiHiCTpaTUBHI 3MiHK. 3MiHA
HaliMeHyBaHHSA Tala6o agpecu
3asiBHUKA (BNnacHuKa
peecTpauiiiHoro NnocBigUYeHHs).
3miHa HaliMeHyBaHHA Ta agpecu
3asiBHUKA (BNnacHuKa
peecTpauiliHoro NnocBigUeHHs).
TepmiH BBe€HHA 3MiH
npoTArom 6-tm MicAuis nicnsa
3aTBEPAKEHHS.

85.

[IOKOP 160

TabneTkn, BKpUTI
NAiBKOBOK 060/IOHKOIO,
no 160 mr/12,5 wmr, no 10
TabneTok B 6nicTepi; no
1,n03,n04a6ono9
6nicTepis y nauuj 3
KapTOHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
BHECEHHS 3MiH 40 creuudikawii
'N3 3a nokasHVKom
«Mikpob6iosnoriyHa unctota», a
came JodaHO NPUMITKY LLOAO
nepioguYHOCTI NpoBeAEeHHS
KOHTPOJ0 — Ha NepLuiil cepii B
poui i He pigLe, HXX Ha KOoXHIl 10
cepii; 3miHu | TMny - 3MiHK 8o
po3giny 3.2.P.3.5. Banigauis
npouecy Ta/abo oro ouiHka y
3B’A3KY 3 YTOUHEHHAM BUCOTYU
Tabnetku ana npenapaty A4IOKOP
80, TabneTkn, BKPUTI NAIBKOBOO
060n10HKOt0, No 80 mMr/12,5 mr. 3a
nepiog, BMpo6HULITBa Npenaparty
crnocTepiracTbCa TEHAEHLISA A0
36i/1bLIEHHSA BUCOTY Tab/ieTkn B

3a peyenmom

UA/8318/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3B'AA3Ky 3 ONTUMI3aLjie0
napameTpiB po6oT Tab1eTKOBOro
npecy; 3anponoHoBaHo: B1coTa —
Big 3,7 mm 1o 4,5 m (4,1 + 0,4 mm);
3MiHW | TUNY - 3MiHW 4,0 po34inis
3.2.P.3.3. On1c B1po6bHMYOro
npoLecy Ta KOHTPOJII0 NpoLecy.,
3.2.P.3.4. KOHTPO/b KPUTUUYHUX
CTagiih i NpoMiXKHOT NpoayKu,i,
3.2.P.3.5. Banigauis npouecy
Ta/abo 1ioro oujHKa, a came
NpoBeLEeHHSA KOHTPO/IIO 3a
nokasHukoM «CynpoBigHi
[LOMILLKM» Ha cTagil
Hepo3chacosaHOol Npoaykui. 3a
pesynbTaTamu OLiHKV BNNBY
cTafii «PacyBaHHA» Ha AKICTb
NpoAyKLil 3a NOKa3HMKOM
«CynpoBifHi AOMILLK/» BUKOHAHHS
NOPIBHAHHA pe3ynbTaTiB
NoKasHUKa SKOCTi, OTPUMaHUX Npu
KOHTpOni AN Hepo3dacoBaHol
npoayKuii i BUpo6neHNx 3 Hel
cepiin FN3. Pi3HnLs mix
OTpYMaHUMK pesynbTaTamm
BBaXKa€ETbCA CTATUCTUYHO
HEe3HaYMMOI0 AKLLO BUKOHYETHCA
NPSAMUIA KPUTEPI NPUAHATHOCTI
MiXn1abopaTopHOi 36iKHOCTI 3rigHO
WHO Technical Report Series
No0.961, 2011 Annex 7 WHO
guidelines on transfer of
technology in pharmaceutical
manufacturing, TO6T0 BifgHOCHa
pi3HWUA pe3ynbTarTiB KOHTPO/I0
Hepo3dhacoBaHOl Ta rotToBoil
npoaykuii Mae cknagatu He
6inbLue Hix 25 %. BigHocHa
Pi3HULA 3HaYeHb pe3ynbTaTiB
KOHTPOJTIO 33 MOKA3HNKOM
«CynpoBifHi AOMILLKM» ANS
Hepo3dghacoBaHOl Ta rotToBoil
npoAykKuii He NepeBuLLyE
BCTaHOBJIEHWI KpUTEPIii
NPUAHATHOCTI; 3MiHW | TUMY - 3MiHK
o posginis 3.2.P.3.3. Onuc
BUPOGHMYOro npoLecy Ta
KOHTPO/II0 npotecy., 3.2.P.3.4.
KOHTPO/Ib KPUTUMYHUX CTagIN i
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

npoMixHoi npoaykuii, 3.2.P.3.5.
Banigauis npouecy Ta/abo noro
OUjiHKa, a came 3MiHa cTpaTerii
KOHTPOJTIO NOKa3HMKa
«lgeHTudikayis» Ha
Hepo3dhacoBaHii NpoayKLii Ta
"N3. Y pitoviii pegakuii
peecTpaLiiHoro AoCbe KOHTPO/b
3a NOKa3HMKOM |aeHTudbikauis»
(meTogamun BEPX Ta TLUX)
3AiACHIOETbCS HA HepOo3(hacoBaHil
NpoAyKLii, a pesynbtatu
KOHTPOJTI0 NEepeHOCATLCA B
cepTudikat skocTi Ha N3,
3anponoHOBaHO TabneTku
Hepo3acoBaHi KOHTPOsIOBaTHK 3a
NOKa3HWKOM «laeHTudikauis»
metogom BEPX, a pesynbTatu
nepeHocATbCa y ceptudikar
AKocTi [N13; /13 KOHTPOETLCA
3a MOKa3HWKOM «lgeHTudikauis»
meTogom TLX; 3miHm | Tvny -
3MiHn go po3ginis 3.2.P.3.3. Onuc
BMPOBGHUYOro Npouecy Ta
KOHTPO/II0 npotecy., 3.2.P.3.4.
KOHTPO/Ib KPUTUYHUX CTagil i
npoMiXHoI npogykuii, 3.2.P.3.5.
Banigauis npouecy Ta/abo noro
OLjiHKa 3 HEOOXIAHICTIO YTOYHEHHSA
iHchopMmaL,ii CTOCOBHO HaHECEHHS
HOMepy cepii Ta TepMiHy
NpUAATHOCTI Ha cTagisx
«®dacyBaHHA» Ta «[laKyBaHHA»,
1140 06YMOB/IEHO TEXHOJIOTYHOHO
MOX/IMBICTIO HAHECEHHS HOMEPY
cepii Ta TepMiHy NnpuaaTHOCTI —
METOAO0M APYKY B [JOMNOBHEHHS A0
MeTOoAy HaHeCeHHs BiATUCKY;
3MiHM | Tuny - 3 po3giny 3.2.P.5.1
BW/Ty4eHO creumdikauito ans
KOHTPO/0 TabneTok
Hepo3dacosaHux Ta M3
MPOTSAroM BMBYEHHS CTabi/IbHOCTI.
HapaHo Creuundikauii nuwe ans
/13 Ha BUNYyCK Ta NPOTArom
TepMiHy npugatHocTi. KoHTporb
TabneTok Hepo3acoBaHmX
onuncaxuii y posginax 3.2.P.3.4. Ta
3.2.P.3.5. Cneundikauisi Ha
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMBYEHHS CTabi/IbHOCTI HagaHa y
po3gini 3.2.P.8.1; 3MiHu | Tuny -
3aTBepAXeHHa MKA N13
YKpaiHCbKOH MOBOO
86. [IOKOP 80 TabneTku, BKPUTI TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/8318/01/02
NNiBKOBOK 06GO/IOHKO, YKPAIHA"

no 80 mr/12,5 wr, no 10
Tabnetok B 6nicTepi; no
1,no0 3, no0 4 abono9
6nicTepiB y nayuj 3
KapTOHY

marepianis: 3MiHu | TURY -
BHECEHHS 3MiH 0 creuudikaui
/13 3a nokasHMKoM
«MikpobionoriyHa uncrtora», a
camve [ofaHO NPUMITKY LLOAO
nepiognYHOCTI NPOBEAEHHSA
KOHTPO/O — Ha NepLuiin cepii B
pouj i He piaLe, Hix Ha KOXHin 10
cepil; 3MiHM | TMNYy - 3MiHKM 80
po3giny 3.2.P.3.5. Banigauis
npouecy Ta/abo Ioro ouiHka y
3B'AA3KY 3 YTOUHEHHAM BUCOTYU
Tabnetkn ana npenapaty 4IOKOP
80, TabneTkun, BKpPUTI M/IBKOBOI
060/10HKOt0, No 80 mr/12,5 mr. 3a
nepiog, BMpo6HMLTBa Npenapary
crocTepiraeTbCa TEHAEHLISA 0
36iNbLUEHHS BUCOTU TabneTku B
3B'A3Ky 3 ONTUMI3aLjie0
napameTpiB po60T TabeTKoBOro
npecy; 3anponoHoBaHo: B1coTa —
Big 3,7 mm go 4,5 m (4,1 + 0,4 mm);
3MiHM | TUMy - 3MiHK 8O po34iniB
3.2.P.3.3. Onuc BUpo6HMYoro
npouecy Ta KOHTPO/o npoLecy.,
3.2.P.3.4. KOHTPO/Ib KPUTUYHUX
cTagiiii i NpOMiXHOT NpoAyKLii,
3.2.P.3.5. Banigauisi npouecy
Ta/abo iioro ouiHka, a came
NpOoBeEeHHA KOHTPOSIHO 3a
nokasHukom «CynpoBigHi
[LOMILLKM» Ha cTagil
Hepo3dhacoBaHOi NpoaykLii. 3a
pe3ynbTaTamu OLjiHKV BNIUBY
cTagii «dPacyBaHHA» Ha AKICTb
NpoAyKLUii 3a NOKa3HUKOM
«CynpoBifHi AOMILLKM» BUKOHAHHS
NOPIBHAHHSA pe3y/bTarTiB
nokasHuka SKOCTi, OTPUMaHUX Npu
KOHTPONI A1 Hepo3dhacoBaHoi
npoaykuii i BUpo6neHnx 3 Hel
cepiii FN3. PizHnusA Mix
OTpVYMaHUMW pe3ynbTaTamu
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

BBaXKa€ETbCA CTATUCTUYHO
HEe3HaYMMOH0 SKLLIO BUKOHYETbLCA
NPSMUIA KPUTEPIA NPUAHATHOCTI

MiXn1abopaTopHOi 36iKHOCTI 3rigHO

WHO Technical Report Series
No0.961, 2011 Annex 7 WHO
guidelines on transfer of
technology in pharmaceutical
manufacturing, TO6T0 BigHOCHa
Pi3HNLA pe3ynbTaTiB KOHTPOSIO
Hepo3dhacoBaHOl Ta rotoBoil
npoaykuii Mae cknagatu He
GinbLue Hix 25 %. BigHocHa
pi3HMLUA 3HAaYeHb pe3ynbTaTis
KOHTPO/IIO 3a NOKa3HUKOM
«CynpoBigHi AOMILLKM» AnS
Hepo3dhacoBaHOl Ta rotoBofl
NpoAyKuUii He nepesuLLye
BCTAHOBJIEHWI KpUTEPIi
NPUAHSATHOCTI; 3MiHW | TUNY - 3MiHK
4o posginis 3.2.P.3.3. Onuc
BMPOGHMYOro npoLecy Ta
KOHTpOsIto npotecy., 3.2.P.3.4.
KOHTPO/b KPUTUYHUX CTagil i
npoMixHoi npoaykuii, 3.2.P.3.5.
Banigauis npouecy Ta/abo ioro
OUjiHKa, a came 3MiHa cTpaTerii
KOHTPOJTIO NOKa3HMKa
«lgeHTudikayis» Ha
Hepo3dhacoBaHii NpoayKLii Ta
N3. Y pitovili pegakuii
peecTpaLiiHoro Aocbe KOHTPO/b
3a NOKa3HMKOM |aeHTudbikauis»
(meTtogamun BEPX Ta TLUX)
3iACHIOETLCS HA Hepo3(hacoBaHil
NpoAyKLii, a pesynbtatu
KOHTPOJTI0 NEepeHOCATLCA B
cepTudikat skocTi Ha N3,
3anponoHoOBaHO TabneTku

Hepo3dacoBaHi KOHTpOsIOBaTHK 3a

NOKa3HWKOM «laeHTudikauis»
metogom BEPX, a pesynbTatu
nepeHocATbCa y cepTudikar
AKocTi [N13; /13 KOHTPOETLCSA
3a MOKa3HWKOM «lgeHTudikauis»
meTogom TLX; 3miHm | Tvny -
3MiHM go po3ginis 3.2.P.3.3. Onuc
BMPOBGHUYOro Npouecy Ta
KOHTPO/II0 npouecy., 3.2.P.3.4.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/b KPUTUYHNX CTagin i
NPOMiXHOI npoAaykuii, 3.2.P.3.5.
Banigauis npouecy Ta/a6o iioro

OLliHKa 3 HEOOXIAHICTIO YTOUHEHHS
iHhopmaLLii CTOCOBHO HaHeCeHHs
HOMepy cepii Ta TepMiHy
npuaaTHOCTI Ha CTagisax
«®dacyBaHHA» Ta «[MakyBaHHA»,
LLIO 06YMOB/IEHO TEXHO/OTYHOO
MOX/IBICTIO HAHECEHHS HOMEPY
cepii Ta TepMiHy NpuaaTHOCTI —
MEeTOAO0M ApPYKY B AONOBHEHHSA [0

MeTOAy HaHeCeHHs BiTUCKY;

3MiHu | Tuny - 3 po3giny 3.2.P.5.1

BWy4eHO creuudikaito ans

KOHTPO/I0 TabneTok
Hepo3dhacoBaHux Ta 13
NPOTArOM BUBYEHHS CTaBiIbHOCTI.
HapaHo Cneuudikauii nuwe gns
'N13 Ha BMNyCK Ta NPOTArom
TepMiHy npugatHocTi. KoHTporb
TabneTok Hepo3dhacoBaHmx
onucaHwuii y posginax 3.2.P.3.4. Ta
3.2.P.3.5. Cneuudikauis Ha
BMBYEHHS CTabi/IbHOCTi HagaHa y
po3gini 3.2.P.8.1; 3MiHu | Tuny -
3aTBepAxeHHa MKA 113
YKpaiHCbKOH MOBOO

87.

AICTPEH

kancynu no 300 mr, no
10 kancyn y 6nictepi; no
3 6nictepn y Kopobui 3
KapTOHY

X. Ypiak i KomnaHis,
C.A.

IcnaHis

X. Ypiak i KomnaHis,
C.A.

IcnaHis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NikapCbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO /likapCbKoro 3acoby;
CYMYTHS 3MiHa - 3MiHW 3 SKOCTI.
["oTOBWMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHA roTOBOrO
nikapcbkoro 3acoby (iHWi 3mMiHK Yy
mMeToAax BunpobyBaHb
(BKTrovatoum 3amiHy abo
[OMOBHEHHS))- BHECEHHSA
HEe3Ha4YHMX 3MiH 40 po3giny
«MikpobionoriyHa yncrora» B
crneundikauii Ta metTogax
KOHTpON skocTi /13 BHacnifgok

3a peyenmom

UA/9509/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
npuBELEHHS Yy BiANOBIAHICTb A0
njtoyoro BugaHHa oY
88. AONriT® refb renb, 50 mr/r, no 20 1 [Jonoprit 'm6X i Ko. HimeuunHa BAB IHCTUTYT Himeuunna BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/4117/02/01

abo no 50 r, a6o no 100
r B Ty6i, no 1 Ty6i B
KapTOHHI Kopo6Lyi

K

ririeHn Ta
3abe3neyeHHs
AKkocTi FM6X,
HimeuunHa
(koHTpO/Ib cepii
(mikpobionoriyHi
BMNPOGYBaHHS));
'BA ®apma N'vbX,
HimeuunHa
(koHTpoOsb cepii
(Qi3nUHUIA/XIMIYHNIA)
); fonoprit TM6X i
Ko. KI, HimeyunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTpOsb cepii,
BMnyck cepii); Ap.
Talicc HatypBapeH
'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
Ta BTOPVHHE
nakysaHHs); Ap.
Taiicc HatypsapeH
mM6x, Himeuunna
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b cepii);
MikpobBionori
Kpemep Mv6X,
HimeuunHa
(koHTpoOsb cepii
(mikpobionoriyHi
BMNPOOYBaHHS))

Marepianis: 3mMiHu | TMny - 3MiHN 3
siKocTi. FoToBWIA Nnikapcbkuii 3aci6.
KOHTPO/Ib AONOMIDKHUX PEYOBUH -
OHOBJIEHHA PO3AiNny
3.2.P.4.KOHTpONb JONOMIXHUX
peyoBUH (HagaHO akTyasibHi
cepTudpikaTy aHaslisy Ta BHECEHO
pepakLiiHi 3MiHM 6e3 3MiHK
3MICTY); 3MiHU | TURy - 3MiHK 3
sKocTi. [oToBwWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3aco6y - OHOB/IEHHS pPO34iny
3.2.P.6.CtaHgapTHi 3pa3ku Ta
npenaparu (HagaHo akTyasibHi
cepTuguikaTn aHanizy Ta BHECEHO
peAakuiiHi 3MiHM 6e3 3MiHK
3MICTY); 3MiHu | Tuny -
[OMOBHEHHS NOKa3HMKa
«JJOMiLLKM» BU3HAUYEHHSIM HOBOI
LOMiLLKM i6ynpodheHy
MOHOriLepuay 3 KpUTepisaMm
nNpuAHATHOCTI < 0,2% y
cneumdikauii Ha Bunyck Ta < 1,3%
y cneyucpikauii Ha TepMiH
npuAaTHOCTI | K HacnNifoK
3MIHIOETBLCA CyMma BilOMUX
OOMILLIOK Ta cyma
BiJOMWNX/HEBIAOMUX [OMILLOK Y
crneundikaLisx Ha BUNycK Ta
TEePMiH NPUAATHOCTI; 3MiHW | Tumy -
3MiHEHO YacTOTy BUNPObYyBaHHS
3a nokasHvkoM «MikpobionoriyHa
ynucToTa» B cneumdikadii Ha
TEepMiH NpVAATHOCTI;
3anpornoHoBaHo: NepeBipsETLCA
Ha noyatky Ta B KiHLeBIli TouLy;
3MiHW | TUMY - 3MiHW B @aHaNiTUYHIl
MeToAWLj 38 NOKa3HMKOM
«laeHTudbikauis gito4oi peyoBuHU.
16ynpocheH» metogom BEPX
(nepernsiHyTo ONMUC NPUrOTYBaHHS
PO34nHIB, 6€3 3MiHW KiHLEBOT
KOHLeHTpaLii Ta nepebyaosa
po3giny 3 MEeTO KpaLloro
PO3YMiHHS); 3MiHK | TUNY - 3MiHK B
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

aHa/TITMYHIN MeToauLi 3a
NnoKa3HUKOM «BmicT gitouoi
peyoBuHu. |6ynpotheH» MeToaomM
BEPX (nepernsiHyTto onuc
NPUroTYBaHHSA PO34MHIB, 6€3 3MiHK
KIHL,EBOI KOHLeHTpauii,
nepebyaosa po3giny 3 MeTo
KpaLLoro po3yMmiHHs,
KOpekTyBaHHS iHdopmaLiii
BigNoBigHO A0 Banigauii Ta
3MiHEHO hopMy/1y PO3paxyHKy);
3MiHU | TUNY - 3MiHW B aHaUTITUYHIlA
MeToANLi 38 NOKa3HNKOM
«Jomilkn» metogom BEPX
(nepernsHyTO ONUC NPUrOTYBaHHSA
PO34uHIB, 6€3 3MiHU KiHLEBOT
KOHUeHTpaLuji, nepebynosa
po3ziny 3 METOH KpaLoro
PO3YMiHHS, KOPEKTYBaHHS
iHcbopmauii BignoBigHO A0
Bavlifauji Ta 3miHeHO chopmyny
pO3paxyHKy); 3MiHW | TUMY - 3MiHK
B aHaiTUYHIn MeToauLi 3a
NOKa3HNKOM «[JOMILLKU» METoA0M
BEPX cToCOBHO BM3HaUYeHHsA
HEBIJAOMUX JOMILLOK (MepernsiHyTo
OnnC NPUroTyBaHHSA PO34unHIB, 6e3
3MiHM KiHL,EBOI KOHLeHTpauii,
KOpPEeKTyBaHHS iHhopmavii
BiANOBIAHO A0 peBanigauii Ta
3MiHEHO hOpMYyTy PO3paxyHKy);
3MiHU | TUMY - 3MiHW B @aHaNiTUYHIl
MEeTOAUL 3a NOKAa3HNKOM
«Jomiwkn» metogom NX 3
NoyM’AHO-iOHI3aLiiHM
[EeTeKTOPOM CTOCOBHO
BM3HAYEHHS AOMILLKM iGynpodeH-
i3onponinosuii ecpip (nepernsHyTo
OnnC NPUroTyBaHHSA PO3uunHIB, 6e3
3MiHM KiHL,EBOI KOHLeHTpauii,
KOpPEeKTyBaHHS iHdhopmavii
BiANOBIAHO [0 peBanigauii Ta
3MiHEHO hOpMYy/Ty PO3paxyHKy);
3MiHW | TUNY - 3MiHW B
anbTepHaTVBHIA MeToauLi 3a
nokasHukoMm «lgeHTudikauis
Aito40i pevoBUHW. 16ynpodeH»
meTogom TLIX (npo6onigrotoska
6e3 3MiHM KiHLEeBOT KOHLIeHTpaLii,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nopsSA0K NPOBEAEHHS aHani3y,
[ofaHo ab63al, Woao OLiHEHHSA
pesynbTaTiB); 3MiHun | TNy -
OHOBJIEHHSA po3gainy 3.2.P.7.
Cuctema ynakoBka/ykynopka
(HapaHo akTyasnbHi cepTuddikatin
aHanily Ta BHECEHO pefakLiiiHi
3MiHW 6€3 3MiHW 3MICTY); 3MiH |
TUMY - OHOBJ/IEHHS 3aCTOCOBAHOIO
30BHILLUHBOrO 3aXMCHOrO JlaKy
Ty6u; 3MiHu Il TUNY - PO3LUMPEHHSA
HDKHBOT MeXi 3a MOKa3HUKOM
«KinbKicHe BU3HAYeHHS
ibynpodeHy» y cneuudikauii Ha
TepMiH NpuaaTHoCTI
(3anponoHoBaHo: — 10%, + 5%);
3MiHu | TUNy - po3WwMpeHHs
HKHBOT A0NYCTUMOT MeXi 3a
nokasHukom «leHeTpauis» B
crneundikaLisx Ha BUNycK Ta
TEPMiH NPUAATHOCTI; 3MiHu |l Tuny
- PO3LUMPEHHST JOMYCTMMOI MEXi
[LOMiLLKM i6ynpodheH-
i3onponinosuii echip B
cneyudikaLii Ha TepMiH
NpWAATHOCTI i K HacnifoK
3MIHIOETBLCA CyMa BijOMUX
OOMILLIOK Ta cyma
BiJOMUX/HEBILOMUX AOMILLOK Y
cneuucpikaLii Ha TepMiH
NpUAATHOCTI

89.

LOMPUJ®SR

Tabnetku,
NPOJIOHroBaHoi Aji no 30
mr, no 10 TabneTok y
6nictepi; no 1 a6o no 3
6nicTepy B KapTOHHI
ynakoBLi

TOB "KYCYM ®APM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpasieHo
TEXHIYHY NOMW/IKY B N.6 "lHwe"
TEKCTY MapKyBaHHA NepBUHHOT
ynakoBKU NiKapcbKoro 3acoby;
3anpornoHoBaHo: "Jlorotun
KOMMaHii HasiBHWI Y MapKyBaHHS
nicns HanMcaHHA YKpaiHCbKO
MOBOIO HaHeCeHO iHdhopmallito
LLI0A0 NO3HaYeHb OANHULL
BVMIpIOBaHHS /TATUHCLKOK MOBOH)
BignosigHo Ao Hakasy MEPT
Ne914 mr (mg)". 3azHaueHe
BUNpaB/eHHs Bignosigae
marepianam peecTpauiiHoro
[0Cbe

3a peyenmom

UA/8976/03/01
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n/n

HasBa

JliKapcbKo20

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

90.

JOHOPMIN

Tabnetkv wunyyi no 15
Mr; no 10 Tabnetok y
Ty6i; no 1 abo 2 Ty6u B
KapTOHHI Kopo6Lyi

YMNCA CAC

®paHLis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
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
thapmakoHarnagy B YKpaiHi, AKLo
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
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy: NponoHosaHa
pepaxuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
dhapmakoHarnsgy

Ne 10 — 6e3
peyenma;
Ne 20 — 3a
peyenmom

UA/7213/01/01

91.

JOHOPMIN

TabneTtky wmnydi no 15
mr; no 10 TabneTok y
Ty6i; no 1 abo 2 Ty6u B
KapTOHHI Kopo6Lyi

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBfieHo
TEeXHIYHY NOMWUSIKY Y TEKCTI
MapKyBaHHS yNakoBK/ NikapCbKoro
3aco6y Ne 20.
3AMNPOMNOHOBAHO: 14.
KATEFOPIA BIAMYCKY
BignyckaeTtbcs 3a peyentom.
3a3HaueHe BUMpaBeHHs
Bignosigae apxiBHUM MaTepianam
peecTpavuiiiHoro gocbe

Ne 10 — 6e3
peyenma;
Ne 20 - 3a
peyenmom

UA/7213/01/01

92,

[NOP30MT M/OC

Kpanni O4Hi, pO34nH; No
5 mn y chnakoHi-
KpanenbHuui Ta
KapTOHHI nayui

EnEnCi Pomdpapm
KomnaHi [xopoxuns

Ipysia

K.T. Pomdhapm
Komnani C.P.J1.

PyMmyHis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpasieHo
TEXHIYHY NOMW/IKY B po3idini 2.
KINIbKICTb [04OI PEHOBWHM

3a peyenmom

UA/17872/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TEeKCTYy MapKyBaHHS 30BHILLIHbOT
yNakoBKM NiKapCbKoro 3acoby;
3anponoHosaHo: "1 MmN kpanesnb
OYHMX, PO3YMHY, MICTUTb 20 Mr
nopsonamigy y Burnagi 22,26 mr
nop3onamiay rigpoxnopuay i 5 mr
TMmornony y Burnagi 6,84 mr
TMMonony maneary"

93.

APAMIHA®

Tabnetkv no 50 mr, no 5
abo no 10 TabneTok y
6nictepi; no 1 6nictepy
Y KapTOHHI kopobuj

AppaH-TaneHcobkuin
Na6opartopiin 4.4,

Xopsaris

AnpaH-IaneHcobkuin
Na6opaTtopiin 4.4,

Xopsaris

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 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, YNOBHOBaXeHOT|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaini

6e3 peyenma

UA/8430/01/01

94.

EBKONEK

cynosuTopii no 0,05,
no 5 cynosutopiis y
6nictepi, no 1 a6o 2
6nicTepy y navui

MpvBaTHe aKuioHepHe
TOBapucTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapuCTBO "J1ekxiMm
- Xapki"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXe 3aTBEPAKEHOro TEKCTY
MapKyBaHHS, BHECEHHS 3MiH [0
po3giny “MapkyBaHHs” MKA N13:

3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpAXeHOro
TEeKCTY MapKyBaHHs. 3MiHU
BHECEHi B TEKCT MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEHHS OAVHNLb
BUMIpIOBaHHS y cuctemi Sl.

6e3 peyenma

UA/3682/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BeeieHHst 3MiH npoTarom 3-x
MicALiB Nicna 3aTBepAKeHHs

95.

EBKOJEK

cynosuTopii no 0,05 r, in
bulk Ne 1000: no 5
cynos3uTopiiB y 6nictepi,
no 200 6nicTepiB y
ALWKY

MpuBaTHE akujioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapuCcTBO "J1eKxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXE 3aTBEPAXKEHOro TEKCTY

MapkyBaHHs in bulk: Ne 1000: no 5

cynosuTopiiB y 6aictepi; no 200
6nicTepiB y AWKy (BHECEHHSA
no3HavyeHb OAMHULb

BVIMIPIOBaHHS, 3 BUKOPUCTaHHAM

niTep natuHcbKoro andasity,

TOLLLO); BHECEHHS 3MiH 10 po3ainy

“MapkyBaHHA" MKA N3:
3anpornoHoBaHo: MAPKYBAHHA.
BignosigHo o 3aTBEpAXEeHOro
TEKCTy MapKyBaHHs. BignosigHo
[0 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS, L0 AO0AAETHCS.
3MiHWN BHECEHI B TEKCT

MapKyBaHHS YNakoBKV NikapCbKoro

3aco06y o0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 3-x

MicALB Nicnsa 3aTBepAKeHHs

UA/13823/01/01

96.

EK3EMECTAAH
AKKOP/, 25

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 25 mr; Ne 15: no 15
TabneTtok y 6nictepi; no
1 6nicTepy B KAPTOHHIi
kopo6ui; Ne 30: no 15
TabneTtok y 6nictepi; no
2 6nicTepn B KAPTOHHIi
kopo6ui; Ne 90: no 15
TabneTok y 6nictepi; no
6 6ricTepiB B KAPTOHHIN
Kopo6ui; Ne 100: no 10
TabneTtok y 6nictepi; no
10 6nicTepis B
KapTOHHI Kopo6Lyi

AKKopfA, Xesickea
Nimiteq

Benvka
BpuTtaHis

AKKoppA, Xesnckea
Nimiten, Benvka
BpuTtaHisi (BTOpUHHE
nakyBaHHS;
BiANOBiAa/IbHWIA 3a
BMNyCK cepil);
AKKOPA-tOKEM
NIMITEL, Benvka
BpuvTtaHisi (BTOpUHHE
nakyBaHHs); AJ1IC
NABOPATOPIC
(FOKEWM) NIMITEL,
Benuka BpuTaHis
(KOHTpPOJIb AKOCTI);
ACTPOH PECbOPY
NIMITEA, Benuka
BpuTaHis (KOHTpO/ib
sAKocTi); BeccniHr
Xanrepi K.,
YropmHa
(KOHTPOSIb AKOCTI);
IHTac

Benvika
BputaHis/
YropumHa/
IHAis/ Yexis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapMakoHarnsgy - BHECEHHS 3MiH
[0 po3ainy «MapkyBaHHA» MKA
na:

3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. OHOB/IEHHSI TEKCTY
MapKyBaHHS! YNakoBKW J1ikapCbKOro
3aco0y 3 BHECEHHSIM iHchopMmalyii
LLI0A0 3a3HaYEHHS OANHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCAILiB MicNs 3aTBEPKEHHS.

3a peyernmom

UA/15435/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dapmacboTuKesnc
Nimiten, 1HAiA
(BPO6GHMLTBO
roTOBOro
niKkapcbKoro 3acoby,
nepBuHHa, BTOPUHHA
ynakoBka, KOHTPO/1b
AKOCTI cepil);
NNABOPATOPI
OYHAACIO JAY,
IcnaHist (KOHTpOsb
sKocTi); TOB ANIC
Yecbka Pecnybnika,
Yexisl (KOHTpOSb
AKOCTI)

97.

EK3EMECTAAH
AKKOPJ, 25

TabneTkn, BKpUTI

NNiBKOBOK 0B60/I0HKOIO,

no 25 mr; Ne 15: no 15

TabneTok y 6nictepi; no

1 6nicTepy B KAPTOHHIi
Kopo6ui; Ne 30: no 15

TabneTok y 6nictepi; no
2 6nicTepy B KAPTOHHIi

Kopo6ui; Ne 90: no 15

TabneTtok y 6nictepi; no
6 6nicTepiB B KAPTOHHIi

Kopo6ui; Ne 100: no 10

TabneTok y 6nictepi; no

10 6nicTepiB B

KapTOHHI Kopo6Lyi

AKKopf Xesnckea
Nimiteq

Benuka
BputaHis

Akkopfa Xenckea
NimiTen, Benvka
BputaHis
(BignoBiganbHWiA 3a
BUNyCK cepil);
AKKoppg, Xesnckea
NimiTen, Benvka
BpuvTaHis (BTOpUHHE
nakyBaHHs);
AKKOP[-tOKEW
NIMITEL, Benuka
BpuTtaHis (BTOpMHHE
nakyBaHHs); AJ1IC
Nab6opaTtopic
(FOKew) Nimites,
Benuka BpuTaHis
(KOHTpPOSIb AKOCTI);
ACTPOH PECbOPY
NIMITEL, Benvka
BpuTaHis (KOHTpOsib
AKOCTI); BeccniHr
Xanrepi KdoT.,
YropLmHa
(KOHTPO/b SKOCTI);
IHTac
dapmMacbloTukenc
Nimiteq, HAia
(BMpPOGHMLTBO
roToBOro
niKkapcbKoro 3acooby,
nepBuHHA, BTOPUHHA
ynakoBka, KOHTPO/b
AKOCTI cepii);
JlabopaTtopi

Benuka
BputaHis/
YroplmHa/
IHais/ Yexis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) -
BUMNPaB/IEHHS TEXHIYHMX MOMUIIOK,
3rigHo nn.4 n.2.4. posginy VI
Hakaly MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pesakuii
Hakady MO3 YkpaiHu Big
23.07.2015 p Ne 460) — noMunku
noB'A3aHi 3 nepeknagomMm abo
nepeHeceHHsaM iHcbopmaw,i, ki
6ynu gonyLeHi nig yac
npoBefeHHsA npoLeaypu
peecTpavuii nikapcbkoro 3acoby
(Haka3 Ne989 Big 21.09.2016p.). Y
po3aini Cknaj MeToaiB KOHTPO/IO
sKkocTi /13, 6yna gonylieHa
nomuska, ABivi BkasaHa Ha3sa
NAiBKOBOTO MOKPUTTA TabneTku.
JonyuieHa nomuaka npu
NOCWNaHHI Ha MeTof, BU3HaYEHHS,
y Cneuudikauii Ha MOMEHT
BMNYCKY Ta Ha TEPMIH
NPWAATHOCTI, AN5 NOKa3HUKa
«laeHTUiKaLis TuTany giokeuay»
3aMiCTb «BHYTPILLHA METOAMKa»,
NOMUJIKOBO 3a3HayeHo «Ph.Eur.
2.2.29». 3a3HayeHe BUNpaB/IEHHSA
BiAnoBigae marepianam
peecTpauiiHoro Aocke SKi
npeacTasneHi B apxisi. B
opuriHasIbHMX MaTepianax

3a peyernmom

UA/15435/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

®yHpacio JAY,
IcnaHist (KOHTpO/b
sKocTi); TOB ANIC
Yecbka Pecnybnika,
Yexiss (KOHTpOSb
AKOCTI)

3a3HaveHo: «In-house»

98.

EHANANPUNY
MAJNEAT

KpUCTanivyHuin MopoLIoK
(cybeTaHuin) y
nonieTneHoBmx
nakeTtax Ass
dhapmaL,eBTU4HOro
3aCTOCYyBaHHSA

ToBapucTBO 3
06MexeHot
BiANOBIAA/TIbHICTIO
"®apmaveBTnyHa
KoMnaHisa "3go0pos'a”

YKpaiHa

WKEL3SH
XYAXAN
®APMACBIOTIKAN
KO., NTA.

Kutaii

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiZANOBIAHOCTI EBpONechbkili
thapmaxkonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTuikaTa BignoBigHOCTI a6o
BWYYEHHS 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) -
OHoBReHwWit cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOBJ/IEHOrO cepTudiikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2000-
053-Rev 05 (3atBepgxeHo: R1-
CEP 2000-053-Rev 03) ans
Aitoyoi pevosuHY Enalapril
maleate Bif BXe 3aTBEpAKEHOro
BMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. Kutai, sik
HacnifoK yTOYHEHHS
HaliMeHyBaHHS Ta agpecu
BMPOBOHUYOT AiNbHULL, NPUBEAEHHSA
cneuudikaLii Ta MeToaiB
KOHTPOJTIO AKOCTi 3& MOKa3HUKOM
«3a/ULLKOBI KifIbKOCTI
KaTasnisatopy» o sumor CEP;
npvBeAeHHs METOAIB KOHTPOSIO
akocTi A®I 3a NoKasHUKOM
«3a/TNLLKOBI KifIbKOCTi OpraHivyHmnX
PO34MHHMKIB» A0 BUMor CEP

UA/12186/01/01

99.

ECTPAMOH 50

nnacTtvp
TpaHcaepmanbHuii, 50
Mkr/go6a no 1 nnactupy

CaHpo3s
dapmacbloTikans g.4.

CnoBeHis

lekcan Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
L1010 6e3nekn/edpekTMBHOCTI Ta

3a peyenmom

UA/5035/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B NakeTuky; no 6
NaKeTUKIB y KapTOHHIi
KopoobLi

chapmakoHarnsgy - OHOBNEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy
“MapkyBaHHA" MKA N3.
3anponoHosaHo: MAPKNPOBKA
CornacHo yTBepXAeHHOMY TeKCTy
MapKvupoBK1. TepMiH BBeAeHHs
3MiH - NpOTArom 6 Micsuis nicns
3aTBEPIKEHHS

100.

EXIHALUEI
nyPMyPOBOI
HACTOWKA

HacTolika (cybcTaHuis) B
60uKkax noniMmepHUx ans
BMPOGHMLITBA
HecTepuIbHNUX
nikapcbkux popm

MAT "ranuudpapm”

YKpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3miHa y 6e3nocepepHiii
ynakoBLi A®| — BHECEHHSA 3MiH 40
mMarepianis peecTpaujiiiHoro
[0CbeE, 3 BiANoBigHMMMN 3MiHaMKN
00 p. «Ynakoska» MKA N13, a
came YTOYHEHHS Onucy ynakoBku
(6e3 3a3Ha4YeHHs1 KOHKPETHOT
KiNbKOCTi cybcTaHUil y 60ukax
noniMepHuX); 3anpornoHoBaHo: B
60uKax nonimepHux. Ha 6ouky
Hak/1ewTb eTUKETKY

UA/12517/01/01

101.

EXIHALESA -
NYBHUDAPM

TabneTkn, BKpUTI
060/10HKO0, N0 100 Mr;
no 10 TabneTtok y
6nicTepi; no 2 abo 3
6nictepy y nauui 3
KapTOHY

AT "ly6Hnchapm"

YKpaiHa

AT "Jly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsa roTOBOrO J1iKapCbKOro
3ac006y (36ibLUEHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKaPCLKOro
3acoby) - 1 ToproBoi ynakoBku
(niaTBEPOKYETHCA AAHUMU
peasnibHOro Yacy) - 36iNbLUeHHs
TepMiHy NpMAATHOCTI FOTOBOTO
nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[,0BrOCTPOKOBUX A0CAIAXEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMmiH
npuaaTHOCTI 2 poku
3anponoHoBaHo: TepMiH
npuaatHocTi 3 pokun (BBeAeHHs
3MiH NpoTArom 6-Tn Micauis nicns

6e3 peyenma

UA/6079/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHHS)

102.

EXIHALEA-TEBA

Tabnetku no 100 mr no
10 TabneTok y 6nicTepi;
BTOpWHHA no 2 abo 5
6nictepiB y Kopobui

TOB «TeBa YKpaiHa»

YKpaiHa

Mepknie M'meX
(BPO6GHMLTBO
Hepo3dacoBaHOro
NpPoOAYKTY, A03BiN Ha
BWMNYCK Cepil;
nepBuHHa Ta
BTOPWHHA yNakKoBKa,
KOHTPO/1b SIKOCTI)

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: yTO4YHEHHA
HanucaHHA 3asiBHUKA B HaKasi
MO3 YKpaiHu
Ne 2779 Big 02.12.2020 B npoveci
BHECeHHs 3MiH. Pefakuisi B Hakasi:
patiothapm M'm6X, HimeuyuunHa.
BipHa pegakuin: TOB "TeBa
YKpaiHa", YKpaiHa.

6e3 peyenma

UA/3712/01/01

103.

€BPO3NANM

MOPOLLOK AN iH'eKUi No
1,01, 1 a6o 10 gpnakoHiB
3 MOPOLLKOM Y KapPTOHHIl
KopooLi

€Bpo Navichkep /T

Benvka
BpuTanis

EiCiEc [o6dap
C.M.A.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3mMiHu | TMny - 3MiHN 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO /likapCbKoro 3acoby;
CYMYTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHWi 3mMiHW y
mMeToAax BunpobyBaHb
(Bkrovatoum 3amiHy abo
nonoBHeHHs)) (B.11.r.2. (r) 1B6)
npuBELEHHS Y BiANOBIAHICTb
TeKCTy cneumdikauii Ta MeTogiB
KOHTPO/O SIKOCTI, LLLO 3aTBEPOXKEHI
B YKpaiHi [0 TeKcTy,
3aTBepXEeHOro B KpaiHi
BUPOGHMKA

3a peyenmom

UA/14073/01/01

104.

30/TIEAPOHOBA
KACNOTA-BICTA

KOHLeHTpaT A1
PO3uunHy ans iHdysin, 4
mr/5 mn 1 conakoH 3
KOHL,EHTPaTOM Y
KapTOHHI Kopo6Lyi

MicTtpan Kenitan

MenemxmeHT flimiTeq

AHrnis

Baet ®apma, C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKM

NiKapCbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13™:
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapkKyBaHHS. BBegeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns

3a peyenmom

UA/14456/01/01
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Hassa
JliKapcbKo20
3acoby

n/n

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa

105.

ynakoska)

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

IBOHIA3NA

Tabnetkn no 100 mr, no
10 TabneTok y 6nicTepi;

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-

YKpaiHa

My6niyHe

YkpaiHa

3aTBepKeHHA

106.

I30HIA3MN]A,

no 5 6nictepiB y nauui

Tabnetku no 200 mr, no
10 TabneTok y 6nicTepi;

TOBapuUCTBO "HaykoBo-

BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
XimiKo-
hapmaLeBTUUHNI
3asopg"

My6niyHe akuioHepHe

YKpaiHa

akujioHepHe
TOBapWCTBO
"HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3ason"

My6niyHe

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy

“MapkyBaHHA" MKA N13.
3arBepaKeHo: MapKyBaHHs. TekCT

MapKyBaHHS YNakoBK/ AOAAETHCS.

MpumiTka. MapkyBaHHsA
NiKapcbKoro 3acoby, noro gnsaiH
noAalTbLCA YKPAIHCLKOK Ta
pOCiiicbKoo MOBamu, a npu
peanizauii npenapaTy Ha ekcnopT
—MOBOI0, 06YMOB/EHOIO B

KOHTpaKTi, Y BiNOBIAHOCTI 3

peecTpauiinHum foCkE, sike

chopmoBaHe 3a BUMOramm

KpaiHu-imnopTtepa i 3aaBneHo nig,
yac peecTpauii B peecTpauiiHi

opraHu KpaiHu-imnoprepa.
3anponoHoBaHo: MapKyBaHHs.

BignosigHo fo 3aTBepAXeHOro

TEKCTY MapKyBaHHS ynakoBKu.

TepMiH BBEAEHHS 3MiH NPOTAroM 6

MicsILiB Nicns 3aTBEPAKEHHS

3a peyenmom

UA/3624/01/01

no 5 6nicTtepis y nauui

BMPOGHUUUIA LLEHTP
"BopLuariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3asofg”

akuioHepHe
TOBapUCTBO
"HaykoBo-
BUPOGHNUNIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3asofa”
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BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarfsgy - OHOBJIEHHSA
TEKCTYy MapKyBaHHs ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3gainy
“MapkyBaHHs" MKA N3.
3arBepakeHo: MapkyBaHHSA. TekcT
MapKyBaHHS! yNakoBKU [OAAETbCS.
MpumiTka. MapkyBaHHsA
nikapcbKoro 3acoby, lioro aAn3aiH
noAaloTbCA YKPAIHCLKOK Ta
pOCificbKo0 MOBamu, a npu
peanizauii npenapaTy Ha ekcnopT

—MOBO, 06YMOB/IEHOO B

3a peyernmom

UA/3624/01/02




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPaKTi, y BignoBigHOCTI 3
peecTpauiiHim [OCbE, ke
chopMoBaHe 3a BUMMOramu
KpaiHu-imnopTepa i 3asB/1eHO Mg,
yac peecTpauii B peecTpauiitHi
opraHu KpaiHu-imnoprepa.
3anponoHoBaHo: MapKyBaHHS.
BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHS ynakoBKU.
TepMmiH BBEZlEHHS 3MiH NPOTSArom 6
MicALiB Nica 3aTBepAKeHHs

107.

IMYCTAT

TabneTkn, BKPUTI
060/10HKOI0, Mo 50 mr,
no 10 TabneTtok y
KOHTYPHIli YapyHKOBI
ynakosui; no 1
KOHTYpHIli YapyHKOBI
ynakoBLi y nayui

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapMakoHarnisgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. 3amiHa po3giny «[padiuHe

0hOpMNEHHS YNaKOBKM» Ha

«MapKyBaHHS» B 3aTBEPMAKEHNX

MK#A J13. 3anponoHoBaHo:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH npoTarom 6 micsAuiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/9052/01/01

108.

IMYCTAT

TabneTku, BKPUTI
060/10HKO10, No 100 wmr,
no 10 Tabnetok y
KOHTYpHIli YapyHKOBI
ynakosui; no 1
KOHTYPHIli YapyHKOBI
ynakoBLi y naywi

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy - OHOBJIEHHSA

TEeKCTYy MapKyBaHHS ynakoBK/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. 3amiHa po3giny «IpadivHe

0hOPMNIEHHS YNAKOBKN» Ha

«MapKyBaHHS» B 3aTBEpPAXEHMNX

MK$ N13. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBEEHHS
3MiH NpOTArom 6 Micsuis nicns
3aTBEPIKEHHS

6e3 peyenma

UA/9052/01/02

109.

IHPJTAMIH

Cyno3nTopii pekTasbHi

MpuBaTHe akLioHepHe

YkpaiHa

NpuBatHe

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/7390/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

no 0,015r, no 5
Cyno3uTopiiB y 6nicTepi;
no 2 6nictepu y navui 3
KapTOHY

TOBapUCTBO "flekxim-
Xapkis"

akujioHepHe
TOBapucTBO "J1eKXiM
- Xapkis"

marepianis: 3MiHu | TUAY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmMakoHarnagy - OHOB/IEHHS
BXE 3aTBEPAXKEHOro TEKCTY
MapKyBaHHS /15 Ta BHECEHHS
3MiH o po3giny MKA
«MAPKYBAHHS». MNponoHoBaHa
pepakuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTY MapKyBaHHS. 3MiHu
BHECEHi B TEKCT MapKyBaHHS
yNaKkoBKM NiKapcbKoro 3acoby
LLOA0 3a3HAaYEHHS OOVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 3-x
MiCSLIB NicNs 3aTBEPAYKEHHS

UA/7391/01/01

110.

IHO/TAMIH

CYNo3uTOpIi peKTasibHI
no 0,015, in bulk Ne
1250: no 5 cynosuTopiis
y 6nictepi; no 250
6nicTepiB y ALMKY

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“J1eKxiM
- XapkiB"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXe 3aTBEPA)KEHOro TEKCTY
mapkyBaHHs in bulk: Ne 250 (no 5
cynosuTopiis y 6nictepi; no 250
6nicTepiB y ALWMKY) (BHECEHHS
no3HaYeHb OAMHNLbB
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTMHCbKOro andgasity) Ta
BHECEHHS 3MiH 40 po3giny MKA
«MAPKYBAHHS». MNponoHoBaHa
pegakuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTy MapkyBaHHsA. Ons
nikapcbKoro 3acoby y chopmi in
bulk: BignosigHo go
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, WO AOAAETHCS.
3MiHV BHECeHi B TEKCT
MapKyBaHHS yNakoBK/ NikapCbKoro
3aco6by LW040 3a3HaYEHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHS 3MiH NpoTAroM 3-x
MicsILiB Nicns 3aTBEPAKEHHS

UA/10175/01/01

111.

IHONNAPAKC

ma3b no 15rabo 25,
abo50r, abo 100 ry
Ty6i; no 1 Ty6i y
KapTOHHI Kopo6Lyi

ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"®apmavueBTnyHa
KoMnaHis "3g0pos'a”

YKpaiHa

ToBapucTso 3

06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
BWyYEHHS BUPO6HUKa AdI
amikaumHy cynbdaty Zhejiang
Yongning Pharmaceutical Co.,

Ltd., China. BUpo6HWK, L0

3a peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anmwmBcs (Shandong Anxin
Pharmaceutical Co., Ltd., China),
BVKOHYE Ti X cami pyHKLT, LLO i
BW/TyYEHUIA; 3MiHK | TUMY - 3MiHa
Ha3BW Ta agpecu BUpobHuka AdI
amikauuHy cynbdarty 3 Qilu
Tianhe Pharmaceutical Co., Ltd.,
China Ha Shandong Anxin
Pharmaceutical Co., Ltd., China,
6e3 3MiHU MicLa BUPOBGHNLTBA;
3anpornoHoBaHo Shandong Anxin
Pharmaceutical Co., Ltd., China
No. 849 Dongjia Town, Licheng
District, Jinan, China; 3miHu | Tuny
- BHECEHHS HE3HAYHWX 3MiH Y
MeToAax BXiHOro KOHTPOJIIO Ha
Ad| AmikauunHy cynbdarty 3a n.
«KinbkicHe BU3HauYeHHs», a came:
[IONOBHEHHSA METOAVKMN
napameTpamu xpomatorpadivyHol
cucTeMu, 3MiHM B ymoBax
npugaTHoCTi xpoMatorpadivHoi
CUCTEMM Ta PO3PaxyHKOBUX
dopmynax

112.

IHONYBAK®
(INFLUVAC®)
BAKUMHA ANs
MPO®INAKTUKA
revny,
NOBEPXHEBUN
AHTUIEH,
IHAKTUBOBAHA

CycneHsis ons iH'ekuii;
no 0,5 mn cycneHsii gns
iH'eKLi y nonepesHbO
HarnoBHEHOMY
0[1HOPa30BOMY LUNPULL;
no 1 a6o 10 wnpwuyis y
KapTOHHI Kopo6Lyi

AG6OTT bionoaxikans
B.B.

HigepnaHngu

ABGOTT
Bionopxikans b.B.

Higepnavgu

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
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
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
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIA&/ILHOT 32
hapmakoHarnsag.
[MponoHoBaHa pegakuis: Thomas

3a peyenmom

UA/13027/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a hapmakoHarnsg
113. | IPUHOTEKAHY KOHLeHTpaT AN MprBaTHe akuioHepHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/15576/01/01
riaPoxnopPupg PO3UunHy ANs iHAY3il, TOBapUCTBO "Jlekxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
20mMr/mn no 2 mn abo no Xapkis" TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
5 mny cpnakonax; no 1 "lekxim-Xapkis", thapmakoHarnagy - 3MiH1 BHECEHI
chriakoHy y 3anobixkHii YkpaiHa B TEKCT MapKyBaHHS yMakoBKU
N1acTUKOBIl kopobuji Ta (BUPOBHMLTBO 3 nikapcbKoro 3acoby Lwoao
y nauui 3 KapToHy npoaykuii in bulk 3a3HayveHHsA OAUHULb
ipMun-BMPOGHMKa BVMIiplOBaHHSA y cuctemi Sl.
Ksiny BHeceHHs 3MiH fo po3giny MKA:
dapmaveyTikan MAPKYBAHHA 3rigHo i3
(XaiiHaHb) Ko., 1114, 3aTBEPKEHUM TEKCTOM, L0
Kutaii) [opaetbea. MNponoHoBaHa
pegakuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHS1.
BBefeHHst 3MiH NpoTArom 3-x
MicAILiB nic/a 3aTBepAKEHHs!
114. | KANIKO | MATHIKO | po3uunH ans iHgysili no MpuBaTHe akuioHepHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/16364/01/01
ACMAPATIHAT 200 mn a6o 400 mn TOBapuCTBO "lHdy3isa" akujioHepHe marepianis: 3miHu Il Tuny —
PO3YMHY Y NAALIKAX TOBapWCTBO BBEJEHHA a/lbTepHaTUBHOIO
"IHdpy3isn” BMPOOGHUKA Ait040T peYOBUHU
MmarHito DL-acnapTarty
TeTparigpaty DR. Paul Lohmann
GmbH & Co. KGaA, HimeuuunHa;
3MiHu |l TNy — BBEAEHHSA
albTePHATUBHOIO BUPOBHMKaA
Lito4oi pevyoBuHY Kanito DL-
acnaprary remirigpaty DR. Paul
Lohmann GmbH & Co. KGaA,
HimeuyunHa
115. | KANIKO X/10PUA, KOHUEHTpaT ans TOB "HOpis-dapm” YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/11206/01/01

PO34unHy ans iHdysiid, 75
mr/mn no 10 mn, 20 mny

onakoHax; no 10 mn, 20
M1y KOHTeliHepax

marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
TEKCTy MapKyBaHHS ynaKkoBKu/
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii WwoA0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy
“MapkyBaHHsa" MKA /13.
3anponoHoBaHo: MapKyBaHHS.
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HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3rifiHO 3aTBEPLKEHOTO TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH - NpoTAroM 6 Micauis nicns
3aTBEPAKEHHS
116. | KANbLUIO Tabnetky no 500 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/6589/01/01
FNMHOKOHAT- 10 TabneTok y "®apmMaueBTnyHa "®apmMaueBTNYHa marepianis: 3mMiHu | Tuny - 3miHn — Ne 10, Ne 30;
AOAPHMUA KOHTYPHUX YapyHKOBUX thipma "AapHuusa” cipma "AapHuus” Loao 6e3nekn/edeKTMBHOCTI Ta 3a peyenmom
ynakoBkax; rno 10 thapmakoHarnagy (iHLwi 3miHu) - — Ne 100
TabneToK y KOHTYpPHii OHOBNEHHSA TEKCTY MapKyBaHHA
YapyHKOBIli ynakoBLii; No yMakoBKM NikapcbKoro 3acoby 3
3 ab0o no 10 KOHTYpHUX BHECEHHSM iHdhopMauii Wwoao
YapyHKOBMX YMakoBOK B 3a3Ha4YeHHs 0AnHWLb
nauuj BMMIipIOBaHHSA y cuctemi Sl.
3amiHa po3sginy «[IpadiyHe
0hOpMNEHHS YNaKOBKN» Ha
«MapKyBaHHS» B 3aTBEPMAKEHNX
MKA N3.
3arseppxeHo: TIPAONYECKOE
O®OPM/NEHVE YMNAKOBKN.
CornacHo npeAcTaB/eHHbIM
rpadmyecknm N306paXKeHnsIM.
3anponoHoBaHo: MAPKYBAHHSA.
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS.
TepMmiH BBeZleHHS 3MiH - 6 MicALiB
nicnsa 3aTBepKEHHS.
117. | KANbUIO po3unH s iH'ekyin, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/6589/02/01
FNHOKOHAT- Mmr/mn, no 5 mn B "GapmMaueBTNYHa "hapmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK
OAPHULUA amnyni; no 5 amnyny ipma "OapHuus" ipma "JapHuus” ofo 6e3snekn/edpekTMBHOCTI Ta
(CTABINI3OBAH KOHTYPHIli YapyHKOBIl hapMakoHarniagy - OHOB/IEHHS
nin) yrnakoBLii; N0 2 KOHTYPHI TEKCTY MapKyBaHHS YNakoBKu
YapyHKOBi YNakoBK/ B NiKapCbKOro 3acoby 3 BHECEHHAM
nauuj; no 10 mn B iHchopmawii Lwoao 3a3HaveHHs
amnyni; no 5 amnyny OfIMHULIb BUMIPIOBAHHS y CMCTEMI
KOHTYpHIli YapyHKOBI Sl. 3amiHa po3giny «IpadiuHe
ynakosLi; no 1 a6o no 2 0hOPMIEHHS YMAKOBKM» HA
KOHTYPHI YapyHKOBI «MapKyBaHHS» B 3aTBEPIKEHNX
ynakoBKU B nayvi MK#A J13. 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH - 6 micAuiB nicns
3aTBEPAKEHHS
118. | KAMNTOMNPEC Tabnetku, no 10 MpAT Ykpaina MpAT " YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/8156/01/01
12,5 -0APHNLA TabNeToK Y KOHTYPHIl "hapMaueBTNYHaA dapmaueBTUYHA marepianis: 3MiHK | TURy - 3MiHK

YapyHKOBIlA ynakoBL,i, No

thipma "JapHmua”

chipma "JapHuus"

L10f10 6e3nekn/edpekTMBHOCTI Ta
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
2 KOHTYpPHI YapyHKOBI chapmakoHarnsgy - OHOBJ/IEHHS
yNakoBKM B nauLi TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepMiH BBE,EHHA 3MiH:
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS 3MiH
119. | KAMNTONPEC- Tabnetku, no 10 MpAT Ykpaina MpAT " YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/8156/01/02
AOAPHMUA Tab/1eTOK Y KOHTYPHIl "®dapmaveBTUYHa dapmaneBTUYHA marepianis: 3MiHu | TUMY - 3MiHK
YapyHKOBIli ynakoBLii; no ipma "OapHuus” hipma "OapHuus” ofo 6e3nekn/edekTMBHOCTI Ta
2 KOHTYpPHI YapyHKOBI thapmakoHarnsgy - OHOB/IEHHS
YNakoBKM B nauLli TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepMiH BBEAEHHS 3MiH:
NpOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS
120. | KAPBAJIEKC 300 | Tabnetku TOB "bayLu Xenc" YkpaiHa I.1.dapma NmM6X AscTpist BHECEHHS 3MiH 10 peecTpaLiiHnX 3a peyenmom UA/6914/01/02
MI PETAPA MPOJIOHrOBaHOI Aji no marepianis: 3miHu | Tuny - 3miHK
300 mr no 10 TabneTok y Lwoao 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 10 thapmakoHarnagy (iHLwi 3miHu) -
6nicTepiB y KAPTOHHIN OHOBJIEHHS TEKCTY MapKyBaHHsA
KOpOo6Lji 3 MapKyBaHHSM yNaKkoBKM MikapCbKoro 3acoby 3
YKpaiHCbKOK MOBOI BHECEHHSM iHdhopMaLii Wwoao
3a3Ha4YeHHs oAnHWLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny MKA:
"pachnyeckoe ochopmneHne
yNakoBKn
MonepeaHs pefakuis:
"pachnyeckoe ochopmneHne
yNaKoBKMu.
Mpunaraetcs.
MponoHoBaHa pegakuis:
MapKyBaHHs.
BignosigHo f0 3aTBEpAXEHOro
TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MiCAILiB MicNs 3aTBEPAKEHHS.
121. | KAPBAJIEKC 600 | Tabnetku TOB "bayw Xenc" YkpaiHa I.N1.dapma Mm6X ABCTpIst BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6914/01/01
MI PETAPA NPOIOHIOBaHOT Aji No mMartepianis: 3miHu | TUNy - 3MiHn

600 mr no 10 TabneTok y
6nictepi; no 10
6nicTepiB y KAPTOHHIl
KOpOG6Li 3 MapKyBaHHAM
YKPaIHCLKOK MOBOH

LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarniagy (iHwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHsI
yNaKkoBKM NMikapCbKoro 3acoby 3
BHECEHHSIM iHhopMaLii LWoao
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MmiH fo po3ainy MK4A:
"pachnyeckoe ochopmneHne
ynakoBKn
MonepeaHs pefakuyis:
"pachnyeckoe ochopmneHne
yNaKkoBKM.
Mpunaraetcs.
MponoHoBaHa pegakuis:
MapKyBaHHs.
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTY MapKyBaHHS.
TepMiH BBEEHHS 3MiH NPOTAroM 6
MicALIB NiCNA 3aTBEPKEHHS.

122.

KETOPOJ/1AK
rPIHOEKC

PO34unH ANs iH'ekuiin, 30
mr/mn; no 1 mn B
amnyni; no 5 amnyn B
KOHTYPHIli YapyHKOBI
ynakosLi (niggoHi); no 2
a60 20 KOHTYPHMX
YapyHKOBUX YNaKkoBOK
(nigooHiB) B navui 3
KapTOHY

AT "I'piHgekc"

Natsis

AT "T'piHaekc"

NatBis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsay - 3MiH1 BHECEHI

[0 IHCTPYKLIT A8 MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
y po3ginu "®apmakoTepaneBTuyHa
rpyna" (YTOYHEHHS LLoA0 Ha3Bw),

"MpoTunokasaHHs", "Ocob6aMBOCTI

3acTocyBaHHS" BignoBigHO A0

OHOB/EHOT iH(hopMaLlii 3 6e3neku

O0MOMDKHMX PeqyoBUH. TepMmiH
BBEJEHHSA 3MiH NPOTAroM 6-Tu
MiCALiB Nicna 3aTBepAKeHHs

3a peyernmom

UA/17137/01/01

123.

KIHAIHOPM H

rpaHynu, no 10 r abo no
20 r rpaHyn y dpriakoHi;
no 1 chnakoHy B
KapTOHHI Kopo6Lyi

AnbneH ®apma Mv6X

HimeyunHa

[Jloitue Xomeonari-
YHioH AXY-
ApuHaiimiTTens
Mv6X & Ko. KT,
HimeyunHa
abo
[Op. N'yctas KnsitH
v6X & Ko. KT,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBanbHuii
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro NikapCcbKoro 3acoby
(3MiHa KiNbKOCTi 0ANHUL
(Hanpuknag TabneTok, amnyn
TOLLO) B yMakoBLi:) - 3miHa nosa
Aiana3oHoM 3aTBepKEeHUX
PO3MIpIB YNakoBKM — BHECEHHS
3MiH A0 maTepianisB
peecTpadiiHoro gocke p. 3.2.P.7.
Cucrema KoHTelHep/
3aKyrnoproBasibHuWiA 3acib, a came
BBEJEHHA [0AaTKOBOro po3mipy
yrnakoBKW fikapcbKoro 3acoby no
20 r rpaHyn y chriakoHi gns

6e3 peyenma

UA/12080/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0[aTKOBOrO BUPOGHYKA
[Op.lyctaB KnsiiH M'm6X & Ko. K,
HimeuumnHa, 3 BignosigHUMMN
3MiHaMu g0 po3Ainy «YnakoBKay.
3MiHV BHeceHi B po3ain
"YnakoBka" (BBefEHHS
[0AAaTKOBOTO PO3MIpy ynakoBkm) B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHA Nikapcbkoro
3acoby, SK HacnigokK -
3aTBEPMXKEHHS TEKCTY
MapKyBaHHsA 404ATKOBOI YNakoBKu
nikapcbkoro 3acoby; 3MiHu | Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roToOBOro NikapCbKoro 3acoby
(AKicHWIA Ta KiNbKiCHWIA cknag) -
Teepai nikapcoki popmu -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpaujiiHoro Aocke, a came
OHOB/EHHA p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasbHWiA
3aci6: BBOAUTLCA HOBWIA TV
KPULLKW 3 aItoMiHIEBUM
LWiNbHIOBA/IBHUM JUCKOM
(3aTBepmxeHo: screw cap (HDPE),
3anponoHoBaHo: screw closure
(PP) with aluminum sealing disc
with protecting lacquer (aluminum
foil and alkozell (LDPE))

124.

KNAPUTPOMILA
H-OAPHMLA

TabneTkn, BKPUTI
060/10HKO0, N0 500 Mmr,
no 7 TabneTok y
KOHTYPHIli YapyHKOBI
yMakoBLi; N0 2 KOHTYpHI
YapyHKOBi YNakoBK/ B
nauuji 3 MapKyBaHHAM
YKpaiHCbKOK Ta
pociicbkoto MoBamu

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu | Tuny - 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/0279/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
thapmakoHarnagy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
chapmakoHarnsag,.

[itoyva pepgakuis: Cipaxos Irop
OnekcaHApoBUMY.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'avyecnasoBuy.

125.

KNAPUTPOMILA
H-OAPHMLA

TabneTkn, BKPUTI
060/10HKO0, M0 250 Mmr;
no 7 TabneTok y
KOHTYPHIli YapyHKOBI
yMakoBLi; N0 2 KOHTYpPHI
YapyHKOBi YNakoBKv B
nauuji 3 MapKyBaHHAM
YKpaiHCbKOK Ta
pociicbkoto MoBamu

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 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
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.

[itoua pepakuisn: Cipaxos Irop
OnekcaHApoBWY.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'avyecnasosuy.

3a peyernmom

UA/0279/01/01

126.

KNIOPOH

Cyno3uTopii BariHanbHi
no 16 mr, no 5
cynosuTopiiB y 6nicTepi,
no 2 6nictepu B nayuj 3
KapTOHY

MpvBaTHe aKuioHepHe
TOBapucTBO "J1ekxiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarfsgy - OHOBJIEHHSA

BXE 3aTBEPPKEHOr0 TEKCTY
MapKyBaHHS; BHECEHHS! 3MiH [0
po3giny “MapkyBaHHs” MKA N13:

3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. 3MiHu

6e3 peyenma

UA/13358/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHI B TEKCT MapKyBaHHS
YyNaKkoBKM NiKapcbKoro 3acoby
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB NicNs 3aTBEPAYKEHHS

127.

KNIOPOH

Cyno3uTopii BariHasibHi
no 16 mr in bulk Ne 1000
(no 5 cynosuTtopiie y
6nicTepi, no 200
6nictepiB y ALWMUKY)

MpuBatHe akLioHepHe
TOBapucTBO "J1eKxiM-
Xapkis"

YKpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXe 3aTBEPAKEHOro TEKCTY

MapkyBaHHs in bulk: Ne 1000 (no 5

cynosuTopiiB y 6nictepi; no 200
6nicTepiB y ALWMKY) (BHECEHHS
no3HayYeHb OAMHWLb

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM

niTep natuHCbLKOro andasity,

TOLL0); BHECEHHS 3MiH [0 po34iny

“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHA.
BignosigHo fo 3aTBepakeHoro
TEKCTy MapKyBaHHS, L0

[0[a€ETbCA. 3MiHU BHECEHI B TEKCT

MapKyBaHHS1 YNakoBKW J1iKapCbKOro

3aco0y W00 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEHHS 3MiH NpPOTArom 3-x

MicAILiB nic/a 3aTBepAKEHHs!

UA/13984/01/01

128.

KNOBENT®

masb, 0,5 mr/r, no 25r B
Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lyi

TOB "bayw Xenc"

YKpaiHa

dapmzasop Enbha
AT.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
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/ab0 3MiHN Y PO3MILLEHHI
MacTep-caiia cuctemm

3a peyenmom

UA/3512/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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: BapmiHa
[aHHa OnekcaHpgpiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANoBiAa/IbHOT 3a
hapmakoHarnsag. 3miHa Homepa
MacTep-caiina cuctemun
chapmakoHarnsgy

129.

KNO®ENIH-
JAPHULIA

Tabnetkv no 0,15 mr, no
10 TabneToK y KOHTYpHIli
YapyHKOBIli ynakoBLi; no
5 KOHTYPHWX YapyHKOBUX
yNakoBOK Y naui

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 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.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'auecnaBoBuy

3a peyernmom

UA/6594/01/01

130.

KNO®ENIH-
JOAPHULA

Tabnetkv no 0,15 mr, no
10 TabneToK y KOHTYpHIli
YapyHKOBIli ynakoBLii; no
5 KOHTYPHMX YapyHKOBUX
ynakoBOK y nauu

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Loao 6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEeKCTYy MapKyBaHHS ynakoBKu/

NiKapCbKOro 3acoby 3 BHECEHHAM

iHcbopmauii WwoA0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. 3amiHa po3giny «IpadivHe

0DOpPMNEHHS YNakKoBKW» Ha

3a peyenmom

UA/6594/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«MapKyBaHHsA» B 3aTBEPIKEHNX
MK#A J13. 3anponoHoBaHo:
MAPKYBAHHA BignosigHo go
3aTBEPPKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBEEHHS
3MiH NpPOTAroM 6 MicAuiB nicns
3aTBepKEHHs

131.

KOPBA/ION-
JAPHULA®

Kpanni opasibHi, PO34uH;
no 25 mn a6o no 40 mn
y thnakoHi; no 1
hnakoHy B nauLli

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus”,

YKkpaiHa (nakyBaHHs
i3 in bulk dhipmu-
BMpOoGHKKa TOB

"PapmxiM", YkpaiHa)

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3iHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHus abo
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnsgy) - 3iHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

®nakoH rno 25
M1 — 6e3
peyenma.
®akoH o 40
M/ —3a
peyenmom

UA/14817/01/01

132.

KOPBANTAB

Tabnetku; no 10
TabneTtok y 6nictepax;
no 10 TabneTtok y
6nicTepi; no 2 a6o 10
6nicTepiB y nauui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb AdI. 3miHa
y napameTpax cneuudikawii
Ta/abo fonycTUMUX MeX,
BM3HAYEHNX y cneuudikaLisx Ha
A®l, abo BUXIQHMIA/NPOMDKHUIA
npoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTLCS Y MpoLeci
BMPO6HULTBA AP - BHECEHHS 3MiH
[0 peecTpauiliHnx matepianis N3
KOPBANTAB, Tabnetku, a came 3i
crneundikauii A®l ETnnosoro
edipy o -6pomizoBanepiaHoBoI
KNCNOTU BUTYYEHO MOKA3HUK
«Baxki MeTann» Ha nigcrasi

6e3 peyenma

— Ne 10 ma Ne
10x2; 3a

peyernmom —
Ne 10x10

UA/1028/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HagaHoro BupobHnkom TOB
«PAPMXIM» aHanisy pu3ukis

133.

KOPBANTAB

Tabnetky; in bulk: no 7
Kr TabneToK y
nonieTnaieHoBoMy
nakeTi; No 1 nakeTy B
KOHTeWHepi

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
AKocTi. A®l. KoHTposnb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo JonyCTUMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®I, ab0o BUXIAHNA/NPOMDKHWI
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHLCS Y NPOLECI
BMPO6HULTBA AP| - BHECEHHS 3MiH
[0 peecTpauiiiHix matepianis N3
KOPBA/NTAB, Tabnetku, a came 3i
cneuudikauii A®l ETunosoro
edhipy a -6pomizoBaniepiaHoBOi
KNCMOTUN BUNYHEHO NOKa3HUK
«Baxki meTann» Ha nigcTasi
HagaHoro BupobHnkom TOB
«PAPMXIM» aHanisy pu3ukis

UA/3760/01/01

134.

KOPOIAMIH®-
JAPHULIA

PO3unH ANns iH'ekuiin, 250
Mr/M, no 2 Mn B
amnyni; no 5 amnyn B
KOHTYPHIli YapyHKOBI
ynakoBLii; N0 2 KOHTYPHI
YapyHKOBi YNakoBK/ B
nauuj

MpAT
"®apmavueBTnyHa
hipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 32 3AiICHEHHS
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-chaiina cuctemm
hapmakoHarnagy) - 3amiHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy

3a peyernmom

UA/3469/01/01

135.

KOPCAP® H

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOIO,
160 mr/12,5 mr, no 10

AT "dapmak"

YkpaiHa

AT "®apmak”,
YKpaiHa
(dpacyBaHHA Ta

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUMy - 3MiHK
L10f10 6e3nekn/edpekTMBHOCTI Ta

3a peyenmom

UA/14294/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TabneTtok y 6nictepi; no nakyBaHHs 3 in bulk chapmakoHarnsgy - OHOBJ/IEHHS
3 abo 6 6nicTepiB y hipm-B1pPOBHUKa TEKCTY MapKyBaHHS YNakoBKu
nauuj BankaHndapma NiKapCbKOro 3aco6y 3 BHECEHHAM
OynHuus AT, iHchopmawii Lwoao 3a3HaveHHs
Bonrapis) OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MiCALIB NicNs 3aTBEPAKEHHS
136. | KOPCAP® H TabneTku, BKPUTI AT "dapmak" Ykpaina AT "®apmak”, YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14294/01/02
MN/1IBKOBOK 060/TIOHKOIO, YkpaiHa marepianis: 3MiHu | TUMY - 3MiHK
320 wmr/25 wr, no 10 (dbacyBaHHsA Ta Loao 6e3nekn/edeKTMBHOCTI Ta
Tabnetok y 6nictepi; no nakysaHHs 3 in bulk hapmMakoHarnagy - OHOB/IEHHS
3 abo 6 bnictepis y thipM-BNPOGHYMKa TEeKCTYy MapKyBaHHS ynakoBK/
nauuj BankaHdapma NiKapCbKOro 3acoby 3 BHECEHHAM
OynHunus AT, iHbopmauii Wwoao 3a3HaYeHHs
Bonrapis) OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBepAKeHHs
137. | KPYWWNHUN KOPA | kopa no 50 r a6o no 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/2128/01/01
Iy nayuj 3 BHYTpPILWHIM dapmaLeBTUYHa $apmaueBTUYHA marepianis: 3MiHU | TUMY - 3MiHK
naketom; no 1,5ry thabpuka "Biona" thabpuka "Biona" wofo 6esnekn/eekTMBHOCTI Ta
hinbTp-nakeTi; no 20 thapmakoHarnsgy - 3MiH1 BHECEHI
PiNbTP-NakeTiB y navui B TEKCT MapKyBaHHS ynakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCceHHsA TOProBoi Mapku
138. | KCENNOOA® TabneTkn, BKpUTI ®.XobcpmaHH-/151 Powr |  LBeliyapis Brpo6HMLUTBO Kuraid/ BHECEHHS 3MiH 0 peecTpaviinHmx - UA/5143/01/02
N1iBKOBOK 060JIOHKOIO, Nt Hepo3chacosaHol Himeuunna/ marepianis: 3MiHu | TURY -
no 500 wr; in bulk: no 10 NPOAYKLUT: LLIBeliyapis AAMIHICTpaTMBHI 3MiHX. 3MiHa

TabneTok y 6nicrepax

LLlaHxai Pouu
dapmacbioTikans
Nta., Knutaig;
Brpo6HMLUTBO
Hepo3dgacoBaHOl
npoAyKLUii, NepBNHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIIO AKOCTI:
Ekcenna 'm6X eHg,
Ko. KI', HimeuunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPOJIH0 SKOCTI,

HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHSA AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
nNikapcbKoro 3acoby, BK/IKHa0UM
AinbHULI BUNYCKY cepii abo micue
NpoBefEeHHs KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a SAKy Bignosigae
BMPOGHMK/IMNopTep, He
BK/1KOYAOUN BUMYCK Cepili) - 3MiHa
aapecy Brpo6HuKa LaHxali Polu
dapmacbtoTikans /ita, Kntaii
(BMpo6HNLTBO Hepo3hacoBaHoOi
npoAaykuii), 6e3 3amiHn micus
BMPOGHULTBA. BBEAEHHSA 3MiH
NpPOTSrom 6-Tu MicAUiB nics
3aTBEPAKEHHS.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BWMNYCK Cepil:
®.XohhmaHH-/1a
Pow Jltg,
LLiBeiuapis;
BrnpobyBaHHs
KOHTPOJIHO AKOCTI:
Pow ®apma Al
HimeuyunHa
139. | KCENNOOQA® TabneTku, BKpUTI ®.XohdpmaHH-/15 Pow | LBeliyapis Brpo6HMLUTBO Kuraid/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/5142/01/02
NAiBKOBOK 060/IOHKOIO, Nt Hepo3dgacoBaHOl HimeuuunHa/ mMartepianis: 3miHu | Tuny -
no 500 mr, no 10 npoaykKLujii: LLiseiuapis AAMiHICTpaTUBHI 3MiHW. 3MiHa
TabneTok y 6nictepi; no LLlaHxai Pow HalilMeHyBaHHs Ta/abo agpecu
12 6nicTtepiB y dapmacbioTikans MicLs NPOBaMKEHHS AiSNIbHOCTI
KapTOHHI ynakoBLi Nta., Kntais; BMPOGHMKa/imnopTepa rotoBoro
Brpo6HMUTBO nikapcbKoro 3acoby, BKI0YaK4n
Hepo3dhacoBaHOl AinbHULI BUNYyCKy cepii abo micue
NpoAyKLUii, NepBNUHHE NpoOBeAEHHS KOHTPOJIK0 SKOCTI.
nakyBaHHs, (misnbHiCTb, 3a AKy Bignosigae
BTOPVIHHE BUPOGHMK/IMNOpTEp, He
nakyBaHHs, BK/1HOYAOUN BUMYCK Cepili) - 3MiHa
BMNPOGYBaHHSA appecy BUpo6HuKa Lanxaii PoLu
KOHTPOJIO SIKOCTI: dapmacbtoTikans J/itg, Kutaii
Ekcenna 'm6X eHg, (Bupo6HMLTBO HEpO3dhacoBaHoOI
Ko. KI', HimeuunHa; npoaykuii), 6e3 3miHu micus
MepBuHHE Ta BMPOGHMLTBA. BBEAEHHS 3MiH
BTOPVHHE NpoTArom 6-T1 MicALiB nicns
nakyBaHHS, 3aTBEPMAKEHHS.
BMNPO6YBaHHsA
KOHTPOSHO SIKOCTI,
BWMNYCK Cepil:
®.XodhhmaHH-/1a
Pow NTp,
LLiBeiuapis;
BunpobyBaHHs
KOHTPOJIHO AKOCTI:
Pow ®apma AT,
HimeuyunHa
140. | KYPOCYP®® cycneHsisa gns K'esi dapmac'toTikens ABCTpIs BMPOGHMLTBO in ITania/ BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/10170/01/01
eHAoTpaxeanbHOro 6X bulk, nakyBaHHs, ABCTpist martepianis: 3miHu | Tuny -

BBeAEeHHs, 80 mr/mn, no
1,5 mny dpnakoHi; no 1
h1akoHy B KapTOHHIiA
KopoobUi

BWNYCK cepil:
K'esi ®dapmaueyTtui
C.n.A,, ltanis;
BWMNYCK Cepil:
K'esi
dapmac'ioTikens
'M6X, ABCTpISt;
BTOPWHHE

ALMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOGHMYOT AibHNL
(Bkntovatoum ginbHuULi ans Adl,
MPOMIXXHOro NPoAyKTy abo
roTOBOrO NiKapcbKoro 3acoby,
LinbHULI 015 NPOBEeAEHHS
nakyBaHHs, BUPOBHYKa,
BiNOBiAa/IbHOIO 3a BUMYCK Cepiid,
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

141.

nakyBaHHS:
I.J1. dapma N'M6X,
ABCTpISi;
BMPOGHMLTBO in
bulk, nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:
K'esi dapmaueytuui
C.n.A, lTania

MicLie NPOBEAEHHS KOHTPO/I0
cepii) abo noctavyasibHUKa
BMXIZAHOrO MaTepiany, peareHTy
ab0 AONOMIXHOT pevyoBUHU (SKLLO
3a3HayeHo y JOChE) - BUTYUYEHHSN
BMPOGHUMKa Pigia PapmaueyTuli
C.n.A., Itanisa (Fidia Farmaceutici
S.p.A,, ltaly) BignoBsiganbHoro 3a
NepBUHHE NakKyBaHHS; 3MiHW | Tuny
- AgMiHICTpaTUBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AiNTbHULL
(Brtovatoun ainbHuui 4na Adl,
MPOMIXKHOro NpoAyKTy abo
roToBOro Nikapcbkoro 3acoby,
AiNbHUL 418 NPOBeAEeHHSA
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZIHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3Ha4YeHo y [LOCbE) - BUSTYUYEHHS
0N BUPOOHMYOT AinbHULi K'esi
dapmaueytuui C.n.A., Bia
Manepwmo, 26/A, 43122, Mapwma,
ITania (Chiesi Farmaceutici S.p.A.,
Via Palermo, 26/A — 43122,
Parma, Italy) BignoBiganbHoro 3a
«BUPOBHMUTBO in bulk, nakyBaHHS,
KOHTPO/b Ta BUMYCK cepii» -
BMPOGHNYOI OYHKL,iT «KOHTPO/Tb
cepii»

NAKTYHOPM®

cupon, 670 mr/mn, no
100 mn a6o no 200 mn,
a6o no 500 mny
dhnakoHi; no 1 chnakoHy
3 MIPHUM CTaKaH4MKOM y
naJui

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "dapHuua”,

YkpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk

BMPOGHMKa
®peseHiyc Kabi
ABcTpis 'M6X,

ABcTpis)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 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

6e3 peyenma

UA/17762/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

142.

NEBOKOM

Tabnetku no 250 mr/25
Mr; no 10 Tabnetok y
6nictepi; no 3 a6o 10
6nicTepiB B KAPTOHHIA
naJui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
NoAaHHA OHOB/IEHOTO
CeptucpikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-
CEP 2013-293-Rev 00
(nonepegHs Bepcis RO-CEP 2013-
293-Rev 01) Big BxXe
3aTBEpPAKEHOro BUpobHmka TEVA
PHARMACEUTICAL WORKS
PRIVATE LIMITED COMPANY
ans A®l nesogonu; 3miHu | Tuny -
BBE/leHHS nepiogy NOBTOPHUX
BUNPO6YBaHb A1 APl nesogonu:
3anponoHoBaHo: Mepiog,
NMOBTOPHOrO BMNpo6yBaHHSA — 60
Micauis

3a peyernmom

UA/7844/02/01

143.

NEBOMAK B/B

PO3umnH Ans iHdysiid, 500
Mr/100 mn, no 100 mny
KOHTEWHepi 3
nonisiHinxnopuay; no 1
KOHTeliHepy B
nonieTus1IeHoBOMY MakeTi
B KapTOHHIi Kopo6Lyi

Makneogc
dapmMacboTUKaNc
Nimiten

IHais

[JouipHe
nignpueEMCTBO
"®apmaTtpeiig”

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3nekn/epekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

TEKCTy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

«MapkyBaHHA» MKA N13.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS
3MiH - npoTArom 3 Micsuis nicns
3aTBEPKEHHS

3a peyernmom

UA/13772/01/01

144.

NEBO®/IOKCAL,
WH-AAPHULIA

PO34MH NS iHdysin, 5
mr/mn no 100 mny
thnakoHi, no 1 chnakoHy
B nauuj

MpAT
"®apmavueBTnyHa
dipma "AapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuua"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarisgy. BeegeHHs abo

3a peyenmom

UA/15919/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAaIbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy

145.

NIBOJIH ®OPTE

kancynu no 10 kancyn y
6nictepi; no 3 6nictepn
B iHAVBIAyanbHOMY
nakeTi B KAPTOHHIl
Kopoo6Ui

META
JNIAVI®CAVEHCI3
Mab6nik KomnaHi
NimiTeq

TainaHg

Mera JflaiipcaiieHcis
Mabnik Komnani
NimiTen

TainaHg

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS ynakoBKu/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. 3amiHa po3giny «[IpadiuHe

0hOPMNEHHS YNaKoBKM» Ha

po3ain «MapkysaHHs» B MKA /13:

MponoHoBaHa pegakuis:
MapkyBaHHs 3rigHO
3aTBEPLKEHOrO TEKCTY
MapKyBaHHs1
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicsILiB Nicns 3aTBEPAKEHHS

6e3 peyenma

UA/5581/01/01

146.

NniNnPA3nA 10

Tabnetku, no 10
TabneTtok y 6nictepi; no

3 6nictepu y nayu,i 3

KapToHy; no 60 a6o 90
Tab/1eToK Y KOHTEHepI;

no 1 KoHTeliHepy y naJui

3 KapTOHY

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

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BUPOGHNUNIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3aBog", YkpaiHa
(BMPOGHMLTBO 3a

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA

ns.
3anponoHoBaHo: MapKyBaHHs.
BignosigHo f0 3aTBEpAXEHOro
TeKkCTy MapKyBaHHS. 3MiHU

BHECEHI 10 TEKCTY MapKyBaHHs

3a peyernmom

UA/6916/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MOBHUM LMK/IOM); yMakoBKM NikapcbKoro 3acoby
ToBapucTBO 3 00 fOfAHHSA NO3HaYeHb
06MexeHo OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
BiANOBIAA/IbHICTIO Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu
"ArPO®APM", MicALiB Nicna 3aTBepKeHHs
YkpaiHa
(BUpOGHMLTBO,
nakyBaHHs1, BUNYCK
cepii); ToBapucTao 3
0bMeXxXeHo
BiANOBIAA/ILHICTIO
"Hatyp+", YkpaiHa
(KOHTpPO/Ib Cepii)
147. | NINPA3UA 20 Tabnetku, no 10 My6niuHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6917/01/01
TabneTtok y 6nictepi; no | ToBapucTso "HaykoBo- akujioHepHe marepianis: 3MiHu | TURY - 3MiHK
3 6nictepn y nauu;j 3 BMPOGHUYUIA LEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
KapToHy; no 60 a6o 90 "BopLuariBcbKuii "HaykoBo- hapmakoHarnsgy - BHECEHHS 3MiH
TabneToK y KOHTeliHepi; Ximiko- BMPOGHNYNIA LEHTP [0 posginy “MapkysaHHs" MKA
no 1 KoHTeliHepy y nauui hapmaLeBTUYHNI "BopuyariBcbKuii n3.
3 KapTOHY 3asopg" XiMiKo- 3anponoHoBaHo: MapKyBaHHs.
thapmaLeBTUYHWI BignosigHo fo 3aTBepakeHoro
3aBof", YkpaiHa TekcTy MapKyBaHHs. 3MiHU
(BMPOGHMLTBO 3a BHECEHI 0 TEKCTY MapKyBaHHS
NOBHUM LMK/IOM); yNaKkoBKM NiKapCbKoro 3acoby
ToBapucTBO 3 LLOA0 [OfAHHSA NO3HaYeHb
06MeXeHo OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
BiANOBIAA/LHICTIO Sl. BBeeHHS 3MiH NpOTArom 6-Tu
"ArPO®APM", MicALIB Nicns 3aTBEpPAKEHHS
YkpaiHa
(B1pOGHMLTBO,
nakyBaHHS1, BUNYCK
cepii); ToBapucTao 3
06MeXeHOo0
BiANOBiAA/IbHICTIO
"Hartyp+", YkpaiHa
(kOHTpO/Ib cepii)
148. | NOPATAAVH MOPOLLIOK (Cy6CTaHLis) y AT "dapmak” Ykpaina Bewagxa ®apma IHais BHECEHHS 3MiH 40 peecTpaviinHmx - UA/15407/01/01
naketax noABiNHUX Yem JlimiTeq, mMaTepianis: 3miHu | TNy -
nonieTuaeHoBmx ANs AAMiHICTpaTUBHI 3MiHW. 3MiHa
dhapmaL,eBTU4YHOro HaliMeHyBaHHA Ta/abo agpecu
3aCTOCYyBaHHSA 3asBHUKA (BlacHMKa
peecTpavuiiiHoro noceig4yeHHs)
3miHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (B1acHMKa
peecTpauiiiHoro noceig4yeHHs)
149. | NOPUHOEH® A ma3b no 15 r B Ty6i; no 1 TOB "bayw Xenc" Ykpaina dapm3asop Enbha Monbuwa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/1717/01/01

Ty6i B KOPOO6L

AT.

marepianis: 3MmiHu | Tuny -y
3B'A3KY 3 OHOB/IEHHAM METOAMK
BU3HAYEHHS CYyNpPOBIAHNX [AOMILLIOK
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

y N3, po3gin 3.2.P.6
«CTaHaapTHI 3paskn Ta
marepianv» 6yno JONOBHEHO
iHcbopMmaLieto Npo cTaHAapPTHi
3pasku Ta meTepianuv; 3MiHu | Tuny
- 3MiHa y MeTogax BUNpobyBaHHsA
rOTOBOrO JliKapCbKOro 3acoby 3a
NokasHUKOM «CynpoBigHMX
[OMILLIOK KNCOTY caniLnnoBoi»
06yMOB/IEeHi onTUMI3aLieto
MeTOANKM, a came: -NiAroToBka
Onucy pPo3ynHy A5 BUNPOGYBaHHS
BMKNaZeHo Ginbll AeTasibHa
iHhopmaisi; - kpuTepii
npuaaTHOCTI CUCTEMW [OMOBHEHI
PO34iNIbHOI0 34ATHICTIO MiX NikaMun
4-ripOKCMBEH3O0MHOT KNCNOTK Ta
4-rifpokcuisodTanesoi KUCNOTW.
Llein napameTp BBaXaeTbCA GinbL
KPUTUYHUM, OCKi/IbKM MiKW KMCNOT
enoITbLCA 6VKYe OANH A0
O HOro, HiX nikn 4-
rifpokcuizoddTasieBol KUCNOTK Ta
deHony, - 4oaaHo iHhopMaL,ito
npo nikn nnaue6o, ski crig
irHopyBaTVi Npy PUTUHHOMY
aHanisi, - 3pa3oK Ta cTaHO4apTHI
Baru, a TakoXx ynctorta etaHony
(P) 6ynu popaHi o dopmynu
po3paxyHky, Wo6 oTpumaTu GinbLu
TOYHWI PO3PaxyHoK; 3MiHW | Tuny -
3MiHa y meTogax BUnpobyBaHHS
roTOBOrO JliKapCbKOro 3acoby 3a
nokasHukom «CynpoBigHMX
OOMILLOK ¢hriyMeTa30Hy niBanary»
06yMmMOB/IeH onTUMI3aLlieto
MeTOANKM, a came - NiAroToBKa
onucy pPo3ynHy A1 BUNPO6YBaHHS
6yna AeLlo 3MiHeHa, - AOMOBHEHI
BMMOramm LoAo NpuAaTHOCTI
XpomarorpadivHoi cuctemu, -
AofaHa iHdopmalis npo nikun
nnaue6o, ki cnig irHopysartu npu
PUTUHHOMY aHanisi, -ans
OTPUMaHHSA GiNbLL TOYHOTO
po3paxyHKy A0 dopmyn
po3paxyHKy A0faHO 3pasku Ta
CTaHZapTHi Baru, a Takox YNCToTy
ctaHgapty (P), wob otpumaru
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

GiNbLLU TOYHNI PO3PaXYHOK

150.

NOPUHAEH® A

Ma3b o 15 r B Ty6i; no 1
Ty6i B KOPOO6U

TOB "bayw Xenc"

YKpaiHa

dapmzasop Enba
AT.

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH [0 po3ainy
MK#A: Mapkuposka lNMonepeaHsa
pefakuis: MapkupoBka
Mpunaraetca. NponoHoBaHa
peakuis: MapkyBaHHS.
BignosigHo fo 3aTBepAkeHOro
TEKCTY MapKyBaHHs. TepMiH
BBEJeHHS 3MiH NpoTArom 6
MicsILiB Nicns 3aTBEPAKEHHS

3a peyenmom

UA/1717/01/01

151.

NOPUHAEH® C

masb no 15 r y Ty6i; no 1
Ty6i y KOpoo6Ui

TOB "bayw Xenc"

YKpaiHa

dapm3asog Enbtha
AT.

Monba

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - OHOBJIEHHSA

TEeKCTYy MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HavYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy
MK#A: MapkyBaHHs NonepegHsa

pepakuisi: TEKCT MapKyBaHHsA

NepBUHHOI Ta BTOPUHHOI YNaKoBKK

MponoHoBaHa pegakLis:
MapkyBaHHs.
BignosigHo Ao 3aTBEpAXeHOro
TEKCTy MapKyBaHHs. TepMiH
BBE/IEHHS 3MiH NPOTArom 6
MicsILiB Nicns 3aTBEpAKEHHS

3a peyernmom

UA/1718/01/01

152.

NOCENPA30N®

kancynu no 20 mrno 7
Kancyn y 6nictepi; no 2
abo 4 6nictepn y
KapTOHHI Kopo6Lyi

MPO.MEZA.LC Mpara
a.c.

Yecbka
Pecny6nika

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHSM
iH(bopmauii Wwoao 3a3HaYeHHs

OAVHNLb BUMIPIOBaHHSA Y cUCTEMI

S|. BHeceHHs1 3MiH o po3giny
MKSA: padmueckoe odhopmieHe
ynakoBku. B cOOTBETCTBUM C
NPUNOXEHHbIMY LIBETHbIMY

3a peyenmom

UA/7767/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

rpacunyeckMmn n306paKeHnaIMu
yNaKoBOK.
MponoHoBaHa pepakuis:
MAPKNPOBKA CornacHo
YTBEPXAEHHOMY TEKCTY
MapK1pOBKY

UA/0764/01/01

153.

MArHIHO
CYNb®AT

nopoLok no 25 ry
KOHTelHepax; no 25 r
abo no 10 r y naketax

MpuBaTHe akuioHepHe
TOBapUCTBO
hapmaueBTUyHa
thabpuka "Biona"

YKpaiHa

MpAT
dPapmaueBTMyHa
habpuka "Biona"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3miHu | TUNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

3MiHW BHECEHI B TEKCT

MapKyBaHHs yNakoBOK likapCbKoro

3aco6y (N.17) woao HaHeCeHHs
TOProBoi Mapku.

6e3 peyenma

154.

MAKMIPOP
KOMM/IEKC®

KpeMm BariHasbHWiA; no
30 ry Ty6i; no 1 Ty6i B
KOMM/IEKTI 3
rpagylioBaHum
LUMPULIOM Y KapTOHHIl
nauui

MONIKEM C.p.n.

ITanis

[Jonnenb

PapmaueyTiui C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
Kogy ATX - 3MiHM BHeCeHO A0
IHCTPYKUi ANA MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 posgainy
"®apmakoTepanesTuyHa rpyna”
BiA4NOBIAHO A0 MKHAPOAHOro
Knacudpikatopa BOO3
(http://www.whocc.no/atc_ddd_ind
ex/): 3aTBepAXeHo:
MpOTUMIKPOOHI Ta aHTUCENTUYHI
3aco6u. Kog ATX GO1A X.
3anponoHoBaHo: MNpoTUMIKPOGHI
Ta aHTUCENTUYHI 3acobu, Lo
3aCTOCOBYKOTbLCA B MHEKOSOTI.
AHTWGIOTUKM. HicTaTuH,
KombiHauii. Kog ATX GO1A A51.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALiB Nicna 3aTBepAKEeHHs

3a peyernmom

UA/3934/01/01

155.

MAKMNEHEM

MOPOLLOK A/151 PO3YNHY
Ans iH'ekuii no 1000 mr
1 a60 10 chnakoHiB 3
MOPOLLUKOM Y KapTOHHilA
ynaxoBLi

Makneogac
dapmMacboTUKanc
Nimiten

IHais

ENCiEc [obdap
C.MN.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnX
martepianis: 3miHu | Tuny -
nogaHHsa oHosneHoro CEP Ne R1-
CEP 2011-238-Rev 00 ans A®|
MeponeHemy TpirigpaTty Bif BXe
3aTBEpPAXEHOro BMpo6Hnka ACS
DOBFAR S.P.A.ITanis; 3miHu Il
TUMY - OHOB/EHHA MacTep-chainny
(S0002 (AP) dated November
2019) Ha A®| MeponeHemy
TpurigpaTty Bif, 3aTBEpAXKEHOro
BMpo6Huka ACS Dobfar
S.P.A, ITanis (3aTtBepaXeHo:
Revision 8 2nd Amendment dated

3a peyenmom

UA/11138/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

September 2016- S0000 dated
October 2016)

156.

MEMTEK®

TabneTku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI, MO
10 mr no 15 tabneTok y
6nicTepi, no 2 6nictepu
B nauuj

MpAT
"®apmaveBTnyHa
hipma "OapHuus"

Ykpaina

DxeHedhapm CA

pevis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3mMiHun | TMny - 3MiHKn
Lofo 6e3nekun/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
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsagy) (B.1.8. (a) IAHM)
3MiHa yNnoBHOBaXeHOT 0co6K
3as1BHMKA, BignoBigasbHOI 3a
hapmakoHarnsag.

[itoua pepakuisn: Cipaxos Irop
OnekcaHApOBWY.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'avyecnasosuy.

3a peyernmom

UA/17981/01/01

157.

MEPONEHEM

MOPOLLOK /151 PO3UMHY
ans iH'exkuiino 0,5r; 1
a60 50 chnakoHiB 3
MOPOLLKOM Y nauLi 3
KapTOHY

MpvBaTHe aKuioHepHe
TOBapucTBO "J1ekxiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapuCTBO "J1eKXiM
- XapkiB", YkpaiHa
(nakyBaHHS i3
dopmum in bulk
ipMu1-BMPOGHMKA
LLieHbYKeHb
XalibuHb
dPapmacboTuKen
Ko., Nita., Kutai)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy - BHECEHHS 3MiH
0o MKSA: MponoHoBaHa pefakuisi.
MAPKYBAHHA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby oo
3a3HayYeHHs oAVHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MiCALiB Nicna 3aTBepAKEeHHs

3a peyernmom

UA/11213/01/01

158.

MEPONEHEM

MOPOLLOK /151 PO3UNHY
ans iH'exkuiino 1,0 r; 1
a60 50 chnakoHiB 3
MOPOLLKOM Y nauii 3
KapTOHY

MpuBatHe akLioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO "J1ekxiMm
- XapkiB", YkpaiHa
(nakyBaHHs i3

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsigy - 3MiHM BHECEHI
B TEKCT MapKyBaHHS yNakoBKU

3a peyenmom

UA/11213/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

chopmu in bulk
PipMu1-BUPOGHMKA
LeHbWwkeHb
XainbuHb
PapmacboTuKen
Ko., Nita., Kutai)

nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 4o MKHA:
MponoHoBaHa peaakuis:
MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTy MapKyBaHHs. BBefeHHs
3MiH NpoTAarom 3-X micsuis nicns
3aTBEPAKEHHS

159.

MEPOINEHEM

MOPOLLIOK 4718 PO3YNHY
Ans iH'exkuiri no 0,5 r; in
bulk: 200 donakoHiB 3
NMOPOLLUKOM Y KOpO6Li

LLleHbYXeHb XalibuHb
dapmacsrotuken Ko.,
nTg,

Kutaii

LeHbWwKeHb
XanbvHb
dapmacboTuKen
Ko., T4

Kutaii

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

BXE 3aTBEPL)KEHOr0 TEKCTY
MapKyBaHHS A5 ynakosku in bulk:
200 dhnakoHiB y kopobuj
(BHECEHHS NO3HAYeHb OAMHULL

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM

niTep natuHCbLKOro andasiTty,
3a3HaYEeHHS1 MapKyBaHHS
YKPAIHCBKOI Ta aHrMificbKoo
MoBamu). BBeeHHs 3MiH
npoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS

UA/10967/01/01

160.

MEPOMNEHEM

MOPOLLIOK A8 PO3YNHY
ans iH'exuivi no 1,0 r; in
bulk: 200 dpnaxoHis 3
NMOPOLLUKOM Y KOpO6Li

LLIeHbYXeHb XalibuHb
dapmacbsrotuken Ko.,
nTg,

Kutaii

LeHbWwKeHb
XanbvHb
dPapmacboTuKen
Ko., It

KuTtaii

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy - OHOBJIEHHSA

BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHsA A/18 ynakosku in bulk:
200 donakoHiB y kopobuj
(BHECEHHS MO3HaYeHb OANHULLb

BVMIPIOBaHHS, 3 BUKOPUCTaHHAM

niTep natuHCLKOro andasity,
3a3HauYeHHs MapKyBaHHS
YKPAIHCBKOI Ta aHrNiicbKo
MoBamu). BBeeHHs 3MiH
npoTArom 3-x MicAuiB nicns
3aTBepKEHHS

UA/10967/01/02

161.

METUNYPALUN

CYno3uTOpIi peKTasibHI
no0,5r,no5
cynosuTopiiB y 6ictepi;
no 1 a6o 2 6nictepu B
nauui

MpuBaTHe aKuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MpusaTHe
akuioHepHe
TOBapuCTBO "J1eKXiM
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
mMartepianis: 3miHu | Tuny - 3MiHn
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHI B TEKCT
MapKyBaHHS yNakoBKW NikapCbkoro

6e3 peyenma

UA/2895/01/01

116




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aco0y W00 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl.

OHOBJIEHHS BXe 3aTBEPPKEHOrO
TEKCTY MapKyBaHHs A/19 yNakoBKu
in bulk: Ne 1000 (no 5
cynosuTopiiB y 6nictepi; no 200
6nicTepiB y ALLMKY) (BHECEHHS
Nno3HayYeHb OANHULb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHCbLKOro andasiTty,
TOLLO); BHECEHHS 3MiH [0 po34iny
“MapkyBaHHs" MKA N13:
3arBepaKeHo:
MAPKYBAHHA
Hapaetbces.

Lina nikapcbkoro 3acoby y chopmi
in bulk:
MAPKYBAHHA
HapaeTbea.
3anponoHoBaHo:
MAPKYBAHHSA.
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHS.

[nsa nikapcbkoro 3acoby y chopmi
in bulk:
MAPKYBAHHS.
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTy MapKyBaHHS, L0
[OAAETLCA.

BeefieHHs 3MiH npoTarom 3-x
MicsILiB Nicns 3aTBepKEHHS.

162.

METUNYPALMN

CYno3nTOpii peKkTaslbHI
no 0,5 r, in bulk: Ne 1000
(no 5 cynosuTopiiB y
6nictepi; no 200
6nicTepiB y ALLMKY)

MpuBaTHE akujioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapuCcTBO "J1ekxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

3MiHV BHECeHi B TEKCT

MapKyBaHHS YNakoBK/ NikapCbKoro

3aco6by LW040 3a3HaYEHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl
OHOBJIEHHS! BXE 3aTBEPKEHOTO
TEKCTY MapKyBaHHs A4/19 YNakoBKu
in bulk: Ne 1000 (no 5
cynosuTopiiB y 6aictepi; no 200
6nicTepiB y ALWMKY) (BHECEHHS
no3HavyeHb OAMHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM

niTep natMHCbLKOro andasiTy,

UA/13824/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TOLL0); BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13:
3aTBepXeHo:
MAPKYBAHHA
HapaeTbes.

[ns nikapcbkoro 3acoby y dhopmi
in bulk:
MAPKYBAHHA
HapaeTbes.
3anponoHoBaHoO:
MAPKYBAHHA.
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTY MapKyBaHHs.

Lnsa nikapcbkoro 3acoby y chopmi
in bulk:
MAPKYBAHHA.
BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHs, Lo
[ofaeTbes.

BBeneHHs 3MiH NpoTArom 3-x
MicALIB MiCNsA 3aTBEPPKEHHS.

163.

METOK/IONPAMI
oy
rAPOX/IOPU,

PO34YMH NS iH'eKUiiA, 5
Mr/mn; no 2 M B
amnyni; no 5 amnyn y
KaceTi; no 2 KaceTu B
naJi 3 KapToHy

My6niyHe akuioHepHe
TOBapuUCTBO "HaykoBo-
BMPOGHUUNIA LLEHTP
"BopLuariBcbkuii
Ximiko-
hapmaLleBTUYHNI
3asofg”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEHTP
"Bopuyariscbkuii
XiMiKo-
hapmaLeBTUYHNI
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSAM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs1 3MiH o po3ainy
“MapkyBaHHs" MKA N3.
3AMNPOMOHOBAHO:
MapkyBaHHs. BignosigHo Ao
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH - NpOTAroM 6 Micauis nicns
3aTBEPAKEHHS

3a peyenmom

UA/3802/01/01

164.

METPOHIAA30/

Tabnetku no 250 mr, no
10 TabneTok y
6nictepax; no 10
TabneTtok y 6nictepi; no
2 6nictepn y nauu;j 3
KapTOHY

AT "ly6Hnchapm"

YKpaiHa

AT "Ny6Hncpapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3MiHu | TUny - 3MiHN 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO JlikapCbKOro 3acoby
(iHLWi 3MiHKW) - BHECEeHHS 3MiH A0
Cneuudikauii nikapcbkoro 3acoby,
a came: 3MiHa NepiognYHOCTI
KOHTponto N3 3a n.
«Mikpo6ionoriyHa yncrota»

3a peyenmom

UA/6538/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(nepLuy Ta KOXHY AecATy cepito,
asie He piguie Hix 1 cepito B pik)
165. | MINTAHAOA TabneTkn BKpUTI AnsoreH IMNKo C.ap.n Niokcembypr ATAIC ®APMA, Icnanis BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/13152/01/01
MN/1iBKOBOK 060OJIOHKOMO, C.J1., IcnaHis mMarepianiB: yTOYHEHHS B Hakasi
3 mr/0,03 mr; no 21 (anbTepHaTMBHWMIA MO3 Ykpainu Ne 2220 Big

Tabnetuyi y 6nictepi; no
1 6nicTepy y KapTOHHii
ynakoBLi

BMPOBHUK, KW
BignoBigae 3a
BTOPWHHE
nakyBaHHs);
Na6opaTtopioc JleoH
dapma C.A., IcnaHis
(MOBHWIA LUKN
BVPOGHMLTBA);
MAHAHTIAN
IHTEIPA, C.J1.Y.,
Icnanis
(anbTepHaTMBHWMIA
BMPOBHUK, KW
BignoBigae 3a
BTOPWHHE
nakyBaHHs)

30.09.2020p., WoA0 HanMcaHHA
BMPOGHWKIB 3a Mpoueaypoto, a
came: 3MiHu | Tuny - 3miHu 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiZANOBIAHOCTI EBpONechbkili
thapmaxkonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTuikaTa BignoBigHOCTI a6o
BWYYEHHS 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) -
OHoBReHwWit cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
noAaHHs OHOB/IEHOTO cepTudikaty
BiANOBIAHOCTI EBpONechbkili
hapmakonei 4s15 AitoHoi pevoBUHU
Ethinylestradiol Big, Bxe
3aTBEPKEHOr0 BUPOGHUKA
IHpacTpian Ximika CP/1, Itania R1-
CEP 2013-030-Rev 00. B
oHosrieHomy CEP cepTtudikari
3a3HaueHi BUPOOHUKN MPOMDKHUX
NPOAYKTIB Ta nepiog,
NepekoHTPossA 5 pokiB; 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikar
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
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechbkili
hapmakonei 4nsa Aito4oi peyoBmHU
Ethinylestradiol Big, Bxe
3aTBEPKEHOr0 BUPOGHUKA
IHgacTpian Ximika CPN, Itania
(3anponoHoBaHo: RO-CEP 2013-
030-Rev 01)
166. | MINAHAOA TabneTkn BKpUTI AnsoreH IMNKo C.ap.n Niokcembypr ATAIC ®APMA, Icnanis BHECEHHS 3MiH 0 peecTpalinHmx 3a peyernmom UA/13152/01/01
MN/1iBKOBOK 060JIOHKOMO, C.J1., IcnaHis mMarepianiB: yTOYHEHHS B Hakasi
3 mr/0,03 mr; no 21 (anbTepHaTMBHWMIA MO3 Ykpainu Ne 2854 Big
Tabnetyi y 6nictepi ; no BMPOBHUK, KW 10.12.2020p., LW0A0 HanMcaHHs
1 6nicTepy y KapTOHHii BignoBigae 3a BMPOGHWKIB 3a Mpoueaypoto, a
ynakoBLi BTOPVIHHE came: 3MiHu | TUny - 3MiHY Woao
nakyBaHHs); 6e3nekn/edhekTMBHOCTI Ta
Na6opaTtopioc JleoH thapmakoHarnsgy - OHOBJ/IEHHS
Papma, C.A., TEKCTY MapKyBaHHA yNakoBKu
Icnanis (noBHWIA NiKapCbKOro 3acoby 3 BHECEHHAM
LMK BUPOGHNLTBA); iHchopmawii Lwoao 3a3HaveHHs
MAHAHTIAN OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
IHTEIPA, C.J1Y., Sl. TepmiH BBEAEHHS 3MiH -
Icnanis npoTsarom 6 micsAuis nicns
(anbTepHaTMBHWIA 3aTBEPAXKEHHS
BMPOBHUK, KW
BignoBigae 3a
BTOPWHHE
nakyBaHHs)
167. | MIHTEIPA Tabnetku, Wo MpAT Ykpaina PonTic Xennac peuis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/18061/01/01
ancnepryrotbes B "®apmMaueBTNYHa Megikan eHp, mMartepianis: 3miHu | TMny - 3MiHn
POTOBI NOPOXHWHI, MO thipma "apHuus” dapmacboTikan LoAo 6e3nekn/edeKTMBHOCTI Ta
10 wmr, no 10 Tabnetok y MpopakTc C.A. hapmakoHarnsgy. BeegeHHs abo

6nictepi, no 3 6nictepu
B nauuj

3MiHW [0 Y3arasibHEHUX AaHuX npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobu, BiANoBiAa/IbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.

[itoua pepakuisn: Cipaxos Irop
OnekcaHApoBWY.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasosuy.

168.

MIHTEIPA

TabneTku, Lo
aucnepryoTbes B
POTOBI NOPOXHWHI, MO
15 wr, no 10 Tabnetok y
6nictepi, no 3 6nictepu
B nauuj

MpAT
"®apmaueBTnyHa
hipma "apHuus”

YKpaiHa

PoHTic Xennac
Megikan eHpg,
dapmachbtoTikan
Mpopaktc C.A.

pevis

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis: 3miHu | TUNy - 3MiHK
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
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CobM 3as1BHMKaA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsg.

[itoua pepakuis: Cipaxos Irop
OnekcaHapoBuY.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'avyecnaBoBuy.

3a peyernmom

UA/18061/01/02

169.

MIHTEIPA

TabneTku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI, MO
30 wr, no 10 TabneTok y
6nictepi, no 3 6nictepu
B nauui

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

PoHTic Xennac
Megikan eHg
dapmacbioTikas
MNpopaktc C.A.

Ipeuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 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/18061/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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.

[itoua pepakuis: Cipaxos Irop
OnekcaHapoBuY.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy.

170.

MOAVTEH AEMO

PO34MH NS iH'ekuiid, 25
mr/Mn no 1 mn B amnyni;
no 5 amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

KPKA, a.4., HoBo
MEeCTO

CnoseHisa

KPKA, a.4., Hoso
MEeCTO

CnoseHisi

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3mMiHu |l TURY - 3MiHK 3
AkocTi. A®l. BUpo6bHMUTBO —
HafaHo OHoB/ieHUA ASMF Ha
4itouy peyoBuHy hnyeHasnHy
[ekaHoarty Bif, 3aTBEPAXEHOI0
BMpo6HuKa Fine Chemicals
Corporation (Pty) Limited,
MiBaeHHa Adppuka (3aTBEpAXKEHO:
August 2010, May 2011,
3anpornoHosaHo: September
2017). BBegeHHA 3MiH MPOTAroM
6-TW MicALiB Nicna 3aTBEPAKEHHS

3a peyenmom

UA/0893/01/01

171.

MOKCU®D/TOKCA

LUNH-®dAPMEKC

TabneTkn, BKPUTI
060n0Hkoto, no 400 wmr;
no 5 tabnetok y
6nictepi, no 1 abo no 2
6nicTepy B KapTOHHIA
Kopo6ui; no 10 TabneTok
y 6nictepi, no 1
6nicTepy B KapTOHHiIl
KopooLi

TOB "®APMEKC
reymn"

Ykpaina

TOB "®APMEKC
reyn

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
ofo 6esnekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo
SIK pe3ybTar OLiHKN 3BiTY 3
AOCnimpKeHb, MPOBeAEHNX

3a peyernmom

UA/16662/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BIANOBIAHO A0 MiaHy

negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OpraHom) - 3MiHu
BHECeHi 10 IHCTPYKUii ons
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJ/IEHOT iHhopMaLii 3 6e3nekn
4itoyoi pevoBuHU. CynyTHS 3MiHa
- 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. BHeceHHst abo
3MiHa(1) L0 3060B'A3aHbL Ta YMOB
BMAaui peectpauiinHoro
nocBiAYeHHs, BKkAoyatoun Mnax
ynpasiHHA pu3nkamu
(3acTocyBaHHs TEKCTY, SKUiA
NOrOMKEHNI 3 KOMNETEHTHUM
opraHom) - OHoBneHo MnaH
yNpaBniHHA pu3nKamun 1o Bepcii
3.0. BHeceHi 3MiH1 [0 YacTuH:
“Cneumndikauis 3 6esnekun”, “MnaH
3 chapmakoHarnsgy”, “3axoam 3
MiHiMi3aLii pu3ukis”, “Pestome
nnaHy ynpasniHHA pusukammn”
BiANOBIAHO O pekoMeHAau,ii
PRAC w00 OHOB/EHOT
iHchbopmawii 3 6esneku giroyoi
PEyoBVHM.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiICALIB MiCNA 3aTBEPLYKEHHS.
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MeJMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3acToCcyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo
AIK pe3ynbTar OLiHKN 3BiTY 3
[ocnigpKeHb, NpoBefeHnX

BiNOBIAHO A0 NiaHy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

negjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
yNoBHOBaXeHM opraHom) (B.1.3.
(a) IB)
3MiHV BHECEHI [0 iIHCTPYKUii ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJ/IEHOT iHhopMaLii 3 6e3nekn
Lit040i pevOBUHN.
CynyTHS 3MmiHa
- 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3000B'A3aHb Ta yMOB
BMAaui peecTpauiitHoro
nocBeifyeHHs, BkoYaoun Mnax
ynpaeniHHA pyu3vikamm
(3acToCyBaHHA TEKCTY, AKWIA
NMOrOKEHNI 3 KOMNETEHTHUM
opraHom) -

OHoBrieHo MnaH ynpasniHHA
pusmkammn go Bepcii 4.0. BHeceHi
3MiHW O YaCTUH:
“Cneumdikauis 3 6e3nekun”, “InaH
3 thapmakoHarnsagy”, “3axogu 3
MiHimi3aLii pu3ukis”, “Pe3iome
nnaHy ynpasiHHA pusnkamu”
BiZJNOBIAHO [0 pekoMeHAaLii
PRAC wo40 OHOB/EHOT
iHdhopmawii 3 6e3neku Aitoyoi
pPeYoBUHN.

BBegeHHs1 3MiH npoTsarom 6-tu
MicsILiB Nicns 3aTBepAKEHHS.

172.

MOMETA3OH-
TEBA

cnpeii HazanbHWIA,
cycneHsis, 50 mMkr/go3sa
no 10 r (60 po3) y
hNakoHi 3 fO3yUnM
crnpei-Hacocom Ta
posnunioBayemM,
3aKPUTUM KOBMAYKOM; No
1 dhnakoHy B KapTOHHIiA
KopooLi

TeBa ®apmauesTikan
IHpacTpi3 N7,

I13pains

MenbbypH
CaiHTndik fMlimitea,
Benvka bputaHis
(KOHTpO/b cepii 3a
NOKa3HUKOM
"Bu3HayeHHsA
MOMeTa30Hy
dypoaty y manmx
Kpannsx/yacTtkax");
Tesa Yex IHgacTpi3
C.p.0., Yecbka
Pecny6nika
(BMPOGHMLTBO 3a
NOBHMM LMK/TOM)

Benuka
BpuTtaHis/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu |l Tuny -
nofaHHs OHOB/IEHOTO MacTep-
chaiiny ASMF 40400 —
EUDMF.12.2019 agns gitoyoi
peyoBMHM MomeTasoHy chypoat
MoHorigpart (40400 —
EUDMF.12.2019, npote A5
po3giny 3.2.S.3.2 OHOBNEHO A0
Bepcii 40400 — EUDMF.06.2020
Ta po3ginu: 3.2.5.7.1,3.2.S.7.1
OHOB/EHO A0 Bepcii 40400 —
EUDMF.05.2020). BBefeHHs 3MiH
NpoTSArom 6-Tu MicauiB nicas

3a peyernmom

UA/15611/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPAKEHHS
173. | MYKONIK cupon 5 % no 125 mny MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/15376/01/01
6aHuj; no 1 6aHui Ta marepianis: 3miHu | Tuny - 3miHn
MipHI noXui y nauui 3 Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHY thapmakoHarnagy (iHwi 3miHun) (B.
(x) 1A)
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BMMIpIOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nic/a 3aTBepAKEHHs!
174. | HATIAOK KBITKWU | kBiTk1 no 25 r a6o no 50 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2156/01/01
Iy nayyj 3 BHYTPILWHIM dapmaLeBThYHa PapmaueBTMUHa marepianis: 3MiHK | TURy - 3MiHK
naketom; no 1,5ry thabpuka "Biona" thabpuka "Biona" Lwoao 6e3nekn/edeKTMBHOCTI Ta
inbTp-nakeTi; no 20 thapmakoHarnsgy - 3MiHM BHECeHi
hiNbTp-nNakeTiB y nauui B TEKCT MapKyBaHHS YnakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProsoi MapKn
175. | HATPIO PO34MH NS iH'ekuin, 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2998/01/01
AOQEHO3UHTPU Mmr/mn, no 1 mn B "papmMaueBTUYHa "papmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK
DOCDAT- amnyni; no 5 amnyn y dipma "AapHuua” ipma "AapHuua" LoAo 6e3snekn/edeKTMBHOCTI Ta
AAPHNUA KOHTYPHIli YapyHKOBIl hapMakoHarnsay - BHECEHHS 3MiH
ynakoBLii; N0 2 KOHTYPHI 00 po3giny “MapkyBaHHs" MKA
YapyHKOBI YNaKoBKu B na.
nauui 3anponoHoBaHo: MAPKYBAHHA
BignosigHo o 3aTBEpaAXeHOro
TEKCTY MapKyBaHHs. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
yNakoBKM NikapCbKoro 3acoby
LLIOA0 3a3HaYEHHS OANHULb
BUMIPIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
176. | HATPIO PO34MH NS iH'eKUiiA, 9 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/7493/01/01
Xnoeuma- Mmr/mn, no 5 mn B "papMaueBTUYHa "papMaueBTUYHA marepianis: 3MiHU | TUMY - 3MiHK
OAPHUUA amnyni; no 5 amnyn y dhipma "fapHuua” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta

KOHTYPHIli YapyHKOBI
ynakoBLi; N0 2 KOHTYPHI
YapyHKOBI yNaKkoBKM B
nayui; no 10 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBilA
yNakoBLi; M0 2 KOHTYPHiI

chapmakoHarnsgy - OHOBJ/IEHHS
TEKCTYy MapKyBaHHS yNaKoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. 3amiHa po3giny «IpadiuHe
0hOpMIEHHS YTAKOBKM» Ha
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YapyHKOBi YNakoBK/ B
nauui

«MapKyBaHHS» B 3aTBEPMAKEHNX
MK#A J13. 3anponoHoBaHo:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOrO TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH: noTArom 6-Tu micsuis 3 gatu
3aTBePKEHHS 3MiH

177.

HEBIBO/ION-
JOAPHULA

Tabnetkv no 5 mr no 14
TabneToK y KOHTYpPHii
YapyHKOBIli ynakoBLii, No
2 KOHTYpPHi YapyHKOBI
ynakoBKU B navi

MpAT
"PapmaueBTnyHa

thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa

hipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM 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'ayecnasoBuy

3a peyenmom

UA/17005/01/01

178.

HEWPAKOP[,

PO34YMH NS iH'eKL,A no 2
M B amnyni; no 5
amnyn y 6nictepi; no 1
6nicTepy B mauui

MpvBaTHe aKuioHepHe
TOBapucTBO "J1ekxiM-

Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsagy - BHECEHHS 3MiH
0o po3ainy MKA: MAPKYBAHHA
MponoHoBaHa pegakuis
MAPKYBAHHSA BignosigHo go
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHs yrnakoBKu
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs oAnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBepAKEHHS

3a peyenmom

UA/18087/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
179. | HENPOKOBAN® TabneTkn, BKpUTI KYCYM XENTXKEP IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 40 peecTpalinHmx 3a peyenmom UA/14887/01/01

N/1iBKOBOKO 060JIOHKOIO,
no 500 mkr; no 10
TabneTtok y 6nictepi; no
3 abo no 10 6nicTepiB y
KapTOHHIl ynakoBL,i a6o
no 30 Tabnetok y
6nicTepi; no 3 6nictepa
B KAPTOHHIlA ynakoBLj

nBT NT4,

MBT NTA

MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
3MiHu y BUPO6HMLTBI. 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/IH0 SKOCTi, NEPBMHHOTO Ta
BTOPVHHOTIO NakyBaHHSA, A1
HeCTepUsbHUX NiKapCbKunx
3ac06i8) CynyTHs 3MiHa - 3MiHK 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiflbHUL,
BMPOGHULITBA 4715 YaCTUHU abo
BCbOro BUPOBHMYOro npovecy
roToOBOro NikapCbKoro 3acoby
(AinbHULSA ANna BTOPUHHOMO
nakyBaHHs) - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBeEHHS [0AAaTKOBOI AiNbHUL
BMPOOHULITBA A/15 YaCTUHN ab0
BCbOr0 BUPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(4inbHULA ANA NEPBUHHOIO
nakyBaHHS) BBEL,EHHS [,04aTKOBOI
AinbHULUi BUpo6HULTBa KYCYM
XENTXKEP MBT NTA, MnoT Ne M-
3, IHaop Cnewen IkoHOMiK 30yH,
®eiiz-1l, Mitamnyp, AdicT. Oxap,
Magaxbs Mpagew, Min 454774,
IHAiA. 3MiHK | TURY - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHNn y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roToOBOro Nikapcbkoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3EHHA Ta/abo BMMNYCK cepii) -
Bkntoyatoun
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBEAEHHS [OAATKOBOI AiflbHUL,
BMpobHMuTBa KYCYM XEJITXKEP
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MBT NTA, MNMnot Ne M-3, IHgop
Cnewwen IkoHoMik 30yH, ®eliz-II,
Mitamnyp, Aict. xap, Magxes
Mpagew, Min 454774, IHAis. 3MiHn
BHECEHI B IHCTPYKLjto ANns
MeAnYHOro 3acTocyBaHHA J13
00 MiCLIe3HAXOKEHHS
BMPOGHMKa 3 BiANOBIAHUMY
3MiHamu B TEKCTi MapKyBaHHS
ynakoBoK. 3MiHu | Trny - 3MiHn
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13:
3arBepaxeHo: MAPKPOBKA
MpunaraeTtcs 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo fo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HAaYEHHS OAVHNLB
BMMIpIOBaHHA y cuctemi Sl ta
npuBELEHHS fO BUMOT Hakasy
MO3 Ykpainu Big 23.07.2015 p. Ne
460. BBefieHHs 3MiH NpOTSArom 6-
TN MicALIB NicNa 3aTBEPAKEHHS.

180.

HEWPOKCOH®

PO34MH ANna
nepopaibHOro
3actocyBaHHs, 100
mr/Mn no 45 mny
hnakoHi; no 1 dpnakoHy
pasom i3 go3aTopom y
nauui

MAT "Fanuudpapm”

YKpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3mMiHu Il TUNy - 3MiHK 3
akocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHMKA BUXIAHOr0/NPOMIKHOTO
NpoayKTy/peareHTy, Wwo
BUKOPWCTOBYHOTHLCS Y
BMPOGHUYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYaoun, ae
HeobXxiAHO, MicLe NpoBeAEHHS
KOHTposto sikocTi) AdI (3a
BICYTHOCTI cepTudikata
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
[ocbe)(BBEAEHHS HOBOrO
BMPOGHMKa AP| 3 HaAAHHAM
macTep-aiina Ha Adl) -
BBEJEHHSA 10AaTKOBOro
BMpo6HMKa AP| Lintukonivy
HaTpito Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd., Kutaii 3 HagaHHAM MavicTep-
chaiiny Ha A®I. 3anponoHoOBaHoO:

3a peyenmom

UA/12114/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«Kyowa Hakko Bio Co., LTD.»,
AnoHis. «Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd.», Kutaii

181.

HEMPOKCOH®

PO34unH NS iH'ekuiid, 500
Mr/4 Mn no 4 mn B
amnyni; no 5 amnyn B
6nicTepi; no 2 6nictepu
B nauuj

MAT "Tanuuchapm”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3mMiHu |l TUMY - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOBOHUKA BUXiAHOrO/NMPOMIXXHOrO
nNpoAykTy/pearexTy, o
BUKOPWCTOBYHOTLCH Y
BUpo6HUYOMY npoLeci AdDl, abo
3MiHa BUPO6HUKa (BKIOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) AdI (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepxeHoMy
[0CbE)(BBEAEHHS HOBOMO
BMPOGHMKa AP| 3 HaAaHHAM
macTep-aiina Ha Adl) -
BBE/IEHHS 40aTKOBOrO
BMpoG6HUKa A®| LinTukoniHy
Hatpito Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd., Kutaii 3 HagaHHsAM MaricTep-
dpaiiny Ha A®I. 3anponoHoBaHo:
«Kyowa Hakko Bio Co., LTD.»,
AnoHis. «Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd.», Kutai

3a peyenmom

UA/12114/01/01

182.

HEMPOKCOH®

PO3YMH ANS iH'EKLN,
1000 mr/4 mn no 4 mn B
amnyni; no 5 amnyn B
6nicTepi; no 2 6nictepu
B nauuj

MNAT "Tanuucapm”

YKpaiHa

MAT "Tannudpapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis: 3mMiHu Il Tuny - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOr0/NPOMKHOTO
NpoAayKTy/peareHTy, Wwo
BMKOPWCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO AKOCTI) AP (3a
BiICYTHOCTI cepTudpikata
BIANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHomMy
[ocbe)(BBEAEHHS HOBOTrO
BMPOGHMKa AP| 3 HaAaHHAM
macTep-gaiina Ha Adl) -
BBEJeHHA 104aTKOBOro
BMpo6HMKa AP| LinTukoniHy

3a peyernmom

UA/12114/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

HaTpito Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd., Kutaii 3 HagaHHsaM MalicTep-
thaiiny Ha A®l. 3anponoHoBaHo:

«Kyowa Hakko Bio Co., LTD.»,
AnoHis. «Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd.», Kutaii

183.

HEO-AHIH®
BE3 LLYKPY

NbOASAHNKM MO 8
NbOASHUKIB y 6nicTepi,
no 2 6nictepu B
KapTOHHiI kopobuj; no
12 nbogsHUKIB Y
6nicTepi, no 2 abo no 4
6nicTepy B KapPTOHHIi
KOpoo6Li

[Jvsacapma Mm6X

HimeyunHa

[Jvsacbapma M'mobX,

HimeuumnHa;
Knoctepdpay
BepniHn M'm6X,

HimeyunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei R1-CEP 2004-100-
Rev 02 (nonepepfHs Bepcis R1-
CEP 2004-100-Rev 01) Big BXe
3aTBEPAKEHOr0 BUPOGHUKA
SYMRISE AG gns A®l
NIeBOMEHTOY; 3MiHKW | Tuny -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechkili
chapmakonei R1-CEP 2012-343-
Rev 00 (monepeaHs Bepcis RO-
CEP 2012-343-Rev 01) Big BXe
3aTBEPLKEHOIO BUPOGHMKA
BioXera Pharma Pvt. Ltd, IHgis
onsa A®l aminveTakpesony

6e3 peyenma

UA/7673/01/01

184.

HEO-AHIH®
BULLIHA

NbOASHUKYM; no 12
NbOASAHUKIB y 6nicTepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

[Jveacapma Mm6X

HimeyunHa

Bignosigae 3a
BUNYCK cepil:

Onsadapma MvbX,

Himeyuun;
BMPOGHMLTBO
Hepo3dacoBaHOl
npoaykKujii:
Knoctepdpay
BepniH M'm6X,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
nofiaHHA OHOBJ/IEHOrO cepTudikaTa
BIANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2012-343-
Rev 00 (nonepepfHs Bepcis RO-
CEP 2012-343-Rev 01) Big BXe
3aTBEPKEHOr0 BUPOGHUKA
BioXera Pharma Pvt. Ltd, IHais
onsa A®l aminveTakpesony;
3MiHu | Tuny - 100-Rev 02
(nonepepnHs Bepcis R1-CEP 2004-
100-Rev 01) Big BXE
3aTBEPKEHOr0 BUPOGHUKA
SYMRISE AG gns A®l
JIeBOMEHTO/TY

6e3 peyenma

UA/10762/01/01

185.

HEOCIMNACTUN®

PO34MH ANS iH'eKLA no 2
M B amny”ni; no 5
amnys y KOHTYpHIl
YapyHKOBIli ynakoBLii; no
2 KOHTYpPHI YapyHKOBI
YNaKOBKM B NauLli

MpAT

"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"®apmMaLeBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3araslbHEHUX AaHuX npo
cuctemy hapMakoHarisgy

3a peyenmom

UA/18292/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'a4yecnasoBuy

186.

HEO®EH
BENYMNO

cnpeii ANs 30BHILLIHBOrO
3acTocyBaHHsA 50 mr/r;
no 50 M1y dhnakoHi 3
MeXxaHi4YHUM NOMMNOBUM
posnunioBavem; no 1
h/1aKkoHy B KapTOHHIiA
nauuj

Benyno, niku Ta
KocmeTuka, A.4.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsaris

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IyYEHHS cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HULTBI ADI; ans
[,0MOMDKHOT PEYOBUHM
(cepTtudpikaT BignoBigHOCTI
€Bponeiicbkilt hapmakoneri) -
OHoBneHn cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
CEP R1-CEP 2000-087-Rev 03
ana A®l ibynpodeH, Name of
holder: BASF SE, Germany
(paHiwe Name of holder — BASF
Corporation, Germany) Big yxe
3aTBEepAKeHOro BMpo6Hunka BASF
corporation, USA.
3arBepmxeHo: CEP (R1-CEP

6e3 peyenma

UA/14788/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
2000-087-Rev 02)
3anponoHosaHo: CEP (R1-CEP
2000-087-Rev 03).
187. | HEO®EH renb, 50 mr/r; no 151 Benyno, niku Ta XopBarTis Benyno, nikn Ta XopBartis BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/14739/01/01
BENYNO NnocC a6o50r, abo 100 ry KOCMeTuka, A.4. KOoCMeTuKa, A.4. martepianis: 3miHu | Tuny -
Ty6i; no 1 T1y6i B nofaHHs OHOBJ/IEHOrO cepTuduikara
KapTOHHI nayui CEP R1-CEP 2000-087-Rev 03
ons Adl ibynpodeH, Name of
holder: BASF SE, Germany
(paHiwe Name of holder — BASF
Corporation, Germany) Big yxe
3aTBEpPLAKEHOro BUpo6HMKa BASF
corporation, USA.
3anponoHosaHo: CEP (R1-CEP
2000-087-Rev 03)
188. | HE®OMNAM PO34mMH ANs iH'eku;iin 20 HoBeko IHBECT eHp, CWA KYMEP EC. EW. peuis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/4039/01/01
Mr/mn no 1 ma B amnyni; Tpelig Kopn. marepianis: 3MiHu | TURY - 3MiHK
no 3 amnynu B KaceTi; Lofo 6e3nekn/edhekTMBHOCTI Ta
no 1 KkaceTi B KAPTOHHIi hapmakoHarnagy - OHOBJ/IEHHS
KOpo6Lj TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy
“MapkyBaHHs" MKA N13;
3anponoHoBaHo: MapkyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1
189. | HIKOTUHOBA PO34mnH NS iH'ekuiid, 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiintHmx 3a peyenmom UA/3224/01/01
KUC/NOTA- Mr/mMn no 1 ma B amnyni; "hapMaueBTNYHaA "hapMaueBTUYHA martepianis: 3miHu | Tuny - 3MiHn
OAPHULUA no 5 amnyn y KOHTYpHilA hipma "OapHuus” chipma "JapHuus” Loao 6e3nekn/edeKTBHOCTI Ta

YapyHKOBIli ynakoBLi; No
2 KOHTYpPHi YapyHKOBI
yNakoBKM B nauLi

hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBiAANLHOT 3a 34iiCHEHHS
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 34iACHEHHS
thapmakoHarnsagy B YKpaiHi, SKLL0
BOHa BiZIMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BiANOBIAaIbHOI 3a
34iicHeHHs chapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemm
thapmakoHarnsay) - 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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

[itoua pepakuis: Cipaxos Irop
OnekcaHapoBuY.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy.

190.

HIMEAAP

renb, 10 mr/r; no 30 ry
Ty6i; no 1 Ty6i B nauyj

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
hipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHus abo
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM 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'ayecnasoBuy

3a peyenmom

UA/15433/02/01

191.

HI®YPOKCA3NA

cycrneHsis opasbHa, 200
mr/5 mn; in bulk: no 90
My do1akoHi; no 28
(h1aKoHIB pa3om 3
BIANOBIAHOIO KiSIbKICTIO
MipHUX /T0XOK Y rpynoBiii
KOpoo6Li

TOB "TepHodhapm"

YKpaiHa

TOB "TepHodapm*

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXe 3aTBEPAKEHOro TEKCTY
MapKyBaHHs in bulk nikapcbkoro
3acoby, a came 3a3HayeHHsA

MiKHapPOAHUX NO3HAYeHb OAUHULL
BMMIPIOBaHHS 3 BUKOPUCTaHHAM

niTep natuHCbLKOro andasiTy;
BHECEHHS 3MiH 4,0 po34iny
"MapkyBaHHA" MKA 113:
3anponoHoBaHo: Po3gin

«MAPKYBAHHS» BignosigHo fo

3aTBEPLKEHOr0 TEKCTY

MapKyBaHHS. TeKCT MapKyBaHHS

UA/14858/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBku in bulk gogaeTbes.
3MiHW BHECEHI B TEKCT
MapKyBaHHS1 YNakoBKW J/1iKapCbKOro
3aco6y W00 3a3HaYEeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MiCALIB NicNs 3aTBEPAKEHHS

192.

HI®YPOKCA3NA

cycrneHsisi opasibHa, 200
Mr/5 m; no 90 mny
6aHUi abo thnakoHi; no 1
onakoHy abo 6aHLi B
naJui pa3om 3 MipHoto
JI0XKOHO

TOB "TepHodchapm”

YkpaiHa

TOB "TepHodhapm"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | TUMY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEPAXKEHOro TEKCTY
MapKyBaHHS; BHECEHHS 3MiH [JO
po3giny "MapkyBaHHsA" MKA N13:

3anponoHoBaHo: Po3gin

«MAPKYBAHHS» BignosigHo ao

3aTBEPKEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B

TEKCT MapKyBaHHS ynakoBKu

nikapcbKkoro 3acoby Lwoa0
3a3HaYeHHs OAUHULb

BVMIiptOBaHHSA y cuctemi Sl.

BBefieHHs1 3MiH npoTAarom 6-Tu
MiCALB Nicnsa 3aTBepAKeHHs

3a peyenmom

UA/10558/01/01

193.

HOBOKAIH-
JAPHULIA

PO34MH ANa iH'eKuiid, 5
mr/mn no 2 mn abo no 5
M/ B amnyni; no 5
amnysn y KOHTYPHIiA
YapyHKOBIli yNakoBLii; No
2 KOHTYpPHi YapyHKOBI
ynakoBKu B naui

MpAT
"®apmMaueBTNYHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmMaueBTNYHa
chipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiiHnx
marepianis: 3MiHu | TUAY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, yNOBHOBaXeHOT|
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
hapmMakoHarnagy) - 3miHa

3a peyernmom

UA/3972/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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

194.

HOBOKAIH-
JAPHULIA

PO34mnH ANs iH'ekuiin, 20
Mr/M/1 M0 2 MA B amny/ii;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLii; No
2 KOHTYpPHI YapyHKOBI
yNakoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX 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 BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKTHOYAKOYM 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'auecnaBoBuy

3a peyenmom

UA/3972/01/02

195.

HO-X-LWA®

CYNno3uTOpIi peKTasbHI
no 0,04r,no5
cyno3uTopiiB y 6icTepi;
no 2 6nictepu y nauuj

MpuBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiM-Xapkis

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - 3MiHM BHECeHi
B TEKCT MapKyBaHHS yNakoBKU
nikapcbKoro 3acoby LWoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
OHOBJIEHHS BXe 3aTBEPPKEHOrO
TEKCTY MapKyBaHHS BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA
N3: 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSA. BBegeHHs 3MiH
npoTArom 3-X Micauis nicas
3aTBEPKEHHS

6e3 peyenma

UA/3611/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

196.

HO-X-LUA®

Cyno3nTopii peKTasTbHi
no 0,04 r, in bulk: Ne
1000 (no 5 cynosutopiis
y 6nicTepi; no 200
6nicTepiB y ALLMKY)

MpuBatHe akLioHepHe
TOBapucTBO "J1eKXiM-
Xapkis"

YkpaiHa

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsay - 3MiH1 BHECEHI
B TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Lwoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
OHOB/IEHHS BXE 3aTBEPKEHOr0
TeKCTy MapkyBaHHsS in bulk: Ne
1000 (no 5 cynosutopiis y
6nictepi; no 200 6nictepis y
AWMKY) (BHECEHHS MO3HAYEHb
OfVHULIb BUMIPIOBaHHS, 3
BMKOPUCTaHHAM fliTep
naTvHCbKOro andasiTy, TOLLO);
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13:
3anpornoHoBaHo: MAPKYBAHHA.
BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHS, Lo
fofaeTbes. BeefeHHs 3MiH
npoTArom 3-X MicAuiB nicas
3aTBEPKEHHS

UA/13745/01/01

197.

OBNINNXOBA
onAa

cynoawuTopii no 0,35 T;
no 5 cynosutopiis y
6nicTepi; no 2 6nictepn
y nauLii 3 KapToHY

MpuBatHe akLioHepHe
TOBapucTBO "J1eKxiM-
Xapkis"

YKpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO "J1eKXiM
- XapkiB"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsay - 3MiH1 BHECEHI
B TEKCT MapKyBaHHS1 yNnakoBKy
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
OHOBJIEHHS! BXE 3aTBEPKEHOTO
TEKCTY MapKyBaHHS BHECEHHS 3MiH
00 po3gainy “MapkyBaHHs" MKA
13: 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTsArom 3-x MicAuiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/3612/01/01

198.

OBNINNXOBA
oniA

cynosuTopii no 0,35 ; in
bulk Ne1000: no 5
cynosuTopiiB y 6nictepi;
no 200 6nicTepiB y
ALWWKY 3 TOPPOKAPTOHY

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EeKXiM-
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapuCTBO "JlekxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
hapmakoHarnsigy - 3MiHM BHECEHI
B TEKCT MapKyBaHHS YNakoBK
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs 0AVHWLb

UA/13822/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BVIMIipIOBaHHS y cuctemi Sl.
OHOB/IEHHS BXe 3aTBEPAKEHOrO
TeKCTy MapkyBaHHs in bulk: Ne
1000: no 5 cyno3uTopiis y
6nictepi; no 200 6nicTepis y
ALLMKY 3 roddpOoKapTOHY (BHECEHHSA
No3HaYeHb OAMHNLbB
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHcbKoro andasity,
TOLL0); BHECEHHS 3MiH [0 po34iny
“MapkyBaHHa" MKA N13:
3anponoHosaHo: MAPKYBAHHA.
BignosigHo fo 3aTBEpPAXEHOrO
TEKCTYy MapKyBaHHS, L0
[ofaeTbes. BBegeHHS 3MiH
npoTsArom 3-x MicAuiB nicas
3aTBEPAKEHHSA

199.

OKCOJIH-
JAPHULIA

mMasb, 2,5 mr/r; no 10 ry
Ty6i; o 1 Ty6i B nayuyj

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. TepMiH BBEJEHHS 3MiH -
npoTarom 6 micsAuis nicns
3aTBEPAKEHHS

6e3 peyenma

UA/6926/01/01

200.

OMAHY
KOPEHEBULLA 3
KOPEHAMUA

KOpeHesuLLa 3
KopeHamun no 50 ry
naykax 3 BHYTPiLLHIM
naketom; no 4ry
inbTp-nakeTi; no 12
abo no 20 ginbTp-
nakeTiB y nauuj

MpuBaTHe akLjioHepHe
TOBapUCTBO
hapmaueBTnyHa
thabpuka "Biona"

YKpaiHa

MpAT
PapmaueBTUYHA
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy - 3mMiHM BHECEHi
B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProsoi Mapku

6e3 peyenma

UA/2262/01/01

201.

OPAMOP®

PO34MH OpaNibHUIA, 2
mr/mn, no 100 mny
hnakoHi; no 1 dpnakoHy
3 afanTepom, KpULLIKOo
3 3aXVUCTOM BIf
BIOAKPUTTA AiTbMU Ta
MipHOO MINeTKOo y
KapTOHHI ynakoBLi

N.MonTeHi i K. gei
®patenni AnitTi
CocieTa gji Esepuunuio
C.n.A.

ITanis

N.MonTeHi i K. gei
®.nni AnitTi Cocieta
Ai Esepunuio C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. FOTOBMIA Nnikapcbkuii 3aci6.
3MiHM Yy BUpO6HMUTBI. 3amiHa abo
BBEEHHS [10AAaTKOBOI AiNIbHUL
BMPOOHULITBA 4715 YaCTUHWN ab0
BCbOr0 BUPOOHMYOro npouecy
roTOBOrO /iKapcbKoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHS) BBEAEHHS
[0/1aTKOBOro BUpo6Huka Falorni

3a peyenmom

UA/16032/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

S.r.L., Itanisi, BignoBigasbHOro 3a
BTOPMHHE NakyBaHHS, 6e3
3a3HavyeHHs iHdopmaLii Lwozao
HbOTO y METOAAxX KOHTPO/IHO
AKOCTi. 3MiHK | TUNy - 3MiHN 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
Cucrtema
KOHTeliHep/3aKynopoBabHuii
3aci6. 3mMiHa y NepBUHHIlA ynakoBLj
rOTOBOrO JliKapCbkoro 3acoby
(sKicHWIA Ta KiNbKicHWIA cknag) -
M’siKi Ta HeCTepunbHi piaki
nikapcbki hopmu - 3amiHa KpULLIKN
(3 3axucToM Bif BIgKpUTTA AiTbMK)
3 NONINpoNiNeHy Ha KPULLIKY (3
3aXMCTOM Bif, BiZKpUTTA 4iTbMK) 3
nonieTuneny 3 nonieTuIeHoBUM
aganTepom g ninetk. 3MiHa
BHOCUTbLCS Y 3B'A3KY 3i 3MiHOIO
[03YH40ro NpUCTPOoH0. 3MiHN |
TUny - 3MiHM 3 AKocTi. MegnyHi
npucTpoi. 3mMiHa NpUCTPOIB ANA
BMMIipIOBaHHA 1031 abo BBeAEHHS
nikapcbKoro 3acoby (fofaBaHHSA
abo 3amiHa NpuCTpoIo, AKNIA He €
HEBIJ'€EMHOI0 YACTUHOK NEPBUHHOT
ynakoBkm) - MpuUcTpili, akunii mae
CE-mapKyBaHHS - 3MiHa NMPUCTPOIO
0151 BUMIPKOBAHHSA 031 3 MIPHOTrO
KOBMayky Ha MipHy nineTky, 3
BiANOBIAHVUMYK 3MiHamMK [0 p.
«YnaxkoBKa»
3arBepgxeHo: Mo 100 mny
thnakoHi; no 1 diakoHy 3
KPYLLIKOIO Ta MipHMM KOBMa4KoM y
KapTOHHIlA ynakoBLy;
3anponoHosaHo: Mo 100 mny
hnakoHi; no 1 dpriakoHy 3
afilanTepom, KpULLIKOIO 3 3aX1CTOM
BiJ BIAKPUTTS 4iTbMU Ta MipHOIO
NiNeTKO Y KAPTOHHIN ynakoBLi.

202.

ODTAMIPUH

Kpanni
OYHi/BYLLHI/Ha3asbHI,
po3unH 0,1 mr/mn, no 5
My doiakoHi, no 1
chnakoHy B nauu,

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

Ykpaina

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

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo

cuctemy hapMakoHarnagy

(BBEAEHHS y3arasIbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,

3a peyenmom

UA/12521/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

203.

NAMIZON

PO34YMH ANS iH'eEKLA No
300 mr/mn, no 50 mn
a6o no 100 M po3ynHy
y thnakoHi, no 1
(hN1aKoHY Y KapTOHHilA
Kopoo6Ui

"FOHiK
PapmacboTuKan
Nab6opaTopiz"
(BippineHHs dipmu
"Ix. B. Kemikan3s eHp,
PapmacboTrKan3
nrp.")

IHais

HOHiK
PapmacboTuKan
Na6opaTtopi3
(BipgineHHs dipmun
k. B. Kemikan3s eHp
PapmacboTrKan3

NTp)

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - 3MiHU B TEKCTI
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNakoBOK NiKapCbKoro
3acoby (gofaBaHHs iHhopmaw,i
aHrNincLKo MOBOK). BHECEHHS
3MiH 4,0 po34iny «MapKyBaHHs»
MKA N3.
3anponoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. TepMiH BBELEHHS
3MiH - NPOTArom 3-X MicALiB nicns
3aTBEPKEHHS

3a peyenmom

UA/15509/01/01

204.

NMAHTEHON
AEPO30/1b

niHa HawkipHa, 50 mr/r
no58ra6o 116r B
KOHTeliHepi; no 1
KOHTelHepy y nauui 3
KapTOHY

TOB "Mikpochapm”

YKpaiHa

TOB "Mikpochapm”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HavYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. 3amiHa po3giny «IpadiuHe

0hOpPMNEHHS YNaKOBK/» Ha
po3ain «MapkyBaHHs1» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEpAXXEHOro TEKCTY
MapKyBaHHS.
TepMmiH BBEL,EHHS 3MiH NPOTArom 6

MicsUIB Nicns 3aTBEpPAKEHHS

6e3 peyenma

UA/8333/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

205.

NAHTECTWH-
JAPH/LSA®

renbno 15ra6o 30ry
Ty6i, no 1 Ty6i B nauui

MpAT
"®apmaveBTMyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
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
thapmakoHarnagy B YKpaiHi, AKLo
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
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

6e3 peyenma

UA/1602/01/01

206.

NMEMETPEKCE/],

niogpinizat ana
MPUroTyBaHHsA PO34NHY
Ans iHdy3iii no 500 mry
dhnakoHi, no 1 chnakoHy
y naui

MpuBaTHe akujioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapUCTBO

"Nlekxim-Xapkis",
Ykpaina
(BUPOBHMLTBO 3
npoaykuii in bulk
ipMun-BMPOGHMKa
Li3sHbCcy XaHbCco
PapmacboTuKan
pyn Ko., N1T4,.,
Kutaii)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnsay - BHECEHHS 3MiH
o posginy MKA: MAPKYBAHHSA
MponoHoBaHa peaakuis:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. 3MiHU BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicALiB Nicasa 3aTBepAKeHHs

3a peyernmom

UA/17903/01/01

207.

NEHECTEP®

TabneTkn, BKPUTI
060/10HKO0, N0 5 Mr Ne
30 (15x2): no 15
TabneTtok y 6nictepi; no
2 6nicTepn y KapTOHHIN
KopooLi

TOB "CaHodi-ABeHTIC
Ykpaiva"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
NoJaHHA OHOBJIEHOTO cepTudikaTty
BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2008-
024-Rev 03 gna Aitoyoi pevoBUHU
Finasteride Big Bxe

3a peyernmom

UA/6000/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEpAXEHOro BUpobHuka MSN
LABORATORIES PRIVATE
LIMITED, IHgis; 3miHu | Tuny -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2008-
024-Rev 04 ans Aitoyoi pevoBuHN
Finasteride Big Bxe
3aTBEPAKEHOro BUPO6HKa MSN
LABORATORIES PRIVATE
LIMITED, Ingis

208.

NMEHTOKCU®INIH
-BAPHMLA

Tabnetkv no 200 mr, no
10 TabneToK y KOHTYpHIli
YapyHKOBIli ynakoBLii, no
2 KOHTYpPHI YapyHKOBI
YNakoBKM B nauLli

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 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'auecnaBoBuy

3a peyernmom

UA/4041/01/01

209.

MIKOHOPM®

Kpanni opasibHi, PO34uH
no 7,5 mr/mn no 10 mn
a6o no 15 mn, a6o no 30
MN 'y chnakoHi 3
KpanesibHuUeto; no 1
hNakoHy 3
KpanenbHULEe B nayLi

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
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

6e3 peyenma

UA/12904/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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

210.

NIPA3VHAMIA-
OAPHULA

Tabnetku no 500 mr, no
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLii, No
5 KOHTYPHWX YapyHKOBUX
yNakoBOK Yy nauLii; no
1000 Tabnetok y
KOHTelHepax

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT "
dapmaueBTMyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX 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&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
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy

3a peyernmom

UA/5653/01/01

211.

NIPALETAM -
JAPHULIA

Tabnetkv no 400 mr; no
10 TabneToK y KOHTYpHIli
YapyHKOBIli ynakoBLii; no
3 KOHTYpPHI YapyHKOBI
ynakoBKM y naui

MpAT
"®apmavueBTnyHa
tipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy dpapMakoHarnsgy

3a peyernmom

UA/3225/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
hapmakoHarnsgy). NponoHosaHa
pepakuis: Typok B'auecnas
B'ayecnasoBuy

212.

NIPALETAM-
JAPHULIA

PO34mnH ANs iH'ekuin, 200
Mr/Mn o 5 mn B amnyri;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLii; No
2 KOHTYpPHI YapyHKOBI
yNakoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3snekun/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, YNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy). MponoHoBaHa
pepakuis: Typok B'auecnas
B'ayecnasoBuny

3a peyernmom

UA/3225/02/01

213.

MIPOKCUKAM

cynosuTopii no 0,02 r,
no 5 cynosuTopiis y
6nicTepi; no 2 6nictepu
B MayLi 3 KapTOHY

MpuBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO "J1eKXiM
- Xapki"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - 3MiHM BHECeHi
B TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby oo
3a3HaYeHHS OUHULL

3a peyenmom

UA/7117/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BVIMIipIOBaHHS y cuctemi Sl.
3amiHa po3sginy «[IpadiyHe
0hOpPMNEHHS YNaKOBKU» Ha
po3ain «MapkyBaHHs» MKA N3;
BHECEHHS NO3HaYeHb OAVHULb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep naTtuHCbKoro andasiTy, Ta
TOLLO A0 TEKCTY MapKyBaHHA /13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTy MapKyBaHHs. BBefeHHs
3MiH NpoTarom 3-X micsuis nicns
3aTBEPAKEHHS

214.

MIPOKCUKAM

cynosuTopii no 0,02 r, in
bulk Ne1250: no 5
Cyno3uTopiiB y 6icTepi;
no 250 6nictepiB y
ALLMKY 3 ro)pOKapTOHY

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“J1eKxiM
- Xapki"

YkpaiHa

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

hapmakoHarnsgy - 3MiHM BHeCeHi

B TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
3amiHa po3sginy «IpadiuHe
0hOPMNEHHS YNaKOBKM» Ha
po3gin «MapkyBaHHs» MKA N3;
BHECEHHS NO3HaYeHb OAMHULb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTMHCbLKOro angasity, Ta

TOLLO A0 TEKCTY MapkyBaHHsA /13 in
bulk: Ne1250: no 5 cynosutopiis y

6nictepi; no 250 6nictepis y
ALWWKY 3 TOdPOKaPTOHY:
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepAXeHOro
TEKCTY MapKyBaHHS.
MAPKYBAHHSA. BignosigHo fo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS, WO A0AAETHCS.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEPAKEHHS

UA/7118/01/01

215.

NOBUAVH

Cyno3uTopii BariHabHi
no0,3r;no5
cynosuTopiiB y 6icTepi;
no 1 a6o 2 6nictepu B
nauwi 3 KapToHy; no 7
cynosuTopiiB y 6icTepi;
no 2 6nictepu B nayuj 3
KapTOHY

MpvBaTHe aKuioHepHe
TOBapucTBO "J1ekxiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapki"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - 3mMiHW BHeCeHi

B TEKCT MapKyBaHHS1 yNakoBKy
nikapcbkoro 3acoby Lwoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH ansa M3 go

6e3 peyenma

UA/3798/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3giny MKA: MAPKYBAHHA
MponoHoBaHa peaakuis:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOrO TEKCTY
MapKyBaHHS. BBegeHHs 3MiH
npoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS

216.

NMPEAHI3OJIOHY
HATPIIO
DOCDHAT

KpUCTanivyHnii NopoLloK
(cybeTaHuis) y
noABiNHMX
nonieTUIEHOBUX MilLKax
ansa dhapmaleBTUYHOro
3acTocyBaHHS

TOB "TK "ABPOPA"

YKpaiHa

XeHbaHb Jlixya
dapmacbtoTikan Ko.,
nra.

KuTtaii

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | TMny - 3MiHu 3
AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHMX
BMnpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Ad®l (3a
BiJCYTHOCTI Y 3aTBEpPIKEHOMY
[0Cbe cepTudpikaTa BigNOBIAHOCTI
€Bponelicbkiin dhapmakonei, Wwo
BK/IIOYAE Mepiog, NOBTOPHOTO
BMNpo6yBaHHSA) (Nepiog,
NMOBTOPHOro BUNpOoGyBaHHs/Nepios,
36epiraHHs) - 3MeHLLEHHS
3MEHLUEHHS TEPMiHY NMPUAATHOCTI
A®| MNpeaHi3010HY HaTpilo
hocchat 3aTBepmkeHo: TepMiH
npugaTHoCTi 3 poku
3anponoHoBaHo: TepMmiH
NpVAATHOCTI 2 POKK

UA/14467/01/01

217.

MPEAHITON®

XnpHa masb, 0,25% no
10, a60 30T, abo 50 r
y Ty6i; no 1 1y6i B
KapTOHHIN nauui

TOB "MIBE YKPAIHA"

Ykpaina

mi6e MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHU | TUNY - 3MiHKN 3
akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/MoHorpadii. 3mMiHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MOHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLLOT HaujoHanbHOT thapmMakonei
nepxasun €C (3miHa y
cneumdikauisix, nos'AsaHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLLIA HauioHanbHiV hapmakonei
nepxasun €C) - 3miHa y
cneundikauii Airo4oi pe4oBuHU
BiANOBIAHO A0 MOHOrpadii
«Prednicarbate» (Ph.Eur.10.1) y
3B'A3KY 3 BUTYUYEHHAM
HeOobOB'I3KOBOr0 TECTY Ha

3a peyernmom

UA/10283/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Identification, TLC

218.

NMPOCTATU/IEH®

CYNno3uTOpIi peKTasibHI
no 0,03rno 5
Cyno3uTopiiB y 6icTepi;
no 1 abo 2 6nictepu B
naJui 3 KapToHy

MpuBaTHe akuUioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“J1ekxiM
- XapkiB"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEPL)KEHOr0 TEKCTY
MapKyBaHHS; BHECEHHS 3MiH [0
po3giny “MapkyBaHHs” MKA N3:

3anpornoHoBaHo: MAPKYBAHHSA.
BignosigHo Ao 3aTBEpPAKEHOrO

TEKCTY MapKyBaHHS. 3MiHu

BHECEHI B TEKCT MapKyBaHHs

yMakoBKM NikapcbKoro 3acoby

LLIOA0 3a3HAYEHHST OANHNLb

BVMIiptOBaHHA y cuctemi Sl.

BeefieHHs 3MiH npoTarom 3-x

MicALiB nicnsa 3aTBepAKeHHs

6e3 peyenma

UA/0800/01/01

219.

NMPOCTATU/IEH®

CYNo3uTOpIi peKTasIbHI
no 0,03 r in bulk: no 5
Cyno3uTopiiB y 6icTepi;
no 180 6nicTepiB y
ALMKY

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“J1ekxiMm
- Xapki"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEP)KEHOr0 TEKCTY
MapkyBaHHs in bulk: no 5
cyno3uTopiiB y 6nictepi; no 180
6nicTepiB y ALMKY (BHECEHHS
No3HaYeHb OAMHNLbB
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHcbKoro andasity,

TOLL0); BHECEHHS 3MiH 0 po34iny

“MapkyBaHHa" MKA N13:
3anponoHosaHo: MAPKYBAHHSA.
BignosigHo Ao 3aTBEpPAXEHOrO
TEKCTy MapKyBaHHS, L0

[opaeTbes. 3MiHN BHECEHI B TEKCT

MapKyBaHHS YNakoBKV NikapCbKOro

3aco0y W00 3a3HaYeHHs
OAVHMLb BUMIPIOBAHHSA Y cUCTEMI
Sl. BBeEeHHS 3MiH NpPOTArom 3-x
MicALiB Nica 3aTBepAKeHHs

UA/13462/01/01

UA/15778/01/01

220.

PEBIHOMIH
IMYHOI NTIOBY/IH
AHTUPABIYHWIA
NIOANHN

PO3umnH ANns iH'exuin 150
MO/mn, no 2 a6o 10 mn
y dhnakoHi; no 1
h1aKoHy Y KapTOHHIl
nauui

HEO MNPOBIO KEAP
IHK.

KaHaga

KAMAJIA NTA.

I3painb

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro NocBigYeHHST)

3MiHa HaliMeHyBaHHS 3asiBHMKa

3a peyernmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BnacHwvka peecTpadujiiHoro
noceigueHHs). TepmiH BBeeHHS
3MiH NpPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

221.

PEMICUA

renb, 10 mr/rno 30 ry
Ty6i; no 1 Ty6i B nauuyj

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKm

NiKapCbKoro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHMLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MiCSLIB NicNs 3aTBEpAKEHHS

6e3 peyenma

UA/3980/01/01

222,

PEHHI® 3
MEHTO/1IOBUM
CMAKOM

TabneTky XyBasbHi N0
12 TabneTok y 6icTepi 3
nepcpopaduieto, no 1 abo
no 2 6nictepu B
KapTOHHiI kopobuj; no 6
TabneTtok y 6nictepi, no
2 abo no 4 6nictepu B
KapTOHHI Kopo6Lyi

Baiiep KoHcblomep
Kep Al

LLiBeiiuapis

[enbthapm Maitapn

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
afMiHICTPaTUBHI 3MiHWN. 3MiHa
Ha3su APl abo [ONOMDKHOI
PEYOBUHM - 3MiHA Ha3BU
CKNafoBux apomarusaropa
M'SATHOrO Ta apomaTu3aTopa
JNIMMOHHOTO; 3MiHU |l TURY - 3MiHK 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
KOHTPO/b fLONOMDKHUX PEHOBUH.
3miHa napameTpiB cneuudikawli
Ta/abo [onyCTUMUX MEeX ANS
[0NOMDKHOT peyYOoBUHU (3MiHA
3HaxoAuTbCA nosa
3aTBEPAKEHNMUN [ONYCTUMUMM
Mexamu cneumdikadiii) - 3miHa
[onycTUMMX MeX y cnevudikawii
[ONOMDKHOT peYOBUHY JIUMOHHWIA
apomMartun3arop 3a NokasHUKOM
Assay; 3anpornoHoBaHo: Assay Oil
content NLT 12 % V/m

6e3 peyenma

UA/7798/01/01

223.

PEMNNArCAN

KOHL,eHTpaT Ans
PO34MHY 415 iHQY3in, 1
mr/mn, no 3,5 mn
KOHLIEHTpaTy y (h1akoHi,
no 1 chnakoHy B
KapTOHHI Kopo6Lyi

Latep
dapmacbioTikans
Ipnangis Mimiteq,

Ipnangis

LWaiep
dapmacbioTikans
Ipnangis Mivites,

Ipnangis
(BignoBiganbHuii 3a
BUNYCK cepii)

Ipnangis

BHECEHHS 3MiH 1O peecTpaviiHnx
martepianis: 3mMiHu | Tuny -
BHECEHHS 3MiH 0 po3ainy

3.2.5.2.1. Ta 3.2.P.3.1., a came
BWUYYEHHS AinbHUL Eden
Biodesign Limited, United
Kingdom y sikocTi ginbHuLj,

Bi4NoBiAa/IbHOI 3a 36epiraHHs

3a peyenmom

UA/15890/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6aHKy KMiTUH Ta ginbHULj Inpac i

Lund AB, Sweden y fkocTi
AinbHUU, BiANOBIfa/IbHOI 3a
BTOPUHHE NakyBaHHS, 36epiraHHs
Ta oUCTpubYLto roToBOro
NPOAYKTY; 3MiHW | TUNY - BHECEHHS
3MiH go po3giny 3.2.P.3.1., a came
3MiHa Ha3BM AiNTbHUL,
BiANOBIA&bHOI 38 KOHTPO/b
AKOCTi FOTOBOTO NiKapPCbKOro
3aco6y 3 NDA Analytics Limited,
UK Ha Envigo Analytics Limited,
UK 6e3 3MiHM thakTnyHoro micus
npoBeAeHHs AiANbHOCTI; 3MiHN |
TUMNY - BHECEHHS 3MiH [0 po3ainy
3.2.P.3.1,, a came 3MiHa
HaliMeHyBaHHS AiNbHUL,
BiAANOBIA&/IbHOI 3@ BUPOGHMLITBO,
KOHTPO/b cepii Npy BUNYyCKy Ta
36epiraHHA roTOBOr0 NiKapCbKoro
3acoby, 3 Cangene bioPharma,
Inc. (CBI) ,USA Ha Cangene
bioPharma, LLC (dba Emergent
BioSolutions), USA, 6e3 3MiH1
haKTUYHOTO MiCLS MPOBaAKEHHS
LiSANbHOCTI; 3MiHW | Tvny -
BHECEHHS 3MiH 4,0 po34iny
3.2.P.3.1., a came BUyYEeHHS
ninbHuui Vetter Pharma-Fertigung
GmbH & Co. KG., Germany y
SIKOCTi AiNbHML, BignoBiga/ibHOI 3a
Bi3yasibHy iHCMeKL,i0 roTOBOro
nikapcbKoro 3acooby;
3MiHM | TUMY - BHECEHHS 3MiH A0
po3ainy 3.2.P.3.1., a came
BUNYy4YeHHs AinbHuUi Charles River
Preclinical Services Edinburgh,
Elphinstone Research Centre,
Tranent, Edinburgh, EH33 2NE,
UK y sKocTi ginbHuui,
BiANOBIA&/IbHOT 32 KOHTPO/1b
AKOCTI Cepii roTOBOro MikapcbKoro
3aco06y; 3MiHM | TUMY - BHECEHHSA
3MiH o posginy 3.2.P.3.1., a came
3amiHa ginbHuui Charles River
Laboratories Preclinical Services
Ireland Ltd, Ireland e
NPOBOAMBCA YaCTKOBUI KOHTPO/Ib

sKocTi cepii /13 Ha AiNbHUL0
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

Charles River Laboratories Ireland
Ltd, Ireland 3 nOBHUM LMKIOM
KOHTPOJIH0 AKOCTi cepiit [/13; 3MmiHK
| TUNY - BHECEHHS 3MiH 40 po3giny
3.2.P.3.1., a came gogasaHHA
AinbHuUi DHL Supply Chain, The
Netherlands, BignoBigasibHOI 3a
BTOPVHHE NakyBaHHSA roTOBOro
nikapcbKoro 3acoby. BunpasneHHs
TunorpadivuHoi MOMUKN y agpeci
BMpobHuka Charles River
Laboratories Ireland Ltd,
BiANOBIAA/IbHOIO 3a KOHTPO/Tb
AKOCTI cepil 'N13; 3anponoHoBaHo:
DHL Supply Chain Bijsterhuizen
3142 6604 LV Wijchen The
Netherlands Charles River
Laboratories Ireland Ltd
Carrentrila, Ballina, Co Mayo
Ireland; 3miHW | TUNY - BHECEHHSA
3MiH fo po3giny 3.2.P.3.1., a came
3MiHa HaliMeHyBaHHS OiNbHUL,
BiAMNOBIA&/IbHOT 38 KOHTPO/1b
AKOCTI Cepii roTOBOro MikapcbKoro
3a006y, 3 Envigo Analytics Limited,
UK Ha Covance CRS Analytics
Limited, UK 6e3 3miHW hakTu4yHOro
MiCLi MPOBaPKEHHS AISNIbHOCTI;
3MiHU | TUNY - BHECEHHA 3MiH [0
po3ainy 3.2.P.3.1., a came 3miHa
HaliMeHyBaHHS AiNbHUL,
BiANOBIA&/IbHOT 32 KOHTPO/1b
AKOCTI Cepii roTOBOro MikapcbKoro
3acoby, 3 Covance CRS Analytics
Limited, UK Ha Covance
Laboratories Limited, UK 6e3
3MiHV haKTUYHOro Micus
NpoBaPKEHHSA AiS/IbHOCTI; 3MiHU |
TUMY - BHECEHHS 3MiH [0 po3gainy
3.2.P.3.1., a came gogaBaHHsA
AinbHuui Eminent Services
Corporation, USA, BianosigasibHoi
3a MapKyBaHHs, NaKyBaHHs,
ONCTPUBYLL0 rOTOBOro
NiKapcbKoro 3acoby. YTOUHEHHS
chyHKLili BUpobHUKa: Labeling and
packaging, Distribution of finished
drug product, GMP storage , y
3B'A3KY 3 TUM, WO Y

149




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPMAKEHOMY JoCbe (OYHKLi
BMpo6HMKa Eminent Services
Corporation 6ynu onucati He
30BCiM KOPEKTHO

224.

PUBOKCWH

TabneTku, BKPUTI
N/1iBKOBOK 060/IOHKOIO,
no 200 mr no 10
Tabnetok y 6nictepi, no
5 6nicTepiB y nayu,i 3
KapTOHY

BigkpuTe akuioHepHe
TOBapUCTBO
"BOpYCOBCHKMIT 3aBOS,
MeNYHUX
npenaparis”,
Pecny6nika Binopycs,
222518

Pecny6nika
Binopycb

Bigkpute
akujioHepHe
TOBapWCTBO

"BoprCOBCHKNiA
3aBO/, MEAUYHUX
npenaparis”, Lex
Ne4, Pecny6nika

Binopycb

Pecny6nika
Binopycb

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMNpPaB/IEHHS TEXHIYHOT NOMUIIKM
Ha TUTYNbHI cTopiHui MKA
nikapcbKoro 3acoby, a came
3aMiCTb NMOMW/IKOBO BKa3aHoi
Has3BM NikapcbKoro 3acoby
aHrNilicbkolo MOBOIO — «Inosine»,
wo € MHH, Bka3artu npasunbHy
Ha3By - «Riboxin». HoBa pefakuis
TEXHIYHOT NOMW/IKU BignoBigae
marepianam peecTpauiiHoro
pocbe. HoBa pegakuisa Riboxin
PunbokcunH TabneTkun, BKpUTI
N/1iBKOBOK 060/10HKO0, N0 200 Mr
Ne50 (10x5) y 6nictepax y nauui

3a peyenmom

UA/10293/01/01

225.

PUCNETPUN

TabneTku, BKPUTI
0060/10HKOI0 M0 1 Mr no
60 TabneTtok y
hnakoHax

dapmacaiiHc IHK.

KaHaga

dapmacaiHc IHk.

KaHaga

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 posginy MKA: Mapkuposka
MponoHoBaHa pegakLis:
MapkupoBka B cooTBeTcTBUM C
YTBEPXAEHHbIM TEKCTOM
MapKMpoBKU. OHOBJIEHHSI TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHAM iHthopmaii
LLI0A0 3a3Ha4YeHHs1 OANHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MicALiB Nicna 3aTBepKeHHsA

3a peyenmom

UA/3656/01/02

226.

PUCNETPUN

TabneTku, BKpUTI
060/10HKOI0 MO 4 Mr Nno
60 TabneTok y
hnakoHax

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUMy - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny MKA: MapknpoBka
MponoHoBaHa pegakLis:
MapknpoBka B cooTBeTCTBUM C
YTBEPXAEHHbIM TEKCTOM
MapKMpPOBKWU. OHOB/IEHHSI TEKCTY

3a peyenmom

UA/3656/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS
227. | PUCNETPUN TabneTku, BKpUTI dapmacaiiHc IHK. Kanaga dapmacaiiHc IHk. Kanaga BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/3656/01/05
060/10HKOIO MO 2 Mr N0 marepianis: 3MiHu | TUNY - 3MiHK
60 TabneTok y ofo 6e3nekn/edekTMBHOCTI Ta
chnakoHax, no 10 hapmakoHarnsgy - BHECEHHS 3MiH
Tabnetok y 6nictepi; no 00 po3ainy MKA: Mapkuposka
2 6nictepn y KapTOHHIN lMponoHoBaHa pegakuis:
KOpo6Li MapkupoBka B cooTBeTCTBUM C
YTBEPXAEHHbLIM TEKCTOM
MapKMpOBKW. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHSIM iHdhopMaLii
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpOTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
228. | CAHIBA® cnpeii ans poToBoi MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 6e3 peyenma UA/16981/02/01
NOPOXHWHW; No 50 mn y "®apmavueBTnyHa "®apmaueBTnyHa marepianis: 3MiHU | TURy - 3MiHK

dhnakoHi; no 1 chnakoHy
3 HacagKolo-
po3nunoBayem B naull

thipma "apHuus”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 Y3arasibHEHUX 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
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAA/ILHOT 32
hapMakoHarnsag.
[MponoHoBaHa pepakuia: Typok
B'ayecnas B'auecnasoBuy
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
229. | CAHOOCTATUH PO3YMH ANS iH'EKLi, HoapTic ®apma Al LLiBefiuapis HoapTic ®apma LLiBefiuapis BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/9821/01/01
® 0,05 M/l Mnno1lmns LWTelin Al mMartepianis: 3MiHu Il Tuny - 3mMiHn
amnyni; no 5 amnyn B BHECEHO [10 IHCTPYKLi AN1A
KOpo6Li 3 KapTOHY MeJMNYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"Oco6MBOCTI 3aCTOCyBaHHS".
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB nicna 3aTBepAKeHHs
230. | CAHOOCTATUH PO3umnH ANs iH'ekuin, 0,1 HosapTic ®apma Al LLsefuapis HosapTic ®apma LLiseiuapis BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/9821/01/02
® mr/l mnno 1 mn B LWTeiiH Al marepianis: 3miHu |l TURY - 3MiHK
amnyni; no 5 amnyn B BHECEHO [0 iHCTPYKUiT ANns
KOpOO6L 3 KAPTOHY MeAUYHOro 3aCToCyBaHHS
nikapcbKoro 3acoby y po3aisn
"Oco611BOCTI 3aCTOCYBaHHA".
BBefeHHs1 3MiH NpoTArom 6-tu
MiCSLIB NicNs 3aTBEpPA)KEHHS
231. | CENTE®PUN®- Tabnetku no 0,2 mr; no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/6210/01/01
AAPHUUA 10 TabneToK y KOHTYpHIl "®apmMaleBTNYHa "®apmMaueBTNYHa marepianis: 3MiHu | TUMY - 3MiHK
YapyHKOBIli ynakoBLii, no hipma "OapHuus” chipma "OapHuus” Lwoao 6e3nekn/edeKTBHOCTI Ta
1 a6o no 2, abo no 4 thapmakoHarnagy. BeegeHHs a6o
KOHTYPHi YapyHKOBI 3MiHV [0 y3arasibHEHUX AaHuX Mpo
yrnaxkoBku B nayui; no 10 cuctemy thapmakoHarnagy
Ta6MeTOK Yy KOHTYPHUX (BBEAEHHS y3araslbHEHVX AaHUX
YapyHKOBMX yrnakoBkax npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBiAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MILLEHHI
MacTep-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3asIBHYKA,
BiANOBiAaNbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy
232. | CUNATPA TabneTkn, BKpUTI MpAT Ykpaina AkTasic /1T4. ManbTta BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/17197/01/01
N1iBKOBOK 060JIOHKOIO, "®apmMaLeBTUYHa marepianis: 3MiHu | TUMY - 3MiHK

no 50 mr; no 1 a6o no 4
TabneTtkn y bnictepi, no

ipma "JapHuus”

Lof0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. BeefieHHs abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

1 6nicTepy B nayui; no 1
Tabnetyi B 6nicTepi; no
2 6nictepn B navui

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAaIbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBoBuy

233.

CUNATPA

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 100 mr; no 1 a6o no 4
Tabnetku y 6nictepi, no
1 6nicTepy B nayui; no 1
TabneTui B 6nicTepi; no
2 6nictepu B nayui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

AkTasic /114.

MasibTa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX 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, yNOBHOB&XXEHOI
ocobw, BiANoBiAasIbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pefakuin: Typok

3a peyenmom

UA/17197/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
B'ayecnas B'auecnaBoBuy
234. | CIMYNEKT® niocpinizaT 4N po3ynHy Hosaprtic ®apma Al LLiBeiiuapis Bupo6bHuuTBO LLiseiiuapisi/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17146/01/01
Ans iH'exuin/iHdysil, no nikapcbkoro 3acoby AscTpis/ marepianis: 3miHu | Tvny - 3MiHu 3
20 wmr, 1 donakoH 3 3a NOBHUM LIUK/IOM ®paHuis sKocTi. [oToBWIA Nikapcbkuii 3aci6.

niocpinizaTtom y
KOMM/IEKTI 3
PO34MHHMKOM (5 M7
BOAY 0151 iH'EKLLiN) B
amny”ni, B KAPTOHHIl
KOpoo6Li

Ta BTOPVHHE
nakyBaHHs, BUNYCK
cepil pO34MHHYKa:

HosapTic ®apma
LLTelin Al,
LLiBeiuapis;
KOHTpOsb SiKOCTI
nikapcbKoro 3acoby:

HoBapTic ®apma Al

LLiBeiilapis;
BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
naxkyBaHHs
PO3UMHHYKA:
Takena ABCTpis
'M6X, ABCTpISt;
KOHTPO/Tb AKOCTI
PO3UMHHYKA:
ATEC lpas IME/[,
ABCTpist;
BUPOBHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHs
PO3UYMHHYIKA:
[Jenbdhapm [iKoH,
PpaHuis

3MiHV Y BUpOBHULTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHML,
BMPOBHULITBA AN15 YaCTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCbkoro 3acoby
(BinbHULSA, Ha SAKIN NPOBOAATLCA
6yab-sKi BUpOOHUYI cTagjl, 3a
BMHATKOM BWMYCKY Cepil,
KOHTPOJIH0 AKOCTi Ta BTOPUHHOIO
nakyBaHHs 4151 CTEPUTbHUX
nikapcbkunx 3acobis (BkHOHAKUN
BMPOG/IEHi acenTUYHUM METOA0M),
KpiM nikapcbkmx 3acobis
6io10riYHOro/iMyHONOrYHOrO
MOXOAXXEHHS) - BBEAEHHSA
[0[aTKOBOT AiNIbHUL BUPOBHULITBA
pO34nHHMKa (BOAA ANA iH'EKLi) —
[Jenbdapm [ixoH, PpaHuis, ska
BUKOHYyBaTUMe qoyHKLii:
BMPOGHULITBO, NEPBUHHE
nakyBaHHS PO3UMHHKKA
(BBefeHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS);
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThCSA
BUMYCKY Cepii Ta KOHTPOJIO SKOCTi
roTOBOro NikapCbKoro 3acoby
(3amiHa abo godaBaHHS AinbHUL,
Ha SIKill 34iiCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepil) -
BBegeHHs1 404aTKOBOI AiNbHUL
BMPOGHMLTBA PO3YMHHUKA (BOAa
Ans iH'ekuin) — ensdapm [ixoH,
dpaHuif, Ska BUKOHYyBaTUMeE
OYHKLI: KOHTPOSb AKOCTI
po3unHHYKa (BBEAEHHS 3MIH
npoTArom 6-Tn MicAUiB micns
3aTBEPKEHHS); 3MiHM | TUny -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BVMPOGHMLTBA rOTOBOIO
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nNiKapcbKoro 3acoby, BKIKOYAKUN
NPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETLCA MPY BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPO6HMLTBA) - He3HayHa 3miHa y
npoveci BUpobHuLTBa
(TemnepaTtypHOro pexumy) Boau
ONA iH'eKUiiA Ha AinbHWL
[Oenbdapm [ixoH, PpaHuis
(BBefeHHs 3MiH NpOTArom 6-Tu
MICALIB MiCNA 3aTBEPLYKEHHS);
3MiHW | TUny - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK
Y BUPOGHMLTBI. 3MiHW Y npoLieci
BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - He3HauyHa 3miHa y
npoueci BUPOGHMLTBA PO3UNHHUKA
(vac ctepwunisayii 3 «<NpM6AN3HO
15 XBUAMH» Ha «LWOHaMeHLwWwe 15
XBUMUH») ANA AiNbHALI
[Jenbdapm [pxoH, PpaHuis
(BBegeHHs 3MiH MpPOTAroM 6-Tu
MicsILiB Micns 3aTBepaXEHHS);
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
3aTBEPAKEHUM PO3MIpPOM) -
BBegeHHs1 anbTepHaTVBHOIO
po3wmipy cepii 800 n (798,584 kr)
PO3YMHHKKA 4151 HOBOI AiNbHULI
Oenbchbapm JikoH, PpaHuis
(BBeaeHHs 3MiH NpOTAromM 6-Tu
MiCALIB MiC/1SA 3aTBEPLKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
Y BUPOBGHMLTBI. 3MiHN
BMNPO6YBaHb abo A0NyCTUMUX
MeX, BCTAHOB/EHWX Y

cneundikauisix, nig yac
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

BMPOOHWLTBA FOTOBOTO
niKkapcbKoro 3acoby (BUYYEHHS
HecCyTTEBOro BUNPOOYBaHHSA B
npoveci BUpobHULTBA) -
BunyyeHHst HECYTTEBOTO
BMNPOGYBaHHS «LiNbHICTE» B
npoueci BUPOBHNLITBA PO3UYNHHUKA
Ha HoBIli ginbHWUi Jenbdapm
[ixoH, ®paHuia (BeegeHHs 3MiH
NpoTArom 6-Tn MicAUiB nmicns
3aTBEPKEHHS); 3MiHM | TUny -
3MiHu 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHN BUNPOOYyBaHb
abo 4oNyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOMO
nNikapcbKoro 3acoby (BUyYeHHs
HecyTTeBOro BUNpobyBaHHA B
npoueci BUPOGHULTBA) -
BunyuyeHHA HecyTTEBOro
BMNpobyBaHHsA «O6’em
3anoBHEHHS» B NPOLECi
BMPOBHMLTBA PO3UMHHMKA Ha
HOBIV AinbHULi denbtapm [ixoH,
dpaHuia (BBegeHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS); 3MiHK | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii
3aci6. 3MiHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX NepBUHHOI YNaKoBKN
roToBOro Nikapcbkoro 3acoby
(BUTYYEHHSI HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapifioro nokasHuka)) -
BunyuyeHHA HecyTTEBOro
BMNpobyBaHHsA «O6’em
3aMN0BHEHHS» NEPBMHHOT yNakoBKM
PO3UYMHHKKA Ha AiNbHUL
[Oenbdapm [ixoH, PpaHuis
(BBefeHHs 3MiH NpOTArom 6-Tu
MICALIB MiCNA 3aTBEPLKEHHS);
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
Cucrtema

KOHTeliHep/3aKynoproBabHUIA
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3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

Ne Hassa Popma sBUMYCKY
n/n JliKapcbKo20 (nikapcbka ¢hopma,
3acoby yrnakoska)
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX MepBUHHOI YNaKkoBKU
rOTOBOrO JliKapCbKoro 3acoby
(BMYyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3aCcTapisioro NokasHuka)) -
BunyyeHHs He3HAYHOro NokasHuka
«lY-igeHTndikayis» nepBuHHOT
YNaKoBKN PO3UMHHUKA Ha AiNTbHUL
Oenbchbapm [ikoH, PpaHLuis
(BBeaeHHs 3MiH NpOTArom 6-Tu
MICALIB MiC/1A 3aTBEPLKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKMiA 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBabHui
3aci6. 3miHa 6yAb-AKOi YacTUHU
Marepiany NepBMHHOI YNakoBKH,
LLIO0 He KOHTaKTYe 3 FOTOBUM
nikapcbknM 3aco60M (Hanpukiag,
KOMIp KPULLEYOK 3 KOHTPONEM
nepLLOro BiAKPUTTSA, KOMIP KOLOBUX
Kineub Ha amnynax, KOHTeHepa
Ans ronok (pisHi BUAW nnactmacm)
(3MiHa, siKa He BM/IMBaE Ha
KOPOTKY XapaKTepucTuKy
nikapcbkoro 3acoby) - 3miHa
KONbOPY KOAOBUX KineLp Ha
amnynax gnsa ginsHuui Jensgapm
[ixoH, ®paHuia (BBegeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)
Himeuunna/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom
peuis martepianis: 3MmiHu | Tuny -

UA/15724/01/01

TabneTkn, BKpUTI BepiHrep IHrenbxainm HimeuunHa | A eHg Ewm Ltabrect
'M6X, HimeuunHa

NAiBKOBOK 060/IOHKOIO, IHTEepHeLwwHN MM6X
5 mr/1000 wr; no 10 (koHTpOsb sKOCTI (3a BBe/ieHHA BUpoOHMKa Bidachem
TabneTok B 6nicTepi; no BUHATKOM TecTy S.p.A. (apgpeca S.S. 11 (Padana
6 6/1icTepiB Y KAPTOHHIN "Mikpo6ionoriyHa Superiore), 8 24040 Fornovo San
KOpOoo6Li yucrota")); bepiHrep Giovanni (BG) ITALY), siK
IHrenbxaiim Ennac a/lbTePHATUBHOIO BUPOBHMKaA
A.E., Ipeuis BiANOBiAa/IbHOrO 3a KOHTPO/1b
(BMPOGHMLTBO, SIKOCTi Ail04Oi peYOBUHM
KOHTPO/Ib SKOCTI (3a emnarnid/1I03mH; 3miHu | Tuny -
BUHSATKOM TecTy 3MiHa Ha3BW BNPOGHUKA
"Mikpob6ionoriyHa BiANOBIAA/IbHOIO 3a KOHTPO/1b
yncToTa"), NepBrHHE AKOCTI Ai040oi peyoBUHM
Ta BTOPVHHE emMnarnigposnH, 6e3 3MiHu MicuA
nakyBaHHs1, BUNYCK BMPOGHMLTBA. 3anponoHOBaHO:
cepii); bepiHrep AGC Pharma Chemicals Europe,
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235. | CIHIKAPOI®




HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

236.

CIHIDKAPAI®

TabneTkn, BKPUTI

IHrenbxaiv ®apma
m6X i Ko. KT,
HimeuunHa
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
K oEiCIEc ENE,
Ipeuis
(anbTepHaTMBHA
nab6oparopis gns
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
unctoTa"); flabop
N+C Al, HimeuunHa
(anbTepHaTMBHA
nab6oparopis gns
KOHTPOO TecTy
"Mikpob6ionoriyHa
ynctota"); Crc
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa
(anbTepHaTMBHA
nab6oparopis ons
KOHTPOIO TecTy
"MikpobionoriyHa
yucrota"); ®apm/lor
dapma JlogxicTik
mM6X, HimewunHa
(anbTepHaTnBHA
AinbHUUA Ana
BTOPVHHOIO
nakyBaHHs);
LLiteremaHH
NboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTnBHA
AinbHUUA Ana
BTOPVHHOIO
nakyBaHHs)

S.L.U., SPAIN

NNiBKOBOK 060/TIOHKOIO,
12,5 mr/1000 wmr; no 10
TabneTtok B 6aicTepi; no

6 6/iCTepIB Y KAPTOHHIl

BepiHrep IHrenbxanm
IHTepHewHn M6X

HimeyunHa

A eHp Em WTabTect
'mM6X, HimewunHa
(kOHTpO/Ib AKOCTI (32
BUHATKOM TecTy

Himeyunna/
pevis

"Mikpo6ionoriyHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHu | TURY -
BBeJEeHHs BMpoOHUKa Bidachem
S.p.A. (agpeca S.S. 11 (Padana

Superiore), 8 24040 Fornovo San

3a peyernmom

UA/15722/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOpOoo6Li

ynctoTa")); bBepiHrep
IHrenbxaiim Ennac
A.E., I'peuis
(BUpOGHMLTBO,
KOHTPO/Ib AKOCTI (3a
BUHSATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa"), NnepBuHHE
Ta BTOPUHHE
nakyBaHHS1, BUNYCK
cepii); bepiHrep
IHrenbxaiv ®apma
v6X i Ko. KT,
HimeuyunHa
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNyCK cepir);

K oEiCiEc ENE,
Ipeuis
(anbTepHaTnBHA
nab6oparopia ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
unuctota"); labop
N+C Al, Himeuunna
(anbTepHaTuBHA
nab6oparopia ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
ynuctoTa"); Crc
IHCTUTYT dpeseHiyc
'mM6X, HimeuunHa
(anbTepHaTMBHA
nab6oparopis gns
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrora"); dapm/lor
dapma JlogxicTik
'm6X, HimeyunHa
(anbTepHaTMBHA
OinbHUUA oNns
BTOPVHHOTO
nakyBaHHs);
LLiteremaHH
NboHhepnakyHreH
yHA JloricTiwep

Giovanni (BG) ITALY), sik
afbTePHATUBHOIO BUPOBHMKaA
BiANOBIAA/ILHOrO 3a KOHTPO/1b

AKOCTI Ai040i peyoBUHM
emnarnidp103uH; 3miHu | Tuny -

3MiHa Ha3BU BUPOGHMKA
BiANOBIAA/IbHOIO 3@ KOHTPO/Tb

AKOCTI Ail040i peyoBUHU

emnarnid103vH, 6e3 3mMiHn Micua

BMPOOHMLTBA. 3anpONOHOBAHO:

AGC Pharma Chemicals Europe,
S.L.U, SPAIN
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HasBa

®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Cepsic e. K.,
HimeuyunHa
(anbTepHaTMBHA
OinbHUUS gns
BTOPVHHOrO
nakyBaHHs)
237. | coniuyH TabneTku, BKpUTI My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/18237/01/01
NAiBKOBOK 060/IOHKOIO, TOBapuCTBO "HaykoBo- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHK
no 10 mr; no 10 BMPOBHUYNIA LLEHTP TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
TabneTtok y 6nictepi, no "BopLuariBcbkuii "HaykoBo- thapmakoHarnsgy - OHOBJ/IEHHS
1 a6o 3 6nictepu B XiMiKO- BMPOGHUYNIA LEHTP TEKCTY MapKyBaHHS YNakoBKu
nauuj hapmaLleBTUYHNI "Bopuyariscbkuii NiKapCbKOro 3acoby 3 BHECEHHAM
3aBog" XiMiKo- iHchopmawii LWoao 3a3HaveHHs
hapmaLeBTUYHNI OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
3asofa” Sl. BHeceHHs1 3MiH g0 po3giny
“MapkyBaHHA" MKA N3.
3anponoHoBaHo: MapKyBaHHsS.
BignosigHo fo 3aTBepakeHoro
TEKCTY MapKyBaHHS ynakoBKu.
TepMiH BBEAEHHS 3MiH - NPOTATOM
6 micauis nicns 3aTBepmAkeHHs
238. | COMIUUH TabneTku, BKpUTI My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/18237/01/02
NAiBKOBOK 060/IOHKOIO, TOBapuCTBO "HaykoBo- akuioHepHe marepianis: 3MiHU | TURy - 3MiHK
no 5 mr; no 10 Ta6neTok BMPOBHUYMNIA LLEHTP TOBapuCTBO Lofo 6esnekn/edhekTMBHOCTI Ta
y 6nicTepi, no 1 a6o 3 "BopLuariBCcbKuii "HaykoBo- hapmakoHarnagy - OHOB/IEHHS
6nictepu B nauLi XiMiKo- BMPOGHUYNIA LEHTP TEKCTY MapKyBaHHS YNakoBKu
hapmaueBTUYHUI "BopLuariBcbkuii NiKapcbKoro 3acoby 3 BHECEHHSAM
3asopg" XiMiKO- iHbopmauii WwoAo 3a3HaveHHs
hapmaueBTUYHNIA OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
3asofa” Sl. BHeceHHs1 3MiH 0 po3gainy
“MapkyBaHHs" MKA 3.
3anponoHoBaHo: MapKyBaHHs.
BignosigHo Ao 3aTBEpAXeHOro
TEKCTY MapKyBaHHS ynakoBKU.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepAKeHHs
239. | CTPENTOUNA Tabnetku no 300 mr, no AT "ly6Hnchapm" Ykpaina AT "Jly6Hnchapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/6759/01/01

10 TabneTok y
6nictepax; no 10
TabneTtok y 6nictepi, no
10 6nicTepiB y nauui

mMarepianis: 3mMiHu | TMNy - 3MiHN 3
AKOCTI. [O0TOBWMIA Nikapcbkunii 3aci6.
KOHTpo/1b rOTOBOro NiKapCbKoro
3acoby. 3miHa napameTpis
crneungikauiii Ta/abo gonycTMmx
MeX roTOBOro /NiKapCcbKoro 3acoby
- BHECEHHSA 3MiH A0 Cneuudikadlii
nNiKapcbKoro 3acoby, a came: 3MiHa
nepiogn4HocCTI KoHTposto /13 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n. «MikpobiosioriyHa uncToTa»
(nepLuy Ta KOXHY AecsTy cepito,
ane He pigle Hix 1 cepito B pik)

240.

cynbniPng

Tabnetku no 200 Mr no
12 TabneTok y 6nicTepi;
no 1 6nictepy B KOpoo6Lyj;
no 15 tabnetok y
6nicTepi; no 2 6nictepu
B KOpOoOUi

TOB «TeBa YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiiwH3 MonaHg,

Monbwa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMaTtepianis: 3mMiHa 3asaBHUKa
(BnacHvika peecTpaduiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). 3MiHu |
MRy - 3MiHM LWoAo
6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy. BeegeHHus abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg. Jivoya pefakuis:
Orit Stern-Maman. NponoHoBaHa
pepakuisi: buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0Co6U
3asBHWKa, BiANOBIAA/ILHOI 38
dpapMakoHarnsg.

3a peyenmom

UA/4832/02/01

241.

TAKMNAH

kancynu Teepgi, no 0,5
Mr, no 10 kancyn
TBEepaux y 6nictepi; no 5
abo 6 6nictepiB y
KapTOHHIN nauui

MaHauesn bioTek
dapwma JTg.

IHais

MaHaves bioTek
dapwma /14,

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
MaTepianis: 3mMiHa 3asBHUKa
(BnacHvka peecTpadiiHoro
NnocBiJYeHHs1). BBeeHH:A 3MiH
npoTArom 3-x MicAuiB nicns
3aTBepKeHHA. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3aralbHEHVX AaHUX

3a peyenmom

UA/15856/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, yNOBHOBaXeHOT|
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. diroya pegakuis:
Dr. Manoj Sharma / p. MaHox
Wapma.
MponoHoBaHa pepakuis: Sumit
Bhushan / CymiT BywaH. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnsg,. 3MiHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a hapmakoHarnsag B Ykpaii.
[itoua pepakuis: KocteHko
Apkagii MvkonaiioBuu.
MponoHoBaHa pepakuis: Bosk
AHgpili BopucoBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cc06M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi. 3miHa
Micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxXoMKeHHs1 MacTep-
thaiina.

242,

TAKMNAH

Kancynv Teepgj, no 1 mr,
no 10 kancyn TBepaux y
6nictepi; no 5 abo 6
6nicTepiB y KAPTOHHIN
naJui

MaHaues BioTek
®apma /114,

IHais

MaHaues bioTek
®apma /114,

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
mMaTtepianis: 3mMiHa 3asBHUKa
(BnacHvika peecTpaduiiHoro
nocsigyeHHs). BBegeHHs 3MiH
nNpoTArom 3-X MicAis nicas
3aTBEPMAKEHHSA. 3MiHM | TRy -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [10 y3araJlbHEHWX AaHWX Npo

3a peyernmom

UA/15856/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
hapmakoHarnsg. Jivoya pegakuis:
Dr. Manoj Sharma / p. MaHox
LWapma.
MponoHoBaHa pegakuis: Sumit
Bhushan / CymiT bywuaH. 3miHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (papmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
[Jitova pepakuisn: KocteHko
Apkagii MvkonaiioBny.
[MponoHoBaHa pepakuis: BoBk
AHgpiVi Bopucosuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXKEHOI 0Cco6YU
3asBHMKa, BIANOBIAA/ILHOI 3a
hapmakoHarnsg, B YkpaiHi. 3miHa
Micus 34iliCHEHHS OCHOBHOI
OiSNBHOCTI 3 dhapmakoHarnagy.
3MiHa MiCcLe3HaxXoMKEHHS MacTep-
dhaiina.

243.

TAKNAH

Kancynwv Teepgi, no 5 wmr;
no 10 kancyn TBepaux y
6nictepi; no 5 a6o 6
6nicTepiB y KAPTOHHIN
nauui

MaHaues bioTek
®apma /114,

IHais

MaHaues bioTek
®apma /114,

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx

mMarepianis: 3mMiHa 3asBHMKa
(BnacHwvka peecTpadiiHoro

nocsigyeHHs). BeegeHHs 3MiH
npoTsArom 3-x MicAuiB nicns

3aTBepMKEHHS. 3MiHU | TUny -

3MiHM Wwozao

6e3nekn/edpeKTBHOCTI Ta

3a peyenmom

UA/15856/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOoBHOB&XeHOi 0cobu,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. [ivoya pefakuis:
Dr. Manoj Sharma / ip. MaHox
LWapma.
MponoHoBaHa pegakuis: Sumit
Bhushan / Cymit BywaH. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg,. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg B Ykpaii.
[Oitova pepakuisn: KocteHko
Apkagiii MukonaiioBuny.
MponoHoBaHa pepakuis: BoBk
AHapili BopucoBuy. 3MiHa
KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
Micus 34iiCHEHHS OCHOBHOI
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3HaxXoMKEHHST MacTep-
dhaiina.

244.

TAKMNAH

Kancynu TBepgi, no 5 mr;
in bulk: Ne 5000
(10x500) y 6nicTepax

MaHauesn bioTek
dapwma /T4,

IHais

MaHaues bioTek
dapma /14,

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHwvka peecTpadujiiHoro
nocBiJYeHHs1). BBeeHHA 3MiH
npoTArom 3-x MicAuiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -

UA/15857/01/03
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HasBa

Popma sBUMYCKY

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

245,

TAKMNAH

kancynu Tepgj, no 0,5

MaHaues BioTek

3MiHM Woao
6e3nekn/edhekTMBHOCTI 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
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) 3miHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. diroya pegakuis:
Dr. Manoj Sharma / p. MaHox
Wapma.
MponoHoBaHa pepakuis: Sumit
Bhushan / CymiT BywaH. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnsg,. 3MiHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a hapmakoHarnsag B Ykpaii.
[itoua pepakuis: KocteHko
Apkagii MrkonalioBuuy.
MponoHoBaHa pepgakuis: Bosk
AHgpili Bopucosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cc06M yNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B Ykpaini. 3miHa
Micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxXoMKeHHs1 MacTep-
thaiina.

mr; in bulk: Ne 5000
(10x500) y 6nictepax

®apma /114.

IHais

MaHaues bioTek
®apma /114,

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
mMaTtepianis: 3mMiHa 3asaBHUKaA
(BnacHvika peecTpaduiiHoro

NnocBigYeHHs1). BBeeHHs 3MiH

UA/15857/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoTsArom 3-x MicAuiB nicns
3aTBepMKEHHS. 3MiHu | TUny -
3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa1bHOT 3a
hapmakoHarnsg. Jivoya pegakuis:
Dr. Manoj Sharma / p. MaHox
LWapma.
MponoHoBaHa pegakuis: Sumit
Bhushan / CymiT bywuaH. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (papmakoHarnsg. 3MmiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
[Jitova pepakuisn: KocteHko
Apkagii MvkonaiioBny.
[MponoHoBaHa pepakLis: BoBk
AHgpili Bopucosuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHMKa, BIANOBIAA/ILHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLs 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MiCcL,e3HaxoMKEHHS MacTep-
dhaiina.

246.

TAKNAH

Kancynwv Teepgi, no 1 wmr;
in bulk: Ne 5000

MaHaues bioTek
Papma /114,

IHais

Maraues bioTek
Papma /114,

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3MiHa 3asiBHUKa

UA/15857/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

(10x500) y 6nicTepax

(BnacHwvka peecTpadujiiHoro
NnocBiJYeHHs1). BBeeHHA 3MiH
npoTArom 3-x MicAuiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHY Wwoao
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
thapmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. fivova pegakuis:
Dr. Manoj Sharma / ip. MaHox
LWapma.
MponoHoBaHa pegakuisa: Sumit
Bhushan / Cymit BywaH. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg,. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg B Ykpaii.
[Oitova pepakuin: KocteHKo
Apkagiii MukonaiioBuny.
MponoHoBaHa pepakuis: BoBk
AHapili BopucoBuy. 3MiHa
KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnsg B Ykpaini. 3miHa
Micus 34iiCHEHHS OCHOBHOI
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3HaxXoMKEHHsT MacTep-
dhaiina.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
247. | TAHTYM NbOASHUKN 3 M'ATHUM AsieHge Kimike PiyHiTe ITanis BignosigansHuii 3a LLiseiiuapis/ BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/3920/03/01
BEPOE® cMakom no 3 mr no 10 AHxeniHi ®paHyecko BUPOGHMLTBO ITania/ mMartepianis: 3miHu | TUNy - 3MiHK
NbOASAHWUKIB Y CTiKY; No 2 AKP.A®. C.nA. Hepo3chacosaHol PpaHuin LoAo 6e3nekn/edeKTMBHOCTI Ta
abo 3 CTikv B KApTOHHIW NpoAyKuii, NepBuUHHe hapmakoHarnsgy. BeegeHHs abo
naui Ta BTOPVHHE 3MiHU [0 y3ara/lbHEHVX AaHnX Npo
nakyBaHHS: cuctemy chapmakoHarnsgy
OIW AT, LWsenuapis (BBEAEHHSA y3araslbHEHUX AaHNX
BignosiganbHuii 3a npo cuctemy dpapmakoHarnsagy,
NOBHWIA LMK 3MiHa YyNOBHOB&XeHOI 0cobu,
Mn'epP ®AEP BiANoBiAa/IbHOI 3a 3[jACHEHHSI
MEAIKAMAH hapmMakoHarnagy; KOHTakTHoI
MPOAHOKCBHOH, 0cobu 3 hapmakoHarnsgy
®paHuisa 3asiBHMKa AN 34iNCHEHHS
BignosiganbHuii 3a thapmakoHarnsgy B YkpaiHi, Ko
BTOPVHHE BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
nakyBaHHs, ocobw, BignoBiAa/IbHOI 3a
KOHTPO/b AKOCTi Ta 3[jiCHEeHHS1 hapMakoHarisgy
BUNYCK cepil: (BKNHOYAKOYUN KOHTaKTHI AaHi)
AsieHge Kimike Ta/abo 3MiHV y PO3MILLEHHI
PiyHiTe AHxeniHi MacTep-caiina cuctemu
PpaHyecko thapmakoHarnsgy) - 3miHa
AK.P.A®. CnA., KOHTaKTHUX AiaHNX YNOBHOBaXKEHOT
ITania 0cobu 3asiBHUKa, BiANOBIA&/IbHOT
BignosiganbHuii 3a 3a 34ilicCHEeHHA thapMakoHarnsay.
nepBUHHE Ta 3MiHa MicLsa 34iliCHEHHA OCHOBHOI
BTOPVHHE LisNbHOCTI 3 hapmakoHarnagy.
nakyBaHHs: 3MiHa MicLA 3HaXOMKEHHS
NnN'ep »ABP mMacTep-caiina cuctemun
MEAIKAMAH thapmakoHarnagy.
MPOAOKCBHOH,
PpaHuis
248. | TA®PIHNAP® Kancynu teepai no 50 HosaprTic ®apma Al LLiBeiiuapis Brpo6HuK Benvka BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14420/01/01
Mmr; no 120 kancyn y Hepo3chacoBaHoi BpuTtaHis/ marepianis: 3miHu | Tuny - 3MiHu 3
thnakoHax npoaykKujii: Icnanis/ sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
nakco OnepelilHe CnoBeHis 3MiHM Y BUpOBHUUTBI. 3amiHa abo

tOK Nimitea, Benuka
BpuTatis;
BupobHuk ansa
nakyBaHHs Ta
BWMYCKy Cepii:
nakco Bennkom
C.A., IcnaHis;
AnbTepHaTuBHa
AinbHUUA
BiAnoBigasbHa 3a
nepBuHHE Ta
BTOPUHHE
naKyBaHHs:
ek

BBEAEHHS [0AATKOBOI AiNbHML,
BMPOBHULITBA AN15 YaCTUHU abo
BCbOr0 BMPOGHMYOro npoLecy
roTOBOro NikapCbKoro 3acoby
(@inbHULSA ANa BTOPUHHOMO
nakyBaHHS1) - BBE,EHHS
[0[AaTKOBOI [iIbHULL BUPOGHMLTBA
- Jlek ®apmacbioTukasc 4.4a.,
CnoBeHia (a/ibTepHaTMBHA
AiNbHUUA BignosiganbHa 3a
BTOPUHHE NaKyBaHHS); 3MiHu |
TUNy - 3MiHK 3 AKOCTI. [OTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPO6GHMUTBI. 3amiHa abo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dapmacboTUKasIC BBE/leHHs J0AATKOBOI AiNbHUL
A.4., CnoseHis; BUPOGHMLITBA A1 YaCTMHM abo
AnbTepHaTMBHa BCbOro BMPOBHMYOro npovecy
AinbHUUS rOTOBOrO JliKapCbKoro 3acoby
BignosigasbHa 3a (8iNbHULA 4N NePBUHHOIO
BMPOGHMLTBO nakyBaHHs) - BBE,E€HHS
Hepo3dacoBaHoi [0[aTKOBOT [i/TbHULL BUPOGHMLTBA
npoaykuii Ta - Jlek ®apmacbioTukanc g.4a.,
KOHTPO/b SKOCTI: CnoBeHis (anibTepHaTMBHA
HoBaprTic OiNbHUUSA BiANOBiAa/IbHA 3a
dapmacbloTuka nepBUHHE NaKyBaHHS); 3MiHW |
C.A., IcnaHis TMny - 3MiHW 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y

BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AifbHUL,
BMPOBGHULITBA A/15 YaCTUHU abo
BCbOro BUPOBHMYOro npovecy
roToOBOro NikapCbKoro 3acoby
(minbHULSA, Ha KN NPOBOAATLCA
6yab-AKi BUpOOHUUI cTagjl, 3a
BUHSTKOM BUMNYCKY Cepil,
KOHTPOJTI0 SKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HeCTepUsIbHUX NiKapCbKunx
3aco6iB) - BBe,EHHS 40AATKOBOI
LinbHUL BUPOBGHMLTBA - HoBapTiC
dapmacbiotuka C.A., IcnaHis
(anbTepHaTMBHA AiTbHALSA
BiAnoBiAa/IbHA 3a BUPOOHMLTBO
Hepo3acoBaHOl NPOAYKL,i); 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCS
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo godaBaHHS AiNbHULY,
Ha SKill 34jiCHI0ETbCSA
KOHTPO/b/BMNPOBYBaHHSA cepil) -
[ofasaHHA AinbHuui - HoBapTic
dapmacbioTuka C.A., IcnaHis
(anbTepHaTUBHA AiNbHULA
BiANOBIA&/IbHA 3a KOHTPO/Tb
AKOCTI); 3MiHUW | TNy - 3MiHN 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6
3MiHU Yy BUPOGHULTBI. 3MiHU Y
npoueci BUpO6HMLTBA FOTOBOMO

NiKapcbKoro 3acoby, BKIOYaum
NPOMiXXHUA NPOAYKT, WO
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - HE3HAYHI 3MiHU Y
npoueci BUPOGHULITBA /iKapCbKOro
3ac06y - BUKOPUCTaHHSA
nogpibHioBaya nig yac etany
noApi6HIOBa/IbHOTO 3MilLlyBaHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHn
Y BUPOGHULTBI. 3MiHW y npoueci
BVMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKIHOYAKUN
NPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETLCA MPY BUPOOHULITBI
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHW) - 3a3Ha4YeHHs
MakcHMasibHOro yacy 36epiraHHs
npoaykuii in bulk - 12 micsuis
nepes, nakyBaHHAM NikapCbKoro
3acoby; 3MiHW | TUny - 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTPO/b [ONOMDKHUX PEHOBUH.
3MiHa napameTpiB cnevumdikaLii
Ta/abo foMyCTUMUX MeX Ans
[O0NOMDKHOT PEYOBUHU (3BYXXEHHS
[ONYCTUMUX MEX) - 3BY)XXEHHS
AOonNyCTUMUX MeX TecTy "Loss on
Drying" 3 «Less than 9% w/w» g0
«2-7 %» AN [ONOMDKHOI
PEYOoBVHM — riNPOMesIo3a Kancyn
TBEPAUX, 4N AinbHuui "HoBapTic
dapmacbioTuka C.A.", IcnaHis;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBanbHuii
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roToOBOro NikapCbKoro 3acoby
(AKicHWIA Ta KiNbKiCHWIA cknag) -
TBepai nikapcbki opmu - 3mMiHa
Cknafy ynakoBO4YHMX MaTepianis
[AN19 TOTOBOro NPOAYKTY AN
BMpOo6HUKa "flek PapmacbioTukanc
4.4.", CnoseHis - 3miHa
KOHTaKTHOrO Lwapy iHAYKUiliHO
TEepMO3BaploBasIbHOTO BKIaAULLY 3
nonietTuneHy Ha noni(eTuneH-BiHiN

auerar); 3miHu | Tuny - 3MiHun 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AKocTi. FoToBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax
36epiraHHsA roTOBOro NiKapCcbKoro
3ac006y (36i1bLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOTO J1iKaPCbKOro
3acoby) - [N TOproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHs
TEepMiHy NpUAATHOCTI NiKapCbKOro
3acoby 3 24 micsuis o 36 micsuis
npu Temneparypi He suwe 30 °C.
3MiHU BHECEHO B IHCTPYKLil0 41
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. "TepMiH
npugatHocTi" (BBeAEHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS)

249.

TA®IHNAP®

Kancynv TBepgi no 75
Mr; no 120 kancyny
hnakoHax

HoBapTic ®apma Al

LLiBefiuapis

Brpo6HMK
Hepo3dhacoBaHOl
npoaykKujii:
nakco OnepeiiHe

HOK Nimiten, Benuka

BpuTaHis;
Brpo6HuK ans
nakyBaHHs Ta
BUWMYCKY Cepii:

"nakco Bennkom
C.A., IcnaHis;
AnbTepHaTuBHa
OinbHUUS
BignosigasbHa 3a
nepBuHHE Ta

BTOPUHHE

naKyBaHHs:
Nex
dapmMacbloTUKanc
4.4., CnoseHis;
AnbTepHaTuBHa
OinbHUUS
BignosigasbHa 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoAaykuii Ta
KOHTPO/b AKOCTI:
HoBaprTic
PapmacbioTmka
C.A., IcnaHis

Benwuka
BputaHis/
Icnanis/
CnoBeHisi

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkunit 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBEEHHS [10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBEieHHsI
[0[aTKOBOT AiNbHUL BUPOBHULITBA
- Jlek ®apmacbioTukauic 4.4,.,
CnoBeHis (anibTepHaTUBHa
OinbHUUA BiANOBiJa/IbHA 3a
BTOPUHHE NakyBaHHS); 3MiHu |
TUny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNlbHML,
BMPOOHULITBA /151 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCcbkoro 3acoby
(8iNbHULA 4N NepBUHHOIO
nakyBaHHS1) - BBEAEHHSI
[04aTKOBOT [i/TbHULL BUPOGHMLTBA
- Jlek ®apmacbioTukanc g.4a.,
CnoBeHis (aflbTepHaTUBHa
AOiNbHUUSA BiANOBiga/bHA 3a
nepBuHHE NakyBaHHs); 3MiHN |
TUny - 3MiHK 3 AKOCTI. [0TOBWIA
NiKapCbKuii 3aci6. 3MiHN Y

3a peyenmom

UA/14420/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMLTBI. 3amiHa abo
BBeEHHS [04aTKOBOI AiNbHUL

BMPOOHULITBA A5 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(BinbHMUSA, Ha AKIN NpoBOAATLCA
6yab-AKi BUPO6HUYI cTagji, 3a
BUHSATKOM BUMNYCKY Cepii,
KOHTPO/IH0 SKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NakyBaHHSA, 415
HeCTepUsbHUX NiKapCbKunx
3aco06iB) - BBeJEHHA [0AATKOBOI
OinbHULUI BUpo6bHMLTBa - HoBapTic
dapmacbioTuka C.A., IcnaHis
(anbTepHaTUBHA AinbHULA
BiANOBiAa/IbHa 3a BUPOGHMLTBO
Hepo3dhacoBaHOT NPOAYKLi); 3MiHU
| TNy - 3MiHK 3 AKoCTi. FoTOBUIA
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
KOHTPONb/BUNPOBYBaHHSA cepil) -
fJopasaHHA dinbHuLi - HosapTic
dapmacbioTrka C.A., IcnaHis
(anbTepHaTVBHA AiNbHULA
BiANOBIA&a/IbHA 3a KOHTPO/1b
AKOCTI); 3MiHW | TUny - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHN Y
npoLeci BUpO6HMLITBA TOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - HE3HAYHI 3MiHU Y
npoueci BUPOGHULITBA /iKapCbKOro
3ac06y - BUKOPUCTaHHSA
nogpibHioBaya nig yac etany
noApi6HIOBa/IbHOTO 3MilLlyBaHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHu
Y BUPOGHULTBI. 3MiHW y npoueci
BVMPOGHMLTBA rOTOBOIO

NiKapCbKoro 3acoby, BKYakum
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO /liKapcbKoro 3acoby (iHLwi

3MiHN) - 3a3HaYEHHS
MaKCMMasbHOro Yacy 36epiraHHs
npoaykuii in bulk - 12 micsuis
nepes, nakyBaHHAM NikapCbKoro
3acoby; 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
KOHTpPO/b [ONOMDKHUX PEYOBUH.
3mMiHa napameTpiB cneuudikadiii
Ta/abo fonyCcTMMUX MeX Ans
[OMOMDKHOT peYOBUHM (3BYXKEHHS
[0MYyCTUMUX MEX) - 3BY)XXEHHS
JonycTUMNX Mex TecTy "Loss on
Drying" 3 «Less than 9% w/w» g0

«2-7 %» ANs [ONOMDKHOI
PEYOBUHYM — FiNpOMesio3a Kancyn
TBEpAVX, ANA AinbHuui "HoBapTic

dapmacbioTuka C.A.", IcnaHis;
3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y NepBUHHI ynakoBLi
roToBOro Nikapcbkoro 3acoby
(siKicHWIA Ta KiNbKicHWI cknag) -
TBepai nikapcbki opmMm - 3MiHa
CKnafy ynakoBO4YHMUX MaTepianis
NS TOTOBOro NPOAYKTY AN
BMPO6HUKa "/lek PapmacbloTrKasic
0.4a.", CnoseHisi - 3MiHa
KOHTaKTHOrO Luapy iHAYKUiiHO
TEepPMO3BaplBasIbHOTO BKIaAULLY 3
nosieTuneHy Ha noni(eTnneH-BiHin
auetar); 3miHu | Tuny - 3MiHn 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax
36epiraHHsA roTOBOro NiKapCcbKoro
3ac006y (36i1bLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOTO J1iKaPCbKOro
3acoby) - [N TOproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHs
TEepMiHy NpUAATHOCTI NiKapCbKOro
3acoby 3 24 micsuis o 36 micsuis
npu Temneparypi He suLe 30 °C.
3MiHV BHECEHO B IHCTPYKLiO Anst
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n/n

HasBa

Popma sBUMYCKY

3asiBHUK

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

250.

TEFrPYM

TabneTkn, BKPUTI

TOB HB®

Ykpaina

TOB HB®

MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. "TepMiH
npugatHocTi" (BBeAEHHS 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS)

nocsio4YeHHs

251.

TErPYM

060/10HKO10, M0 100 mr
Ne 1 (1x1), Ne 4 (1x4)y
6nicTepax

TabneTku, BKpUTI

"MIKPOXIM"

TOB HB®

YKpaiHa

"MIKPOXIM"

TOB HB®

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
[0 MeTofiB KOHTpono APl y
3B'AA3KY 3 MPUBEAEHHAM Y
BigNOBIAHICTb 40 BUMOT
MoHorpadii EP Sildenafil citrate 3a
nokKasHUKamn: «PO3UYNHHICTb»,
«loeHTUdikauis», «CynposigHi
OOMILKM», «Bofa», «CynbhaTtHa
30na» Ta «KinbkicHe
BU3HAYEHHSN»;
3MiHuM | TURY - 3MiHK 00
cneumdikauii Ta MeToAuKN
BMNpoGyBaHHSA AD| 3a NOKa3HUKOM
«Mikpob6ionoriyHa uncrota» y
3B'A3KYy 3 aKTyanisauiero Ta
BU/TYYEHHAM MOBHOTO BUKagy
npoBeeHHA MeToANKN; 3MiHN |
TUMY - AOMNOBHEHHS cneuudikawii
Ta MeTogiB KoHTposio AdI
NOKa3HWMKOM SKOCTi «3a/INLLKOBI
PO3UMHHUKW» /151 BUPOOHMKA
Hetero Drugs Limited 3
HOPMYBaHHSIM, ppm «MeTaHos
1000, aueToH 3000,
meTuneHxnopug 300, Tonyon
890»; 3MiHM | TUNY - BUNYYEHHS 3i
cneuudikaLii Ta MeToaiB
KOHTponto A®I nokasHuka «Baxki
MeTasIn»; 3MiHU | Tuny -
[0NoBHEHHA cneyudikadii API
NOKa3HUKOM SIKOCTi «[omillka E» 3
BigNoOBiAHMM METOA0M
BMNpobyBaHHsA

3a peyenmom

UA/15148/01/01

060/10HKOH0, No 50 Mr Ne
1(1x1), Ne 4 (1x4) y
6nicTepax

"MIKPOXIM"

"MIKPOXIM"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
[0 MeTogiB KOHTpono Ad|y
3B'A3KY 3 MPVBEAEHHAM Y
Bi4NOBIAHICTb 40O BUMOT
MoHorpadii EP Sildenafil citrate 3a
NoKasHMKaMU: «PO3UNHHICTb,
«lpeHTudikayis», «CynpoBigHi
OOMILWKN», «Boga», «CynbhaTHa

30na» Ta «KifibKicHe

3a peyernmom

UA/15148/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BU3HAYEHHSA»;
3MiHuW | TUNY - 3MiHK 00
cneumdikauii Ta MeToauKN
BMNPoGyBaHHSA AD| 3a NOKa3HNKOM
«MikpobionoriyHa yncToTa» y
3B'A3KYy 3 aKTyanisauieto Ta
BW/Ty4EHHAM MOBHOTO BUKNagy
NpoBefeHHsA METOAVKM; 3MiHM |
TUMY - AOMNOBHEHHS cneuudikawii
Ta MeTogiB KoHTposio AdI
MOKa3HWMKOM SKOCTi «3a/INLLKOBI
PO3UMHHUKM» A1 BUPOOHMKA
Hetero Drugs Limited 3
HOPMYBaHHSM, ppm «MeTaHos
1000, aueToH 3000,
meTuneHxnopug 300, Tonyon
890»; 3MiHM | TUNY - BUNYYEHHSA 3i
cneuucikaLii Ta MeToaiB
KOHTpono APl nokasHuka «Baxki
MeTasIn»; 3MiHU | Tuny -
[0NoBHEHHA cnevudikauii API
NOKa3HUKOM SIKOCTi «[omillka E» 3
Bi4NOBIAHMM METOA0M
BMNpo6yBaHHA

252,

TENMNPEC

TabneTku, no 40 Mr no
14 TabneTok y 6nicTepi,
no 2 a6o no 7 6nictepis
Y KapTOHHI nayui

"KCAHTIC ®APMA
NIMITEL"

Kinp

MOBHUWIA UMKN
BUPOGHMLTBA,
BWMNYCK Cepil:
NABOPATOPIOC
NNIKOHCA, C.A,,
Icnanis
KoHTponb sKkoCTi:

NTABOPATOPIO [P.

®. EYMEBAPHE,
AHANICIC, C.A.,
IcnaHis

IcnaHis

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: BunpassieHHs
TEXHIYHOT MOMW/IKN B MeTogax
KOHTPOJIO SIKOCTi Ta B IHCTPYKLTi
0119 MEeAUYHOI0 3aCTOCYBaHHS
(ansa posysaHHsA 40 mr)
3a3HaveHa nomusika nos’s3aHa 3
HEeKOPEKTHUM nepeknagomM
iHchopmawii 3 gokymeHTau,ji chipmu-
BUPOOGHWKA, BUMPaBIEHHS
Bignosigae marepianam
PEECTPALLHOIO AOCHE.

3a peyenmom

UA/15893/01/02

253.

TEHOTEH

Tabnetku, no 20
TabneTtok y 6nictepi; no
1 abo 2 6nictepn y
KapTOHHI Kopo6Lyi

TOB "Marepia
Mepguka-YkpaiHa"

YKpaiHa

3AT CaHTOoHika

NntBa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: 3MiHu Il Tuny - 3miHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BHeceHHs abo
3MiHa(1) L0 3060B'A3aHbL Ta YMOB
BMAaYi peecTpauiinHoro
NoCBiAYeHHS, BKoyatoun Mnax
ynpasniHHA pu3vKamm
(3acTocyBaHHs 3MiH(1), ski(a)
BMMaralTb(€) nofanbLIoro
06r'pyHTYBaHHSA HOBUMU
[0[aTKOBUM JaHUMK, L0 MaloTb
Ha/JaBaTnca KOMMETEHTHUM

6e3 peyenma

UA/4206/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

opraHoMm, OCKi/IbK/ BUMaraeTbCs
CYTTEBA OLLiHKa KOMMNETEHTHUM
opraHoMm) - HajaHo AeTaslbHUiA
ONNnC cUcTemM ynpasiHHA
pv3vKaMun y BUrNsAji OHOBIEHOTO
MnaHy ynpaBAiHHA pu3nkamm
Bepcis 2,0. 3MiHN BHECEHO A0
yacTtuH: Il "Cneundpikauis 3
6e3nekun”, Il "MnaH 3
thapmakoHarnagy", V "3axogu 3
MiHiMi3aLii pusukis”, VI "Pestome
nnaHy ynpasniHHA pusnkammn” y
3B'A3KY 3 Ao4aBaHHAM HOBUX
pu3mnkis

254,

TIAMIHY
XnoPug-
JAPHULIA
(BITAMIH B1-
JAPHULIS)

PO34mnH ANs iH'ekuiin, 50
Mr/Ma o 1 mn B amnyrii;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLii, No
2 KOHTYpPHI YapyHKOBI
yNakoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 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 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-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

3a peyernmom

UA/5489/01/01

255.

TIBOMAKC-
JAPHULA

PO34mnH aNns iHdysiid, 42
mr/mn; no 100 mny
hnakoHi; no 1 dpakoHy
B nauui; no 100 mny
hnakoHax

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

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

thapmakoHarnagy. BeeneHHs a6o

3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3a peyenmom

UA/13827/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

256.

TOHOPMA®

TabneTkn, BKpUTI
060/10HKOI0, Mo 10
TabneToK y KOHTYPHIi
YapyHKOBIli ynakoBLii; No
1 a60 no 3 KOHTYpHI
YapyHKOBI YNakoBKu Yy
nauui

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 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
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CobM 3as1BHMKa,

BiANOBIA&/ILHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuny

3a peyenmom

UA/0516/01/01

257.

TOMOTEKAH
AKKOP/,

KOHLeHTpaT AN
PO34unHy Ans iHdysiid, 1
mr/mn no 1 mn a6o no 4
MJ1 KOHLLEHTpaTy y

AKKopfA Xesickea
Nimiteq

Benuvka
BpuTtaHis

Brpo6HMLUTBO
roToBOro
niKkapcbKoro 3acoby,
nepBWHHE, BTOPYHHE

IHpis/
Benvka
BputaHis/
YroplmHa

BHECEHHS 3MiH 40 peecTpaLinHmx

MaTepianis: 3miHu | TUny - 3MiHK 3

AakocTi. A®l. CTabinbHicTb. 3MiHa
nepiofly NOBTOPHMX

3a peyernmom

UA/17720/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

CKNsiHOMY doiakoHi; no 1

(h1aKoHY Y KapTOHHil
KopoobLi

nakyBaHHS KOHTPO/1b
AKOCTI cepil:
IHTac
dapmacbloTikans
Nimiteq, 1HAis;
BTopuHHe
nakyBaHHS:
Akkopf, Xenckea
Nimiten, Benvka
Bputatis;
BignosiganbHuii 3a
BUMNYCK cepil:
Akkopfa Xenckea
NimiTen, Benvika
BpuTaHis;
KoHTposnb skocTi
cepi:
AcTpoH Pe3bopuy
Nimiten, Benvka
BpuTaHis;
KOHTpO/b SIKOCTI:
BeccniHr XaHrepi
K., Yropwumna

BMNpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Ad®I (3a
BIfICYTHOCTI y 3aTBEPKEHOMY

[ocbe cepTuddikaTa BigNOBIAHOCTI

€Bponelicbkiin hapmakonei, Lo
BK/IHOYA€E Nepios NOBTOPHOrO
BMNPOGYBaHHS) (Nepiog,
NOBTOPHOro BUNpoByBaHHs/nepios,
36epiraHHs) - 3miHa ymoB
36epiraHHA A®I - 3miHa ymoBUM
36epiraHHA A®I: [itoua pepakuis
Storage condition: «2°-8%»
MponoHoBaHa pegakuis

Storage condition: «2°-8° or below

25%».3MiHn | TMNY - 3MiHK 3 AKOCTI.

[oTOBMIA NiKapcbkuii 3aci6. 3miHn

y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiflbHUL,
BMPOGHULITBA 4715 YaCTUHU abo

BCbOro BUPOBHMYOro npovecy
roToOBOro NikapCbKoro 3acoby

(AinbHULSA ANna BTOPUHHOMO

nakyBaHHs1) 3amiHa AinbHULI

BTOPUHHOTrO nakyBaHHA Ha Accord
Healtheare Limited, Edgefield

Avenue, Newcastle Upon Tyne,
NE3 3 NB, United Kingdom. 3miHn
| Tuny - 3miHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA

BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roToOBOro Nikapcbkoro 3acoby

(3amiHa abo godaBaHHS AiNbHULY,

Ha SKiil 34jiCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHA cepil)
[0faBaHHA AifIbHUL 3 KOHTPOSIO
AKOCTi cepii Astron Research
Limited, United Kingdom. 3MmiHu |
TUny - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCS

BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI

roToOBOro NikapCbKoro 3acoby

(3amiHa abo godaBaHHS AiNbHULY,

Ha SKiil 34jiCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHA cepil)
[04aTKOBa [i/IbHULIA 3 KOHTPOJIO
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
akocTi cepii Wessling Hungary

Kft., Hungary/BecniHr XaHrepi
KcpT.,YropumHa. 3minm | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y meTogax
BMNPO6YBaHHA NepPBUHHOT
yNakoBKM rOTOBOTO NikapCbKoro
3aco6y (iHWi 3MiHKM Yy MeTogax
BMNPO6YBaHb (BKIOYAOYM 3aMiHy
abo gofasaHHs)) AOAABaHHSA
a/IbTEPHATVBHOIO BHYTPILLHLOIO
metoay ICP gna napameTpy
«EKcTparyBaHHA LMHKY» Ans
ryMOBYVX MPOGOK. 3MiHu | TRy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi rOTOBOro
niKapcbKoro 3acoby (36i/bLUeHHs
TEepMiHy NpVAATHOCTI FOTOBOTO
nikapcbKoro 3acoby) - Ans
TOProBoi ynakoBku
(nigTBEPAKYETLCA AaHUMN
peanbHOro Yyacy) 36inbLeHHs
TepMmiHy npugatHocTi N3
3arBepaKeHo: 2 PoKu
3anponoHoBaHo:
3 poku. 3MiHn | TUNY - 3MiHK 3
akocTi. Ceptudpikat
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeLEeHHs Yy BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapMakonei
aepxasu €C (3miHa 'y
cneumikauisx, nos'asaHa 3i
3miHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLUIA HawioHanbHil hapmakonel
nepxasun €C) OHOBJIEHHS
nokasHuka cneyudikauii «Tect Ha
TigPONITAYHY CTiliKICTb» Ans
BUNPOBYBaHHA CKNSAHWUX (P1akoHIB

BignoBiaHo Ao EP. 3miHu Il Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BKHOYAKOUN Aiana3oH po3mipy
cepil) roToBOro nikapcbKoro
3aco6by (3MiHa CTOCYETbLCS BCIX
IHLUMX NiKapCbKMX OOPM CYKYMHOTo
(KOMNIEKCHOr0) BUPOBHNYOTrO
npovecy) 36i/bLIEeHHS po3Mipy
cepii: [litoya pepakuis: Approved
batch size:

1) 7.0L 2) 10.0 L MponoHoBaHa
pegpakuis: Proposed batch size: 1)
7.0L 2) 10.0 L Additional proposed

batch size: 50.0 L

258.

TOPACEMIJ-
OAPHULA

PO3uunH NS iH exyin, 20
Mr/4 Mnno 4 mn B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBI
ynakosLi, no 1
KOHTYPHIli YapyHKOBI
ynakoBLji B nayi

MpAT
"®apmaueBTnyHa
dipma "apHnua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
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 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'auecnasoBuy

3a peyernmom

UA/16245/01/01

259.

TPACTUBA

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 600 mr/200 mr/300
mr, no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEWHepY Y KapTOHHIl
KopoobUi

leTepo /1a63 JlimiTeq,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA BXEe 3aTBEPAKEHOr0
TEKCTY MapKyBaHHS. BHeCeHHsI
3MiH [0 po3giny “MapkyBaHHS"

3a peyernmom

UA/15606/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MKSA N13: 3anpornoHoBaHo:
MAPKYBAHHSA. BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHA. OHOBJIEHHSA TEKCTY
MapKyBaHHS YNakoBKW J1iKapCbKOro
3acoby BifnoBigHO 40 BUMOT
Hakaly MO3 YkpaiHu Bif
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpOTArom 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS

260.

TPACTUBA

TabneTkn, BKpUTI
NAiBKOBOK 060/IOHKOIO,
no 600 mr/200 mr/300 mr
in bulk Ne 500 y
KOHTelHepax

leTepo /1a63 JlimiTepq,

IHais

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOBJIEHHA BXEe 3aTBEPIKEHOr0

TekcTy MapkyBaHHs in bulk: Ne 500
Y KOHTelHepax (BHECEHHS
no3HavyeHb OAMHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM

niTep natuHcbKoro andasity,

TOLLLO); BHECEHHS 3MiH 10 po3ainy

“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS.

MAPKYBAHHSA wopao npoaykuii in

bulk. BignosigHo no
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
OHOB/EHHA TEKCTY MapKyBaHHSA
yNaKkoBKM NiKapCbKoro 3acoby

BiANOBIAHO A0 BUMOr Hakasy MO3

Ykpainm Big 23.07.2015 p. Ne460 3

BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSLIB Nicns 3aTBEpAKEHHS

UA/15605/01/01

261.

TPNAMIO

kancynu Teepgi, 10
mr/10 mr, Ne28 (7x4): no
7 kancyn y 6nictepi; no
4 6nicTepun y KapTOHHIi
KopoobUi

TOB "CaHodpi-ABEHTIC

YkpaiHa"

YKpaiHa

Bupo6bHunuTBO,
nepBuHHE Ta
BTOPUHHE
naKkyBaHHs rOTOBOrO
nikapcbKoro 3acoby:
Apamep ®apma
C.A., MonbLua,;
KoHTposib Ta BMNycK

MonbLa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AOMIHICTpaTMBHI 3MiHW. 3MiHa
Ha3BM JlikapCbKOro 3acoby - 3miHa
Ha3BW NikapcbKoro 3acoby.
3ATBEP)KEHO: TPUTALIE®-A
(TRITACE®-A),
3AMPOMNOHOBAHO: TPUAM/O

3a peyenmom

UA/15897/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
cepili roToBOro (TRIAMLO). BeefeHHs 3MiH
niKkapcbKoro 3acoby: npoTsArom 6 micsuis nicns
Apamep ®apma 3aTBepAKEHHS.
C.A., MonbLa
262. | TPUAMNO kancynu Teepgi, 10 mr/5 TOB "CaHodpi-ABEHTIC Ykpaina Bupo6bHnuTBO, Monbua BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15896/01/01
mr, Ne 28 (7x4): no 7 YkpaiHa" nepBuHHE Ta marepianis: 3MiHu | TURY -
Kancyn y énictepi, no 4 BTOpPUHHE AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nicTepy y KapTOHHiIl nakyBaHHs r0TOBOr0 Ha3BM JliKapcbKoro 3acoby - 3miHa
Kopoo6Ui niKkapcbKoro 3acoby: Ha3BW JliKapCbKOro 3acoby.
Agamepn dapma 3ATBEP)XEHO: TPUTALE®-A
C.A,, Monbla; (TRITACE®-A),
KOHTpOsb Ta BUNycK 3AMPOMNOHOBAHO: TPNAMJTIO
cepili rotoBoro (TRIAMLO). BBefeHHs 3MiH
niKkapcbKoro 3acoby: npoTsrom 6 micsuis nicns
Apaven ®apma 3aTBepAKEHHS.
C.A., MonbLa
263. | TPUAMIIO Kancynu Teepgi no 5 TOB "CaHodi-ABeHTiC YkpaiHa Brpo6HMuTBO, Monbua BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/15898/01/01
mr/5 mr, Ne28 (7x4) abo YkpaiHa" nepBuHHE Ta marepianis: 3MiHu | TURY -
Ne56 (7x8): no 7 kancyn BTOPVHHE AOMIHICTpaTMBHI 3MiHW. 3MiHa
y 6nicTepi; no 4 a6o 8 nakyBaHHs rOTOBOr0 Ha3BM JliKapCbKoro 3acoby - 3miHa
6nicTepiB y KAPTOHHIN niKkapcbKoro 3acooby: Ha3BW JliKapCbKOro 3acoby.
Kopob6ui; Ne90 (15x6): no Apamvepg ®apma 3ATBEP)XEHO: TPUTALE®-A
15 kancyn y 6nictepi; no C.A, Monbla; (TRITACE®-A),
6 6nicTepiB y KapPTOHHIi KoHTposib Ta BunycK 3AMNPOMNOHOBAHO: TPNAM/IO
KOpoo6Li cepili rotoBoro (TRIAMLO). BBefieHHs 3MiH
niKkapcbKoro 3acoby: npoTsirom 6 micsuiB nicns
Apavepn ®apma 3aTBepAKEHHS.
C.A., Monbla
264. | TPUDTA3UNH- PO34MH ANA iH'eKLiid, 2 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/3001/01/01
AAPHNUA Mr/mMn no 1 ma B amnyni; "hapMaueBTNYHaA "hapMaueBTUYHA marepianis: 3MiHK | TUMy - 3MiHK

no 5 amnyn y KOHTYPpHii
YapyHKOBIli ynakoBLi; No
2 KOHTYpPHi YapyHKOBI
yNakoBKM B nauLi

hipma "OapHuus”

chipma "JapHuus”

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cucTemy dhapmakoHarnsgy,

3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBiAANLHOT 3a 34iiCHEHHS
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 34iACHEHHS
thapmakoHarnsagy B YKpaiHi, SKLL0
BOHa BiZIMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BiANOBIAaIbHOI 3a
34iicHeHHs chapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemm
hapmakoHarnsgy) - 3miHa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
thapmakoHarnag.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'avyecnasoBuy
265. | TPYNICITI PO34UH ANS iH EKLi MO Eni Ninni Hepepneng | Higepnanan BetTep dapma- Himeuunna/ BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/15601/01/01
0,75 mr/0,5 mn no 0,5 B.B. ®eptiryHr F'm6X i Ko. CLIA/ marepianis: 3MiHu | TUMY - 3MiHK
M1 PO3YMHY B CKISSTHOMY KI, HimeuunHa ITania/ ofo 6e3nekn/edekTMBHOCTI Ta
LINpuLi, BKNageHoMy B (BPO6GHMLTBO IpnaHgjs thapmakoHarnsgy - OHOB/IEHHS
0fIHOPa30BY LUNPUL- [030BaHoOT chopmu, TEKCTY MapKyBaHHS ynakoBKu
PyuKy; Mo 4 nonepeaHbo KOHTponNb); Eni Ninni NiKapcbKoro 3acoby 3 BHECEHHAM
3aroBHEHVX LWNpuL- eHg KomnaHi , CLLUA iHchopmawii LWoao 3a3HaveHHs
PYYKM B yMakoBLi (BMpOGHMLTBO 3a OAVHWLb BUMIPIOBAHHS Y CUCTEMI
NMOBHUM LK/IOM: Sl. BHeceHHs 3MiH 0 po3ainy
BMPOGHMLTBO “MapkyBaHHs" MKA 3.
[030BaHoi hopmu B 3anponoHoBaHo: MapKyBaHHS.
Lwnpuruax, 3rigHO 3aTBEP)KEHOTO TEKCTY
nakyBaHHs Ta MapKyBaHHs. TepMiH BBEAEHHS
MapKyBaHHs, 36ip 3MiH - MpPOTAroM 6 MicauiB nicns
LUMPULL-PYYKK, 3aTBEPAKEHHS
KOHTPO/b, BUMYCK
cepil rotoBoro
niKapcbKoro
3acoby); Eni Nlinni
Itania C.MN.A., Itanisa
(BTOpPUHHA
yNakoBKa, KOHTPO/b,
[03BiN Ha BUMYCK
cepii); Eni Ninni
Kinceinn Niviteg,
IpnaHgjs
(koHTpONb); Yapnb3
Pisep /labopaTopis
AiipneHg, Niviten,
IpnaHgis (KOHTPO/Ib)
266. | TPYNICITI PO34UH ANS iH EKLi MO Eni Ninni Hegepneng | Higepnanan BeTTep dapma- Himeuunna/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/15601/01/02
1,5 mr/0,5 mn no 0,5 mn B.B. ®eptiryHr F'm6X i Ko. CcuA/ marepianis: 3MiHU | TUMY - 3MiHK
PO34MHY B CKISAHOMY KI, HimeuunHa ITania/ wofo 6esnekn/edekTMBHOCTI Ta
LINpuLi, BKNageHoMy B (BMPOGHMLTBO IpnaHgjs thapmakoHarnsgy - OHOBfIEHHS

0JHOPAa30BY LUNPWLi-
pyuky; no 4 nonepeaHL0
3aMOBHEHMX LINPUL-
PYYKM B YNakoBLi

[,030BaHoi hopmu,
KOHTponNb); Eni Ninni
eHg Komnani , CLUA
(BMpPOGHMLTBO 3a
MOBHVM LMK/IOM:
BMPOGHMLTBO
[030BaHol hopmu B
Lnpuuax,
nakyBaHHs Ta
MapKyBaHHs, 36ip

TEKCTy MapKyBaHHs ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHsa" MKA N13.
3anponoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS
3MiH - NpPOTArom 6 micauis nicas
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
LUMPULL-PYYKM, 3aTBEPAKEHHS
KOHTPONb, BUMYCK
cepii rotoBoro
nikapcbkoro
3aco6y); Eni Ninni
ITania C.IN.A., Itania
(BTOPMHHA
ynakoBKka, KOHTPO/Ib,
[03BiN Ha BUMYCK
cepii); Eni Minni
KiHceiin Nimites,
IpnaHgjs
(koHTponb); Yapnb3
PiBep Jlaboparopi3
AlipneHg, NMimiteg,
Ipnangis (KOHTPOsb)
267. | YITPECON nocbiioH 10 % no 30 mn dapmacaiiHc IHK. KaHapa dapmacaiiHc IHk. KaHnapa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/8219/01/01
y thnakoHi, no 1 marepianis: 3MiHu | TUMY - 3MiHK
h/1aKoHy B KapTOHHIiA Loao 6e3nekn/edeKTMBHOCTI Ta
KopooLi hapmakoHarnsgy - BHECEHHS 3MiH
0o po3giny MKA: padmueckoe
ohopMIeHVe YNaKoBOK.
MponoHoBaHa peaakuis:
MapkupoBka. B cooTBeTCTBUM C
YTBEPXAEHHbIM TEKCTOM
MapKupoBKW. OHOBNEHHS TEKCTY
MapKyBaHHs YNakoBK/ NiKapCbKoro
3ac00y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHS OANHNLb
BMMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALiB nicna 3aTBepAKeHHs
268. | YNIbTPA®ACTUH | Tabnetku, BKpUTI MEOAHA ®APMA Monbwa MepaHa ®apma Monbuwa BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/12296/01/01

00607/10HKO0, M0 100 mr
no 10 Tabnetok y
6nicTepi; no 1 a6o no 2
6nicTepy B KAPTOHHIl
Kopob6ui; no 20 TabneTok
y 6nicTepi; no 1
6nicTepy B KAPTOHHiIl
KOpOoO6Li

AKUioHepHe
ToBapucTeo

AKUioHepHe
ToBapucTBo,
MonbLua;
dapmMaLeBTUYHUIA
3aB0f,
“NMOJSIb®APMA”
C.A., MonbLwa

marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpOoBeAEHHS KOHTPOJO AKOCTI.
(aisnbHICTb, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BWMNYCK Cepiit) - 3miHa agpecu
BMPOGHUWKa 13 dapMaLeBTUYHUIA
3asof “MONbPAPMA”
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
C.A./Pharmaceutical Works
“POLPHARMA” S.A., 6€3 3MiHK
MiCLs BUPOOGHULTBA. 3MiHN
BHECEHI B iHCTPYKLit0 AN1s
Me[nYHOro 3actocysaHHa /13 'y p.
"MicLe3HaxomkeHHs BUPOGHMKa
Ta lioro agpeca micus
NpoBaKEHHS AiNIbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeefeHHs
3MiH NPOTArom 6-Tu MicALiB 3 faTn
3aTBEPAKEHHS.
269. | YMKANOP® cupon no 100 mn a6o no [Op. Binbmap LLIBa6e HimeuunHa | [p. Binbmap LUBa6e Himeuunna BHECEHHS 3MiH 40 peecTpavinHmx 6e3 peyenma UA/6691/02/01
200 M1y donakoHi 3 Mv6X i Ko. KI 'm6X i Ko. KT, mMartepianis: 3miHu | Tuny -
MipHUM KOBMa4ykom; no 1 HimeuunHa [ofaBaHHsA BUPOBHYVKa BMXigHOT
h/1aKoHy B KapTOHHIiA (BMpPOGHMLTBO CVPOBUWHM, O BYKOPVCTOBYETLCS
KopooLi npoaykuii in bulk, B MPOLLECi BUrOTOB/IEHHS Ait040T
nepBuHHE Ta pPeyoBUHM, a caMe BBEEHHS
BTOPUHHE HOBOrO NocTaYaIbHUK POC/TMHHOT
nakyBaHHs, cupoBuHu Pelargonium sidoides
KOHTPO/b AKOCTi Ta DC. - Bodheno HatypasibHi
BUMYCK cepiit); Ap. npoayktu (M) N1a, lecoto
Binbmap LUBabe (Bophelo Natural Products (Pty)
v6X i Ko. K, Ltd., Lesotho (3aTBepaxeHi
HimeyunHa noctavasnibHuku Mapuesasib /114
(nepBuHHe Ta dapmachbioTikans, MisgeHHa
BTOPVHHE Adopuka; KipkniHrton HatypanbHe
nakyBaHHs1) rocnogapctso (MNTu) /174,
MiBgeHHa Adpurka)
270. | YMKANIOP® cupon no 100 mn a6o no [p. Binbmap LLBa6e HimeuunHa [Op. Binbmap LUBa6e HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnxX 6e3 peyenma UA/6691/02/01

200 M1y donakoHi 3
MipHMM KoBnaykoMm; no 1
(pN1akoHy B KApPTOHHIM
KOpoo6Li

v6X i Ko. KI

v6X i Ko. KT,
HimeuyunHa
(BMPOGHMLTBO
npogykuii in bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTi Ta
BUMYCK cepiin); Ap.
Binbmap LUBabe
vm6X i Ko. K,
HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs1)

MaTtepianis: 3MiHU | TUNY - 3MiHW 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOr0/NPOMKHOrO
npoayKTy/peareHty, Lo
BMKOPUCTOBYIOTbCSH Y
BMPOGHMYOMY npotieci AdDl, abo
3MiHa BUpPO6HUKa (BK/TOYatouu, ae
HeobXifHO, MicLe NPoBeAEeHHS
KOHTposto skocTi) APl (3a
BiJICYTHOCTi cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0CbE) - 3MiHa BMPOGHMKaA
BUXIAHOT CUPOBUHY, LLIO
BVKOPVCTOBYETLCS B MPOLECI
BUTOTOBJIEHHS [il040T PEYOBUHN -
HOBWIA MOCTaYasTIbHUK POCIMHHOT
peyoBuHW. HoBwMii nocTavasibHUK
POC/IMHHOT CMPOBUHK: K.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MaynbceH BotaHikans Mu /itg (K.
Paulsen Botanicals Pty Ltd)

271.

YNCAPUWH YTNCA
500 MI

Tabnetky wumnydi no 500
Mr, No 4 TabneTkn B
cTpuni; No 4 cTpunu B
KapTOHHI Kopo6Lyi

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3nekun/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
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/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pegaxuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHWUX JaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy

6e3 peyenma

UA/2308/01/01

272.

YPCOXON®

kancynu no 250 mr no
10 kancyn y KOHTYpHIi
YapyHKOBIli ynakoBLii, No
5 ab0o no 10 KOHTYypHUX
YapyHKOBMX YMakoBOK y
nauui

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANoBiAa/IbHOI 3a

3a peyenmom

UA/9018/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
thapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'auecnaBoBuy

273.

®AMOTUANH-
JOAPHULA

TabneTku, BKPUTI
060/10HKOH0, No 20 Mr;
no 10 Tabnetok y
KOHTYPHIli YapyHKOBI
yMakoBLi; N0 2 KOHTYpPHI
YapyHKOBi YNakoBKu y
naJui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
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
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag;
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/8956/01/01

274.

GEHTAHIN

PO34mnH ANg iH'ekuiii 0,05
Mr/mMA no 2 M B amnyni;
no 5 amnyn y 6nictepi;
no 1 a6o 2, a6o 20
6nictepiB y Kopobu,i 3
KapTOHY

TOB "XapkiBcbke
hapmaueBTUyHe
nignpYeMCTBO
"3p0poB'sa Hapoay"

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTuyHE
nigNpMEMCTBO
"30,0p0B's Hapoay

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AOinbHULI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SAKy BignoBifae
BUPOGHMK/IMNOPTEP, BKIOYAKOUN
BUMYCK Cepii) - 3MiHa

3a peyernmom

UA/5185/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HaliMeHyBaHHS Ta agpecu
BMPOGHMKa 13, 6e3 3MiHM Micus
BMPOGHMLTBA. 3MiHW BHECEHI B
IHCTPYKLilO 415 MeanyHOro
3acTocyBaHHsA /13 y p. "BUPO6HUMK",
"MicLe3HaxomkeHHs BUPOGHMKa
Ta lioro agpeca micus
NPOBaKEeHHA AiSNIbHOCTI 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBoK (BBefeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS)

275.

GEHTAHITM
CAHAO3®

TpaHCcAepMasIbHUI
nnactup, 25 mkr/rog, no
1 nnacTupy B NakeTuky;
no 5 nakeTukiB y Kopoobui

CaHpos

®dapmacbloTikans a.a.

CnoseHis

[ekcan Al

HimeuunHa

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA

N3; 3anponoHoBaHo: MapkKyBaHHsA

3rifHO 3aTBEPL)KEHOrO TEKCTY

MapKyBaHHs1. OHOB/MIEHHS TEKCTY

MapKyBaHHs YNakoBK/ NiKapCbKoro
3ac06y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHST OAVHNLL
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs

3a peyernmom

UA/10842/01/01

276.

®EHTAHINM
CAHA03®

TpaHcAepMasIbHWiA
nnactup, 50 mkr/rog, no
1 nnacTupy B NakeTuKy;
no 5 nakeTukiB y KOpooLi

CaHpos

dapmachbloTikans a.4.

CnoBeHisa

Fekcan Al

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
hapMakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA
N3; 3anpornoHoBaHo: MapkyBaHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. OHOBJIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHAM iHthopmalii
LLI0A0 3a3HaYeHHs1 OANHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicsUIB Nicns 3aTBEpPAKEHHS

3a peyernmom

UA/10842/01/02

2717.

D/TOKCIYM®

PO34KH ANna iHdysili, 5
mr/mn no 100 mny
naawyi, no 1 naswuyi B
nauuj

MAT
"KviBmegnpenapar"

YkpaiHa

MAT "Tanunuchapm”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiHnx
MaTepianis: 3MiHu | TUny - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBa/ibHUIA
3aci6. 3miHa dhopMu abo po3mipy
KOHTelHepa un
3aKynoprBasIbHOTO 3acoby
(NepBMHHOT yNakoBKM) (CTepUNbHI

3a peyenmom

UA/11163/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbki 3aco06U) - BHECEHHSA
3MiHN Y peecTpaLiiiHe gocke M3,
a came OHOBJIEHHSI po3Ainy
3.2.P.7. Cuctema KoHTeliHep/
3aKynopoBaUTbHi 3aC06M y 3B’A3KY
3 BHECEHHSIM YTOYHEHHS PO3MipiB
(3arasibHa BUCOTa KoBnayka) Ta
PO3LIMPUB Aiana3oH JonyCTUMUX
BiXW/1EHb PO3MIPIB (BHYTPIHil
AiameTp Ta 30BHILLHIl giameTp
KOBMNayka) 151 KoBnaukis
/IIOMIHIEBMX 3 N1ACTUKOBOIO
Haknagkoto mapkun K-3-28 MNH
BMpo6GHMKa TOB "Crtatyc".
Ockinbku gianasoH JonycTuMmx
BiIXVJIEHb OCHOBHMX PO3MIpiB
KOBMayKiB asIlOMiHIEBUX 3
NAacTUKOBOK HAKIaAKOK MapKu
K-3-28 NH 6yB po3LumpeHnin Ha
MakcumasibHy BENUMHY NvLle Ha
0,6 MM (BHYTPILLHIN giameTp
KoBMayka) a /15 iHW1x po3Mmipis,
Ha 0,2-0,4 MM, Ui 3MiHV XXOAHUM
YMHOM He BN/IMBAIOTb Ha SIKICTb
3aKynoproBaHHSA MN/IALLOK, L0
BUKOPWCTOBYIOTbCS A/151
BMPO6HMLTBA iHdy3iliHOro
PO3YMHY.

278.

®NYLAP®-
JAPHULA

KkpeMm, L mr/rno 15ry
Ty6i; no 1 Ty6i B nauwyj

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 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
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
MacTep-aiaa cuctemm

3a peyenmom

UA/6215/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
chapmakoHarnsag;
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

279.

PNYUMNHAP®

renb, 0,25 mr/rmo 151y
Ty6i; no 1 1y6i B
KapTOHHI Kopo6Lyi

TOB "bayLw Xenc"

YKpaiHa

dapmsaBog Enba
AT.

Monbwa

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs1 3MiH g0 po3giny
MK#A: MapkyBaHHsA. [onepegHsa
pefakuis: TeKCT MapKyBaHHSA
NepPBUHHOI Ta BTOPUHHOT YMaKoBKU
MponoHoBaHa pegakuis:
MapkyBaHHs.
BignosigHo fo 3aTBepakeHoro
TEKCTY MapKyBaHHs. TepMiH
BBE/leHHS 3MiH NpoTArom 6
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/2878/01/01

280.

DPNYUMNHAP®

masb, 0,25 mr/r; no 15
y Ty6i; no 1 1y6i B
KapTOHHI Kopo6Lyi

TOB "bayw Xenc"

YKpaiHa

dapm3asog Enbha
AT.

Monba

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HavYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy

MK#A: MapkupoBska. lNMponoHoBaHa

pefakuis: MapkyBaHHS.
BignosigHo Ao 3aTBEpAXEHOro
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NpoTArom 6
MicsLiB NicnsA 3aTBEpAYKEHHS

3a peyernmom

UA/1720/01/01

281.

DITYUNHAP® N

masb no 15 ry Ty6i; no 1
Tybi B KAPTOHHI KopoobLy

TOB "bayw Xenc"

YKpaiHa

dapm3asop Enbha
AT.

MonbLua

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy - OHOBJ/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapCcbKoro 3acoby 3 BHECEHHSM

iHdbopmaLii Woa0 3a3HaYeHHs

3a peyenmom

UA/2879/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OAVHWL BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
MK@A: MapkysaHHs. MonepeaHa
pepakuisi: TeKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBKK
MponoHoBaHa pepakuis:
MapkyBaHHs. BignosigHo ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPAKEHHSA

282,

®OKOPT®-
JAPHULIA

Kpem, 1 mr/rno15ry
Ty6i; o 1 Ty6i B nayuyj

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 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'auecnaBoBuy

3a peyenmom

UA/4936/01/01

283.

DOKCEPO®

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 200 mr, no 10
TabneTtok y 6nictepi; no
1 a6o 2 6nictepu B
KapTOHHI Kopo6Lyi

ANKANOIL AL Cxon'e

Pecny6nika
MiBHiuHa
MakepoHis

ANIKANOIA-AL
Ckon’e, Pecny6nika
MiBHIYHa MakefoHisA

(BTOpPUHHE
nakyBaHHs);

ANIKANOIA-AL
Ckon'e, Pecny6nika
MiBHiYHa MakefoHis

(Bunyck cepii);
Monid Niviteg, IHAis

(BMPOGHMLTBO

Pecny6nika
MiBHiYHa
MakegoHis/
IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu | TURNY - 3MiHa
PEKBI3NTIB KOHTAKTHOI 0CO6M
BNlacHuKa macTep-thaiina Ha Adl,
afMiHicTpaTMBHa 3MiHa agpecu
BMPOGHMKa NPOMIKHOIO NPOAYKTY
KMCNOTU LLedhnog0KCUMOBOI,
JoniH NimiTea, a Takox 3MiHa
KOHTaKTHOT 0CO6U ANsi AaHoro
BMpO6HMKa Micue NpoBaXeHHs
AiSNbHOCTI Ta yci BUPOOHWUI

3a peyenmom

UA/15271/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Hepo3dhacoBaHoro onepadjii 3anvwatTbecs 6e3 3MiH;
NpoAyKTY, NepBUHHE 3MiHKM | TUNY - 36iNbLUIEHHSA PO3MIpY
nakyBaHHs, cepii A®I uedpnogokcumy
BTOPUHHE npokceTtuny 3 6ina 80 kr go 6ins
nakyBaHHs) 125 Kr Ta NPOMIXHOr0o NPOAYKTY
LechnofoKCUMy NpoKceTuy
HeouuLLeHoro 3 6ins 75 kr go 6ins
116 Kr; 3MiHV | TUNY - BBEAEHHSA
[04aTKOBOrO BUPOOHUKA
OCHOBHOrO BMXiHOTO Martepiany
(7-ACA), L0 BUKOPUCTOBYETLCA Y
BMPOGHMLTBI A®I, M/c. Jiaozuo
Joincare Biotechnological Co., Ltd.
(M/s Livozon), KnTaii
284. | ®OKCEPO® TabeTKU, BKPUTI AJIKANOIL AL Ckon'e | Pecny6nika AJIKANOIA-AL Pecny6sika | BHECeHHsl 3MiH 40 peecTpauiiiinx | 3a peyernmom UA/15271/01/02
MN/1iBKOBOK 060JIOHKOMO, MiBHiuHa Ckon’e, Pecny6nika MiBHiuHa marepianis: 3mMiHu | TURNY - 3MiHA
no 100 wmr, no 10 Makefi0Hist MiBHiYHa MakefoHis MakepfioHisi/ PEKBI3NTIB KOHTAKTHOI 0CObOM
TabneTok y 6nictepi; no (BTOPUHHE IHAis BacHuka mactep-gaiina Ha Adl,
1 a6o 2 6nictepu B nakyBaHHs); aAMiHicTpaTMBHa 3MiHa agpecu
KapTOHHI Kopo6Lyi ANKANOIA-AL BMPOBHUKA NPOMDKHOIO NMPoAayKTy
Ckon'e, Pecny6nika KMCNoTu LiethnofoKCUMOBOi,
MiBHiYHa MakepoHis JToniH NliviTe, a Takox 3MiHa
(Bunyck cepii); KOHTaKTHOT 0CO6U A4Ns faHoro
Tronin NimiTeq, IHAia BMPOG6HMKa MicLe NpoBaXeHHS
(BMPOGHMLTBO [iSNbHOCTI Ta yci BUPOOHWUI
Hepo3hacoBaHoOro onepavii 3anuwaTbes 6e3 3MiH;
NPOAYKTY, NEPBUHHE 3MiHY | TUMy - 36iNbLIEHHSA Po3Mipy
nakyBaHHs, cepii A®I uednogokcumy
BTOPVIHHE npokceTtuny 3 6ina 80 kr fo 6ins
nakyBaHHs) 125 kr Ta NPOMIKHOro NPOAYyKTY
LethnofoKCUMy NpokceTuny
HeouuLLeHoro 3 6ins 75 kr fo 6ins
116 kr; 3miHuM | TyNy - BBEAEHHSA
[04aTKOBOro BUPOGHYMKa
OCHOBHOr0 BUXiIHOrO MaTepiany
(7-ACA), LLIO BUKOPUCTOBYETLCH Y
BMpOGHMLUTBI A®I, M/c. Jiaozuo
Joincare Biotechnological Co., Ltd.
(M/s Livozon), Kutaii
285. | ®TANA30/- Tabnetku no 500 mr; no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/6133/01/01
OAPHULUA 10 TabneToK y KOHTYpHIl "®apmMaueBTUYHa "®apmMaueBTUYHA marepianis: 3MiHu | TURY - 3MiHK

YapyHKOBIli ynakoBLii, No
1 KOHTYpHIlA YapyHKOBIi
ynakosLi y nayui; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX ynakoBKax

thipma "apHuus”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3araJiHEHUX AaHWX Npo

cuctemy chapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX

npo cuctemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiga/bHOI 3a 3MjiACHEHHSI
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
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
thapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'auecnaBoBuy
286. | ®TOPYPALUN PO34MH AN iH'eKLi ab6o AkKopg, Xenckea Benuka Akkoppg, Xernckea Benvka BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/18129/01/01
AKKOPA, Ans iHdysin 50 mr/mn; Niviteq BpuTanis Nimitea, Benuka BpuTtaHis/ marepianis: 3MiHu | TUMY - 3MiHK
no 5 mn (250 mr ), no 10 BputaHis IHgis/ ITania Loao 6e3nekn/edeKTMBHOCTI Ta
mn (500 mr), no 20 mn (BignoBifanbHWii 3a hapmMakoHarnagy - OHOB/IEHHS
(1000 wr), no 50 mn BUMYCK cepii); TEKCTYy MapKyBaHHS ynakoBK/
(2500 wr), no 100 mn AKKOPJ, XENCKEA NiKapCbKOro 3acoby 3 BHECEHHAM
(5000 Mr) po3uunHy y NIMITEA, Benuka iHbopmauii Wwoa0 3a3HaYeHHs
dhnakoHi, no 1 chnakoHy BpuTtaHis (BTOpMHHE OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Y KapTOHHI nayui nakyBaHHs); Sl. BHeceHHs 3MiH [0 po3ainy
ACTPOH PECbOPY «MapkyBaHHs» MKA N13:
NIMITEA, Benuka 3anponoHosaHo: MAPKYBAHHA.
BpuTaHis (KoHTponb 3rifHO 3aTBEPAKEHOrO TEKCTY
AKOCTI); IHTac MapKyBaHHs. BBeeHHs 3MiH
dapmacbloTikanc npoTArom 6-x MicAUiB nicns
Nimiteq, IHAisA 3aTBEPIKEHHS
(BMPOGHULTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs); IHTac
dapmacbloTikanc
Nimitep, IHAiA
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs);
NABAHANIBIC
C.P.N., Itanis
(KOHTPO/Ib SIKOCTI)
287. | ®Y3IKYTAH Kpem 2 %, no5r, 10T, TOB «MIBE Ykpaina Mmi6e Mv6X HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/10307/01/01
15ra6o 30ry Ty6i; no 1 YKPAIHA» ApuHaimMiTTeNb martepianis: 3MiHa 3asiBHUKA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ty6i B KAPTOHHIl nayuj

(BnacHwvka peecTpadujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460); 3MiHu |
MRy - 3MiHM WoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA 4191 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLLo
BOHa BiIMiHHa Bif, yNOBHOBaXeHOT|
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag: fitoya pefakuis
- Petra Gerecke; NponoHoBaHa
pepakuis: Heuvali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag. 3miHa Micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa Homepy
Ta MicLie3HaxoKeHHs1 MacTep-
haiina

288.

®YPOCEMIf-
JOAPHULA

PO34mnH ANs iH'ekujin, 10
Mr/M/1; no 2 Mn B
amnyni; no 10 amnyn y
KOHTYPHIli YapyHKOBI
ynakosLi; no 1
KOHTYPHIli YapyHKOBI
ynakoBLji B nayui; no 2
M/ B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLii; No
2 KOHTYpPHi YapyHKOBI
ynakoBKU B navi

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
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

3a peyenmom

UA/2353/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOI 32
thapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

289.

®YPOCEMIf-
JOAPHULA

Tabnetku no 40 mr; no
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLii; No
5 KOHTYPHMX YapyHKOBUX
ynakoBOK y nauu

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/2353/01/01

290.

XEBEPT®
CUHYCITIC

Tabnetkv no 10
Tabnetok y 6nictepi; 4
6nicTepy B KapTOHHIN
KOpoo6Li

XesepT
ApuHaiimitTens M6X
& Ko. KI

HimeyunHa

XesepT
ApuHaiimiTTens
Mv6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: TeXHIYHa NOMUSIKA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) -
BUMPAaB/EHHS TEXHIYHOT MOMUSIKN
B Ha3Bi Nnikapcbkoro 3acoby y MKA
N3 npv npouenypi BHECEHHA 3MiH
(Haka3 MO3 YkpaiHn Ne 2417 Big,
23.10.2020 poky). fitoua
pepakuis: XEBEPT® CUHYCUTIC

6e3 peyenma

UA/13239/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MponoHoBaHa peaakuis:
XEBEPT® CUHYCITIC.
[MponoHoBaHa pefakuist TEXHIYHOI
NOMW/IKM BifnoBigae marepianiam
peecTpaLiiiHoro Aocke

291.

XENINOP

cnpeii gns poToBoi
NOPOXHUHW no 20 mn
abono50mny
chnakoHi; no 1 doiakoHy
y naui 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -
BUTYYEHHS NOKa3HMKa
«3a/TMLLKOBI KiNIbKOCTi OpraHivyHmnx
PO3YMHHUKIB»; 3MiHM | TUNY -
[,04aHO MOKa3HUK «[JOMILLKu» Y
cneundikauito Ha AdI
XnopbyTaHon remirigparty; 3miHu |
TUMY - NpUBEAEHHS cneuudikawii
Ta MeTOAjiB BXiAHOr0 KOHTPO/I0 Ha
A®I| 3a nokasHnKkamu
«lgeHTucpikauis» ta «KinbkicHe
BM3HAYEHHS» Y BiANOBIAHICTb A0
BMMOT MoHorpadii «Chlorobutanol
hemihydrate» EP;
3MiHY | TUny - 3MiHK J0 po3ainy
«MapKyBaHHs1»; 3anpornoHOBaHO:
Po3ain «MapkyBaHHs».
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTYy MapKyBaHHA. OHOBEHHS
TEKCTY MapKyBaHHS yNakoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu
MiCAILiB NicNsa 3aTBEPAKEHHS;
3MiHU | TUNY - BUNYYEHHS
BUKNAAEHHA NOBHOI METOAMKMN 3a
nokasHnkom «MikpobionoriyHa
yncToTa» B METOAAX KOHTPOSIO
[il040T PEYOBVHN X/TOpGYTaHoy
remirigpaTy Ta A0AaHo NoCcuNaHHs
Ha 3arasibHi cTatTi AdY go
3aTBep/KeHoro nocnnaHHa Ha EP;
3MiHuM | TUNY - HaaHo cepTudikar
signosigHocTti E® No. R1-CEP
2013-148-Rev 00 ansa gjtoyoi
PeyoBUHM X10p6yTaHON
remirigpaTty Big, 3aTBEPAXEHOr0
BMpo6HMKa JSC OlainFarm,
Nats.is

6e3 peyenma

UA/10910/01/01

292.

XENINOP

PO34YKMH A1 POTOBOI

AT "®apmak”

Ykpaina

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpauinHmx

6e3 peyenma

UA/10910/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NMOPOXHWUHW; no 100 mn y
hnakoHi; no 1 dpnakoHy
y nayui 3 KapToHy

marepianis: 3MiHu | TURY -
BUTYYEHHS NOKasHMKa
«3a/TNLLKOBI KifIbKOCTi OpraHivyHmnX
PO3UYNHHWKIB»; 3MiHM | TUny -
[04,aHO NOKa3HMK «OoMiLLKM» y
cneuudikauito Ha API
X/10p6yTaHo remirigpaTty; 3miHu |
TUNY - NpUBEAEHHSA cneumnadikawi
Ta MeTOZjiB BXIAHOr0 KOHTPO/II0 Ha
A®| 3a nokasHukamu
«lpeHTudikayis» Ta «KinbkicHe
BM3HAYEHHS» Y BIANOBIAHICTb A0
BMMOr moHorpadii «Chlorobutanol
hemihydrate» EP;
3MiHK | TRy - 3MiHK 4O po3ainy
«MapKyBaHHS»; 3anponoHoOBaHo:
Po3pin «MapkyBaHHs».
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTYy MapKyBaHHA. OHOBMEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHW | TUNY - BUNYyYEHHSA
BUKNAEeHHA NMOBHOI METOAVKN 3a
nokasHukom «MikpobionoriyHa
4yucToTa» B METOAAX KOHTPO/IIO
Ait040T peYOBVHN X/TOpByTaHoy
remirigpaTy Ta AOA4AaHO NOCUIaHHSA
Ha 3arasibHi cTatTti 4PY go
3aTBepKeHoro nocunaHHs Ha EP;
3MiHM | TUNY - HagaHo cepTuddikat
BignosigHocTi €E® No. R1-CEP
2013-148-Rev 00 gns gjroyoi
PEYOoBUHM X/1I0pOYyTaHON
remirigpaTty Bif, 3aTBEPKEHOr0
BUpobHMKa JSC OlainFarm,
JatBis

293.

XIHO®PYLUNH

cynosuTopii BariHanbHi
no 0,015r, no 5
cyno3uTopiiB y 6ictepi,
no 1 a6o 2 6nictepu B
nauuj

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“J1eKxiM
- XapkiB"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy - 3amiHa
po3giny «IpaciuHe odhopmaeHHS
yNakoBKM» Ha po3fain
«MapkyBaHHs» MKA N13;
BHeceHHs no3HauyeHb 0AMHULb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM

3a peyenmom

UA/0720/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

294.

niTep naTtuHCbKoro andasiTy, Ta
TOLLO A0 TEKCTY MapKyBaHHA /13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOrO
TEKCTy MapKyBaHHS. 3MiHu
BHECEHi B TEKCT MapKyBaHHS
yMakoBKM NikapCbKoro 3acoby
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicALiB nicna 3aTBepAKeHHs

295.

XIHO®PYUUNH

XNOPrekCcnguH

Cyno3uTopii BariHanbHi
no 0,015, in bulk: no 5
cynosuTopiiB y 6nicTepi,
no 180 6nicTepiB y
ALMKY

PO34MH aNna

MprBaTHe akuioHepHe
TOBapuCTBO "J1ekXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO "J1eKXiM
- Xapki"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy - 3amiHa
po3giny «IpaciuHe odhopmIeHHs
YNaKoBKM» Ha po3fin
«MapkyBaHHsa» MKA N13;
BHeceHHs no3HaueHb oauHULb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbKOro andasity, Ta
TOLLO [0 TEKCTY MapKysaHHs /13 in
bulk: 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo fo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHS, L0 A0AAETLCS.
3MiHW BHECEHI B TEKCT
MapKyBaHHS! YNakoBKW J/1iKapCbKOro
3aco0by W00 3a3HayYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBefieHHS 3MiH NpoTArom 3-x
MiCSILB NicNa 3aTBepPAKEHHS

UA/13381/01/01

30BHiLLHLOIO
3actocyBaHHs 0,05 % no
100 mn y chnakoHi
noniMepHomy, no 1
chnakoHy B nauui, no
100 a6o no 200 mn y
hNakoHi nonimepHomy

MpAT
dapmaLeBThyHa
thabpuka "Biona"

Ykpaina

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
MaTepianis: 3MiHU | TNy - 3MiHK
ofo 6e3nekn/epekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHI B TEKCT MapKyBaHHS
YyNaKoBOK NiKapCbKoro 3acoby
(n.17) woao HaHeceHHs TOprosoi
Mapku (BBefeHHS 3MiH NPOTAToM
6-Tn micsauis nicns
3aTBEPKEHHS); 3MiHK | TNy -
AOMIHICTpaTMBHI 3MiHW. 3MiHa

Ha3BM JiKapCbKOro 3acoby - 3MiHa

6e3 peyenma

UA/14616/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Ha3Bsu J13: 3aTBepaKeHo:
XNOPrEKCUANH-BIONA
3anponoHoBaHo:
XNOPTEKCUAVH (BBegeHHsA 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)
296. | XOMBIO®- Kpanni opasibHi, no 50 XowmBiopa HimeuyunHa Cintepa 4-p. HimeuunHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/7320/01/01
NMPOCTAH MN 'y cpnakoHi 3 ApuHaiimitTens Ap. ®pigpixc Mv6X i Ko. marepianis: 3MiHu | TUNY - 3MiHK
KpanesibHuUeto; no 1 XarepopH 'm6X i Ko. Kl LoAo 6e3nekn/edeKTMBHOCTI Ta
chnakoHy 3 Kl thapmakoHarnagy - 3amiHa
KpanesibHULEI B po3giny «IpadivuHe ohopmneHHs
KapTOHHI Kopo6Lyi yNaKkoBKM» Ha po34in
«MapkyBaHHs» B MKA N3:
MponoHoBaHa pefakuis: 9.
MapkyBaHHs 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. 3MiHU BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BMMiptoBaHHSA y cuctemi Sl
297. | XOMBIOTEH3UH | Tabnetku no 25 Xomsiopa HimeuyunHa MayepmaHH HimeyunHa BHECEHHS 3MiH 40 peecTpaviinHmx 6e3 peyenma UA/7743/01/01
® Tabnetok y 6nictepi, no ApuHaiimitTens Ap. ApuHaiimitTens Kr marepianis: 3MiHU | TURy - 3MiHK
4 6nicTepn B KOPOOLL XaregopH M'm6X i Ko. Lofo 6esnekn/edhekTMBHOCTI Ta
Kl hapmakoHarnsgy - BBeeHHs
po3ainy «MapkyBaHHs» B MKA
na:
MponoHoBaHa pegakuis:
MapkyBaHHs1 3rigHO
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKkoro 3acoby Lwoao
3a3HaYeHHs OAUHULb
BMMIipOBaHHs y cuctemi Sl
298. | XYMOAAP® K25 cycneHsist gns iH'eku;i, MpAT "Mo YkpaiHa MpAT “Mo YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/1533/01/01
100P 100 MO/mMn no 3 mny BMPOGHMLTBY BMPOGHMLITBY marepianis: 3MiHU | TUMY - 3MiHK
KapTpuaxi; no 3 abo no iHcyniHiB"IHOAP" iHcyniHiB"IHOAP" LoAo 6e3snekn/edeKTMBHOCTI Ta
5 KapTpugxis y nauui 3 hapMakoHarsisgy - OHOB/IEHHSI
KapToOHy; Mo 5 Mn'y TEKCTY MapKyBaHHS ynakoBKu
chnakoHi; no 1 a6o no 5 NiKapCbKOro 3acoby 3 BHECEHHAM
(pNakoHiB y mauu,i 3 iHchopmauii WwoA0 3a3HaYeHHs
KapToHy; no 10 mny OfMHULIb BUMIPIOBAHHS y CMCTEMI
hnakoHi; no 1 dpnakoHy Sl
B MayLi 3 KapTOHY
299. | UENEBPEKC® kancynv no 200 mr no MPANIEP IHK. CLIA Heondhapma IHk., CLIA/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/4463/01/02
10 kancyn B 6nicTepi ; CLA (BMpo6HULTBO HimeyuunHa marepianis: 3MiHu | TUMY - 3MiHK

no 1, a6o no 2, abo no 3
6/1icTepyn y KapTOHHI

npenapary in bulk);
Mdpaiizep

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarisgy. BeegeHHs abo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOpOoo6Li MeHtochekuypuHr 3MiHM [0 y3ara/ibHEHUX AaHuX Mpo
Loiunena MmoéxX, cuctemy thapmakoHarnagy
HimeuunHa (BBEAEHHSA y3araslbHEHUX AaHWX
(nakyBaHHs, npo cucTemy dpapmakoHarnsgy,
KOHTPO/b AKOCTi Npy 3MiHa YNoBHOB&aXXEHOT 0CO6M,
BUMNYCKY, BUMYCK BiANOBiAAIbHOT 3a 34iiCHEHHS
cepii, MapKyBaHHs); thapmakoHarnsay; KOHTakTHOI
Mdpaiizep ocobu 3 hapmakoHarnsgy
dapmactoTikans 3aABHUKA 4191 34iACHEHHS
NNc, CWA thapmakoHarnagy B YKpaiHi, AKLL0
(BUPOBHMLTBO BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
npenapary in bulk); ocobu, BiANOBIAaIbHOI 3a
P-dapm JxepmaHi 3[jiCHEeHHSs1 hapmakoHariagy
v6X, HimeuunHa (BK/THOYAKOYM KOHTAKTHI AaHi)
(Bunyck cepii, Ta/abo 3MiHW Y PO3MILLEHHI
nakyBaHHs, mMacTep-caiina cuctemun
MapKyBaHHS, thapmakoHarnagy) - 3amiHa
KOHTPO/Ib SKOCTi Npu YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BUMYCKY) BiAMOBIA&/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3gjiicHeHHs chapmakoHarnsgy
300. | LENICTA® PO34MH A1 POTOBOI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/16403/01/01
NOPOXHUHK, 0,1 Mr/mn, "®apmMavueBTnyHa "®apmMaueBTnYHa marepianis: 3MiHu | TUMY - 3MiHK

no 100 mn y donakoHi; no
1 chnakoHy 3 MipHUM
CTaKkaH4MKoM Y nauuj

thipma "AapHuusa”

thipma "AapHuus"

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, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANoOBigaIbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnag.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

301.

LENICTA®

cnpeii gns poToBoi
NOPOXHUHKW, 0,1 Mr/mn
no 50 mn y chnakoHi; no
1 dhnakoHy 3 Hacafkoto-
po3nuatoBayem y navi

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 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/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(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'auecnasoBuy

6e3 peyenma

UA/16494/01/01

302.

LEDA3ONIH-
JAPHULIA

MOPOLLOK A/151 PO3YNHY
onsiH'ekuinno 0,5, 1
dhnakoH 3 NOPOLLKOM B
nauuyj; 5 pnakoris 3
MOPOLLKOM B KOHTYpHIli
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIi
ynakosLi B nayui; 1
dhnakoH 3 NOPOLLKOM Yy
KOMMEKTi 3 1 amnysioo
po3unHHYKKa (Boaa ans
iH'ekuii-apHuuys) no 5
MJ1 B KOHTYpHIl
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIlA YapyHKOBI
ynakosLi B nauui; 40
(01aKOHIB 3 NOPOLLKOM Y
KopoobLi

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
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
(BK/IOYAKOYM KOHTAKTHI AaHi)

3a peyernmom

UA/6216/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy
303. | UE®PA3O/IH- MOPOLLOK A/151 PO3YNHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/6216/01/02
AAPHNUA ansiH'ekuinno1,0r, 1 "®dapmaveBTUYHa "®apmavueBTUYHa marepianis: 3MiHu | TUMY - 3MiHK
(h1aKOH 3 MOPOLLKOM B ipma "OapHuus” hipma "OapHuus” ofo 6e3nekn/edekTMBHOCTI Ta
nauui; 5 dpnakoHis 3 thapmakoHarnagy. BeegeHHs abo
MOPOLLKOM B KOHTYpPHIli 3MiHU [0 y3araslbHEHVX AaHnX Npo
YapyHKOBIll ynakoBLii; No cuctemy hapMakoHarnagy
1 KOHTYpHIli YapyHKOBI (BBEAEHHSA y3araslbHEHUX AaHNX
ynakoBLi B nayui; 1 npo cuctemy chapmakoHarnsgy,
(h1aKOH 3 MOPOLLKOM Y 3MiHa YNOBHOBaXEHOT 0cobu,
KOMM1ekTi 3 1 amnysnoto BiANOBIA&/IbHOI 3a 3AiICHEHHS
po3unHHKKa (Boaa ans chapmakoHarnsgy; KOHTakTHOI
iH'ekuii-AapHuys) no 10 ocobu 3 hapmakoHarnsgy
MJ1 B KOHTYPHIl 3asBHUKA ANS 34IACHEHHSA
YapyHKOBIli ynakoBLii; No thapmakoHarnagy B YKpaiHi, AKLio
1 KOHTYpHIlA YapyHKOBIi BOHa BiZiMiHHa Bif, YNOBHOBaXeHOT|
ynakosui B nauui; 40 ocobu, BiANOBIAA/IbHOI 3a
(h/1aKOoHIB 3 MOPOLLKOM Yy 3[jiCHEeHHSs1 hapmakoHariagy
KopooLi (BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'auecnaBoBuy
304. | LE®IKAL 1000 MOPOLLOK A1 PO3UUHY KALOINA IHAin KALINA IHAis BHECEHHS 3MiH 10 peecTpaLiiHnX 3a peyenmom UA/11308/01/01
Ans iH'ekuii no 1000 wmr; PAPMACBIOTUKANIS PAPMACBIOTUKAN marepianis: 3MiHu | TUMY - 3MiHK
1 chnakoH 3 NOPOLLKOM Y NIMITEL 3 IIMITEL Lwoao 6e3nekn/edeKTMBHOCTI Ta

KapTOHHI Kopo6Lyi

thapmakoHarnsgy - OHOBJIEHHSA
BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHs
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N3:
3anponoHoBaHo: 3rifHo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHS. OHOBNIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3aco6y 3 BHECEHHSIM iHdhopMaLlii
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
LLOA0 3a3HAaYEHHS OOVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHs!
305. | LE®DIKAL 1000 NOPOLUOK A1 PO3UUHY KALINA IHais KALINA IHAis BHECEHHS 3MiH [j0 peecTpaLiinHmx - UA/11309/01/01
Ans iH'ekuiii no 1000 mr PAPMACBIOTUKANS PAPMACBIOTUKAN marepianis: 3MiHu | TUMY - 3MiHK
in bulk: no 50 dhnakoHiB NIMITEL 3 IIMITEL Loao 6e3nekn/edeKTMBHOCTI Ta
3 MOPOLLKOM Y KapTOHHIl chapmakoHarnsgy - OHOBMEHHS
Kopoo6Ui BXE 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs in bulk: no 50
(h/1aKOHIB 3 NMOPOLLKOM Y KapTOHHIi
KOpo6L,i (BHECEHHSI NO3HAYEHb
OfMHULIb BUMIPIOBaHHS, 3
BUKOPVCTaHHAM fliTep
NaTUHCBLKOro anipasiTy); BHECEHHS
3MiH [0 po3ainy “MapKyBaHHS"
MKSA N13: 3anponoHoBaHo: 3rifHO
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS, WO A0AAETHCS.
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
306. | UE®POTAKCUM- MOPOLLOK A/151 PO3YNHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/6338/01/01
AAPHNLUSA anstiv'ekuinno 0,5, 1 "hapmMaueBTNYHa "PapmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK
(h1aKoH 3 MOPOLLKOM B ipma "OapHuus" ipma "JapHuus” wofo 6esnekn/edekTMBHOCTI Ta
nauuyj; 5 pnakoris 3 thapmakoHarnsgy - OHOBfIEHHS
MOPOLLKOM B KOHTYPHIli TEKCTY MapKyBaHHS ynakoBKu
YapyHKOBIli ynakoBLii; no NiKapcbKoro 3acoby 3 BHECEHHAM
1 KOHTYpHIli YapyHKOBIi iHchopmawii Lwoao 3a3HaveHHs
ynakosLi B nayui; 1 OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
(h1aKoH 3 MOPOLLKOM Y Sl. 3amiHa po3giny «IpadiuHe
KOMMekTi 3 1 amnynoto 0hOPMEHHS YNaKOBKM» Ha
po3unHHYKKa (Boaa ans «MapKyBaHHS» B 3aTBEPIKEHNX
iH'ekuii-apHnus) no 5 MK$A N13. 3anponoHoBaHo:
M1 B KOHTYPHIlA MAPKYBAHHSA. BignosigHo go
YapyHKOBIl ynakoBLi; N0 3aTBEPKEHOr0 TEKCTY
1 KOHTYpHIlA YapyHKOBI MapKyBaHHs. BBeeHHs 3MiH
ynakosLi B nauui; 40 npoTArom 6-T1 MicALiB micns
dpnakoHiB 3 MOPOLLKOM B 3aTBEPAKEHHS
KopooLi
307. | UE®POTAKCUM- MOPOLLOK A/151 PO3YNHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/6338/01/02
AAPHNUA onsiH'ekuinno1,0r, 1 "hapMaueBTNYHaA "hapMaueBTUYHA marepianis: 3MiHK | TUMy - 3MiHK

ch/1aKkoH 3 NOPOLLKOM B
nauuyj; 5 pnakoris 3
NMOPOLUKOM B KOHTYPHilA

hipma "OapHuus”

chipma "JapHuus”

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsay - OHOB/IEHHSA
TEKCTY MapKyBaHHs yNakoBKM
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YapyHKOBIli ynakoBLii; No NiKapCbKOro 3acoby 3 BHECEHHAM
1 KOHTYpHIlA YapyHKOBIi iH(bopmauii Wwoao 3a3HaYeHHs
ynakosLi B nauui; 1 OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
dh/1aKOH 3 MOPOLLKOM Y Sl. 3amiHa po3giny «[IpadiuHe
KOMNIekTi 3 1 amnyoto 0hOpPMNEHHS YNaKoBKV» Ha
po3unHHKKa (Boaa ans «MapKyBaHHs» B 3aTBEPIXEHNX
iH'ekuin-AapHuys) no 10 MKS$ N13. 3anponoHoBaHo:
MJ1 B KOHTYpHIlA MAPKYBAHHSA. BignosigHo fo
YapyHKOBIli ynakoBLii; no 3aTBEP)KEHOrO TEKCTY
1 KOHTYpHIli YapyHKOBIi MapKyBaHHs. BBeeHHS 3MiH
ynakosLi B nayui; 40 NpPOTAroM 6-Tu MicAuiB nicns
(h/1aKoHIB 3 NMOPOLLKOM B 3aTBepKEHHSA
kopobui
308. | UE®POTAKCUM- MOPOLLOK A/151 PO3YNHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/6338/01/01
OAPHULUA ans iH'ekuiino 0,5, 1 "®apmMaueBTNYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
dh1aKoH 3 NOPOLLKOM B hipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
nauuyj; 5 pnakoHis 3 hapmakoHarnsgy. BeegeHHs abo
MOPOLLKOM B KOHTYpHili 3MiHU [0 y3araslbHEHVX AaHnX Npo
YapyHKOBI ynakoBL,i; No cuctemy thapmakoHarnagy
1 KOHTYpHIlA YapyHKOBIi (BBEAEHHSA y3araslbHEHUX AaHNX
ynakosLi B nayui; 1 npo cuctemMy papmMakoHarnsagy,
(pN1aKoH 3 MOPOLLKOM Y 3MiHa YNOBHOBaXEHOT 0CO6H,
KommnnekTi 3 1 amnynoto BiANoBiAa/IbHOI 3a 34jACHEHHSI
po3unHHYKKa (Boaa ans chapmakoHarnsgy; KOHTakTHoI
iH'ekuin-AapHuus) no 5 ocobu 3 hapmakoHarnagy
MJ1 B KOHTYpHIlA 3as9BHUKA ANS 34IACHEHHS
YapyHKOBIli ynakoBLii; no thapmakoHarnsgy B YkpaiHi, Ko
1 KOHTYPHIl YapyHKOBIA BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
ynakosLUi B nauui; 40 ocobw, BignoBiAa/IbHOT 3a
(h1aKOHIB 3 NOPOLLKOM B 3[jliCHEHHS1 hapMakoHarnagy
Kopoobui (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'auecnasoBuy
309. | UE®POTAKCUM- MOPOLLOK A/151 PO3YNHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/6338/01/02
AAPHNLUSA ansiiv'ekuinno1,0r, 1 "GapmMaueBTNYHa "PapmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK

dhnakoH 3 NOPOLLKOM B
nauuyj; 5 pnakoris 3
MOPOLLKOM B KOHTYpHIli
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIi
ynakosLi B nayui; 1
dpnakoH 3 NOPOLUKOM Y

ipma "OapHuus"

ipma "JapHuus”

ofo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobM,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOMMNJIekTi 3 1 amnynoto
po3unHHKKa (Boaa ans
iH'ekuii-OapHuya) no 10
MJ1 B KOHTYpHIli
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIl
ynakosuUi B nayui; 40
(p1aKOHIB 3 NOPOLLKOM B
KopoobLi

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'auecnasoBuy

310.

LE®TAINIUM

MOPOLLIOK A/ PO3UNHY
ANst iH ekyin no 1000 wmr;
in bulk: no 50 dhnakoHis
3 MOPOLLKOM Y KapTOHHiii
KOpoo6Li

AAP ®APMA ®3-/171C

O6'egHaHI
Apabebki
Emipatu

CeHc JlabopaTtopic
Mer. 14,

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHKn
Lofo 6e3snekun/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, 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,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
thapmakoHarnagy: dirova
pepakuis: [p. XatiH [xo3sed.
MponoHoBaHa pepakuis: BoBk
HOpiii CepriiioBuy. 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BignoBiganbHOI 3a
3[iiCHEHHs hapmMakoHarsay B

UA/17850/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YkpaiHi. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa Homepa
Ta MiCLie3Hax0KeHHs1 MacTep-
thaiina cuctemu
thapmakoHarnagy; 3miHa 3asBHuka
(BnacHwvka peecTpadujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bi 23.07.2015 Ne 460)
311. | UEDPTA3INONM MOPOLLOK A/151 PO3YMHY AAP ®APMA ®3-/171C O6'egHaHi CeHc labopatopic IHAis BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/17851/01/01
[Ans i1 eKuiii no 1000 wmr; Apabebki MeT. N14. MaTepianis: 3MiHU | TNy - 3MiHK
1 chnakoH 3 NOPOLLKOM Y Emipatu

KapTOHHI ynakoBLi

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,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnagy: dirova
pepakuis: Ap. XKatiH Jxo3sed.
[MponoHoBaHa pepakLis: BoBk
HOpiii CepriiioBny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YyNnoBHOBaXKEHOI 0CO6YU
3asBHWKa, BIANOBIAA/ILHOI 38
3[ifiCHeHHs1 hapMakoHarisay B
YkpaiHi. 3MiHa Micus 34iACHEHHS
OCHOBHOI fi/IbHOCTI 3
thapmakoHarnagy. 3MiHa Homepa
Ta MiCLLe3HaxoMKeHHs1 MacTep-
thaiina cuctemu
chapmakoHarnsgy; 3miHa 3asBHuKa
(BnacHwvka peecTpadiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3

Big 23.07.2015 Ne 460)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

312.

LEPTASUINM

MOPOLLOK /151 PO3UNHY
ansidekuiino1r, 1
h/1aKoOH 3 NOPOLLKOM Y
KOpPOOGLii 3 KapTOHY

BITA CAH NTA

Benukobput
aHis

Csicc MNapeHTepasic
nra.

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
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
thapmakoHarnagy B YKpaiHi, AKLo
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
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsag:
MponoHoBaHa pepakuisi: MyLukap
Hagis B'ayecnasiBHa. 3miHa
KOHTaKTHUX AaHUX YyrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapMakoHarnsag. 3miHa Homepa
Ta MicLle3HaxoMKEHHS1 MacTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

3a peyernmom

UA/15346/01/01

313.

LUE®PTPUNAKCOH

MOPOLLIOK 4718 PO3YNHY
4Ns iH ekyin no 1000 wmr,
1 dnakoH y KapTOHHiA
ynakoBLi

AAP ®APMA ®3-/1/71C

O6'eHaHI
ApabCbki
Ewmipatu

CeHc JlabopaTtopic
MeT. 14,

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tvny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
dhapmakoHarnsgy B YkpaiHi, SKuwo

3a peyenmom

UA/17502/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy: fitoua
pepakuis: Ap. XatiH Dxosed.
MponoHoBaHa pepgakuis: Bosk
HOpiii CepriiioBny. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cc06M YyNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEHHSs1 hapMakoHarsay B
YkpaliHi. 3MiHa MicLs 34iiCHEHHS
OCHOBHOI fisiNIbHOCTI 3
thapmakoHarnagy. 3miHa Homepa
Ta MicLle3HaxoMKEHHS1 MacTep-
thaiina cuctemu
hapMakoHarnsagy; amiHa 3asBHuMKa
(BnacHuka peecTpadiiHoro
nocsigyeHHs) (3rigHo Hakaly MO3
Bif 23.07.2015 Ne 460)

314.

LE®TPUAKCOH-
JAPHULIA

MOPOLLIOK 47181 PO3UNHY
Ans iH'exuiidi, no 0,51y
hnakoHi; 1 chnakoH i3
MOPOLLKOM Yy nauui; 5
(h/1aKOoHIB 3 MOPOLLKOM Y
KOHTYPHIli YapyHKOBI
ynakosui, no 1
YapyHKOBIli ynakoBLji y
naJui; 1 dpnakoH 3
MOPOLLKOM Y KOMMN/IEKTi 3
1 amMnynot po3ynHHUKA
(Bopa pnst iH'ekuiii-
[NapHuug) no 5 mn abo
no 10 mn BigNOBIAHO Y
KOHTYPHIli YapyHKOBI
ynakosui, no 1
KOHTYPHIli YapyHKOBI
ynakosLi y nayui; no 40
h1aKoHiB y KOpoo6Li

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 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, 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,
BiNOBiAA/IbHOI 32

3a peyernmom

UA/6340/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
chapmakoHarnsag;:
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy
315. | UE®TPUAKCOH- | nopowok Ans po3unHy MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/6340/01/02
OAPHULUA ans iH'exuii, no 1,0ry "®apmMaueBTNYHa "GapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
dhnakoHi; 1 donakoH i3 ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
MOPOLLKOM Yy nauui; 5 hapmakoHarnsgy. BeegeHHs abo
dhnakoHiB 3 MOPOLLKOM Y 3MiHU [0 y3araslbHEHVX AaHnX Npo
KOHTYPHIli YapyHKOBI cuctemy chapmakoHarnsgy
ynakosLi, no 1 (BBEAEHHSA y3araslbHEHNX AaHUX
YapyHKOBIli ynakoBLii y npo cucTemy dhapmakoHarnsgy,
nauuj; 1 pnakoH 3 3MiHa yNOBHOB&XeHOi 0cobu,
MOPOLLKOM Y KOMMN/IEKTi 3 BigNoBiAa/IbHOI 3a 34jACHEHHSI
1 amMnynot po3ynHHUKA chapmakoHarnsgy; KOHTakTHoI
(Boga pns iH'ekuin- ocobu 3 hapmakoHarnagy
[apHuus) no 5 mn abo 3asiBHMKA AN 34iCHEeHHS
no 10 mn BignosigHo y thapmakoHarnagy B YKpaiHi, kLo
KOHTYPHIli YapyHKOBIl BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
ynakosui, no 1 ocobw, BignoBiAa/IbHOT 3a
KOHTYpHIli YapyHKOBI 3[jiCHEeHHS1 hapMakoHarnagy
ynakosui y nayi; no 40 (BKNHOYAKOUN KOHTaKTHI AaHi)
chr1akoHiB y KOpoo6Li Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsag:
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy
316. | LE®YPOKCUM- MOPOLUOK A1 PO3UMHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2585/01/02
AAPHNLUA ONs iH'ekuin no 0,75; 1 "GapmMaueBTNYHa "hapmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK

dhnakoH 3 NOPOLLKOM Yy
nauuyj; 5 pnakoris 3
MOPOLLKOM Y KOHTYPHIii
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIi
ynakoBLi y navwj

ipma "OapHuus"

ipma "JapHuus”

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
(BK/IOYAKOYM KOHTAKTHI AaHi)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

317.

LEE®YPOKCUM-
JAPHULIA

MOPOLLIOK 47181 PO3UNHY
ons iv'ekuinno 1,5r; 1
dhnakoH 3 NOPOLLKOM Yy
nauuj; 5 dpnakoris 3
MOPOLLKOM Y KOHTYPHIlA
YapyHKOBIli ynakoBLi; no
1 KOHTYpHIli YapyHKOBI
ynakoBLUi y navui

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 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
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy

3a peyernmom

UA/2585/01/03

318.

LUNPO®JIOKCA
LMH-AAPHULSA

TabneTku, BKPUTI
060/10HKO0, M0 500 Mr
no 10 Tabnetok y
KOHTYpHIli YapyHKOBI
ynakosui; no 1
KOHTYPHIli YapyHKOBIl
ynakoBsLi B nayui

MpAT

"PapmaueBTnyHa

ipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 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; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHA Bif, YNOBHOBaXKEHOI

3a peyenmom

UA/4095/01/01

210




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
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'auecnasoBuy
319. | UWMACNNATUH KOHLeHTpaT AN EBEBE dapma ABCTpis EBEBE ®apma AscTpis/ BHECEHHS 3MiH [0 peecTpaLliniHux | 3a peyenmom UA/0032/01/01
"EBEBE" PO3uunHy ans iHdysiid, 1 lec.m.6.X. Hopr.KI lec.m.6.X. Haor. KT, Himeuunna marepianis: 3MiHu | TUMY - 3MiHK
mr/mn; no 100 mn (100 ABCTpist (NOBHUIA ofo 6e3nekn/edekTMBHOCTI Ta
Mr) y chnakoHi; no 1 LKA BUPOGHMLTBA); thapmakoHarnsgy - OHOB/IEHHS
h/1aKoHy B KapTOHHIiA 3eiibepcaopd TEeKCTYy MapKyBaHHS ynakoBK/
KopooLi Nabop Mv6X, NiKapcbKoro 3acoby 3 BHECEHHAM
AscTpis iHchopmawii LWoao 3a3HaveHHs
(TecTyBaHHs); OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Nab6op JIC CE & Ko. Sl. BHeceHHs 3MiH 0 po3ainy
KI', HimeuunHa «MapkyBaHHs» MKA /13;
(TecTyBaHHs); M1 3anponoHoBaHo: MapKyBaHHA.
Mikpo6ionoriwec BignosigHo fo 3aTBEpAXEHOro
Mptochnabop M6X, TEKCTY MapKyBaHHs. TepMiH
ABcTpist BBE/EHHS 3MiH NPOTArom 6
(TecTyBaHHs) MiCALB Nicnsa 3aTBepAKeHHs
320. | UWMCNNATUH KOHLieHTpaT AN EBEBE dapma ABCTpis EBEBE ®apma AscTpisi/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/0032/01/02
"EBEBE" PO34mnHy ANs iHAY3il, lec.m.6.X. Hopr.KI lec.m.6.X. Hor. KT, HimeyunHa marepianis: 3MiHU | TUMY - 3MiHK
0,5 mr/mn no 20 mn (10 ABCTPIst (NOBHMIA ofo 6e3nekn/epekTMBHOCTI Ta
mr) abo no 50 mn (25 LKA BUPOGHMLTBA); thapmakoHarnsgy - OHOBfIEHHS
Mr), abo no 100 mn (50 3eiibepcaopd TEKCTY MapKyBaHHS YNakoBKu
Mr) y dpnakoHi; no 1 Nab6op Mv6X, NiKapcbKoro 3acoby 3 BHECEHHAM
h1aKkoHy B KapTOHHIi AscTpis iHchopmawii Lwoao 3a3HaveHHs
KOpoo6Li (TecTyBaHHs); OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Nab6op NIC CE & Ko. Sl. BHeceHHs 3MiH 0 po3ainy
KI', HimeuunHa «MapkyBaHHs» MKA /13;
(TectyBaHHs); M/ 3anpornoHoBaHo: MapKyBaHHA.
Mikpo6ionoriwec BignosigHo f0 3aTBEpAXEHOro
Mptochnabop M6X, TEeKCTy MapKyBaHHS. TepMiH
ABCTpis BBEEHHS 3MiH NpoTAroM 6
(TecTyBaHHs) MiCALiB nicnsa 3aTBepAKeHHs
321. | UATIMAKC- pOo3uMH AN iH'ekyin, 250 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/13737/01/01
OAPHULUA Mmr/mn no 2 mn (500 mr) "papmMaueBTUYHa "papMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK

a6o no 4 mn (1000 mr) B
amnyni; no 3 abo no 5

dipma "AapHuua”

ipma "AapHuua"

LoAo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarisgy. BeegeHHs abo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
amny’s y KOHTYPHii 3MiHU [0 y3araslbHEHNX AaHnX Npo
YapyHKOBIll ynakoBLi; No cuctemy hapMakoHarnagy
1 KOHTYpHIli YapyHKOBIl (BBEAEHHSA y3araslbHEHUX AaHWX
ynakoBLi B naui; no 2 npo cucTemy dpapmakoHarnsgy,
mn (500 mr) a6o no 4 mn 3MiHa YNOBHOBaXEHOI 0Co6H,
(1000 wr) B amnyni; no 5 BiANOBiAAIbHOT 3a 34iiCHEHHS
ammnysn y KOHTYpPHIiA thapmakoHarnsay; KOHTakTHOI
YapyHKOBIli ynakoBLii, no ocobu 3 hapmakoHarnsgy
2 KOHTYpPHi YapyHKOBI 3asiBHUKA AN5 3AIACHEHHS
yMakoBKU B navi thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAaIbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy
322. | UNTPAMOH- Tabnetku, no 6 abo no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/6550/01/01
AAPHUUA 10 TabneTok y "®apmMaueBTnyHa "®apmMaueBTNYHa marepianis: 3MiHu | TUMY - 3MiHK

KOHTYPHUX YapyHKOBMX
ynakoBkax; no 6 a6o no
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLii, No
1 KOHTYpHIlA YapyHKOBI
ynakosLi B nayii; no 10
Tab/1eTOK B KOHTYPHIl
YapyHKOBIli ynakoBLii, no
6 abo nNo 12 KOHTYPHMX
YapyHKOBUX YNaKkoBOK B
naJui

thipma "AapHuusa”

cipma "AapHuus”

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo

cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX

npo cuctemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
323. | UATPONAK® - TabneTtku, no 6 abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/3002/01/01
OAPHULUA 10 TabneToK y KOHTYpHIl "papMaueBTUYHa "papMaueBTUYHA marepianis: 3MiHU | TUMY - 3MiHK
YapyHKOBIli ynakoBLi; No dipma "fapHuua” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
1 KOHTYpHIli YapyHKOBIi hapmakoHarnsgy. BeegeHHs abo
ynakoBLi B naui; no 6 3MiHU [0 y3ara/lbHEHVX AaHnX Npo
abo no 10 TabneTok y cuctemy chapmakoHarnsgy
KOHTYPHUX YapyHKOBUX (BBEAEHHSA y3araslbHEHVX AaHUX
ynakoBKkax 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
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy
324. | UMUHY KBiTKM, M0 20T, 40T, 50 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/2478/01/01
nIiwAHOro y naykax 3 BHYTPILLHIM dapmaveBTUyHa dapmaneBTMYHA marepianis: 3MiHu | TUMY - 3MiHK
KBITKA naketom; no 1,5ry thabpuka "Biona" thabpuka "Biona"

hinbTp-nakeTi; no 20
hiNbTp-NakeTiB y naui

ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy - 3MiHM BHECEH
B TEKCT MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby (n.17) wono
HaHeCeHHs TOProBoi MapKu

FeHepanbHUN AUpeKTop
AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs
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PEECTPALJIAHUX MATEPIANIB

MEPENIK
NIKAPCbKUX 3ACOBIB, fIKI HE PEKOMEHAOBAHI O AEPXXABHOI PEECTPALLI, NEPEPEECTPALYI TA BHECEHHSA 3MIH A0

Aopartok 4

[0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

BiA Ne

Ne Ha3ssa dopma sBUnycKy 3asasHUK KpaiHa Bupo6HUK KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
MAHTAKAWHA-40 TabneTkun MaHkaliHg ®apma IHAaia MAHKAHI ®APMA IHAjs 3acifaHHs He peKkomeHAyBaTu [0 3aTBEPDKEHHA - AepXaBHYy
racTpopesvcTeHTHi no 40 wr, Nimiten NIMITEA, KOHIT-1I HEP Ne 02 Big, | peecTpauilo Ha nikapcbkuii 3aci6 3rigHO ekcnepTHOro
no 10 Tabnetok y 6nictepi, 28.01.2021 BWCHOBKY YMpaBfiHHA ekcneptusu MaTepianis 3
no 6 6nicTepiB y KAPTOHHIl 6ioekBiBaNIEHTHOCTI - peecTpalis 5 pokis
Kopoo6ui
PE3ICTONI® TabneTku, BKPUTI NNIBKOBOHO MAT Ykpaina MAT YkpaiHa 3acifaHHs He peoKMeHAyBaTu [0 3aTBEPDKEHHA - [epXaBHYy
IMYHO o060s10HKo0 Nno 10 TabneTok "KviBmegnpenapat” "KvniBmegnpenapart” HEP Ne 02 Big, | peecTpauito Ha Jfikapcbkuii  3aci6  Ha nigcrtasi
y 6nictepi, no 1 6nictepy B 28.01.2021 HeraTMBHMX BWCHOBKIB E€KCMEpPTHUX KOMICii L1040
nauu edhekTnBHOCTI, 6e3nekn, AKOCTI Ta 3 ypaxyBaHHAM
pilleHHa 3acifgaHHsa HaykoBO-ekcnepTHOI pagu Big
28.01.2021 npotokon NeO2 - peecTpadisi 5 pokis
CONIKBA pO3unH ANs iH ekuiin, 100 TOB "CaHodi-ABeHTIC Ykpaina CaHochi-ABeHTic HimeuunHa | 3acigaHHs He peKkOMeHAyBaTW [0 3aTBEPKEHHSI - 3MiHW Yy
Opa./mn+50 mkr/mn; Ne 3 abo YkpaiHa" [oiiunang MrmeX HTP Ne 53 Bifi | peecTpauiliHix  [LOKyMeHTaXx, OCKiNbKN naHui
Ne 5: no 3 mn y kapTpuaxi, 30.12.2020 nikapcbknii 3aci6 6yB 3apeecTpoBaHuii 3a Hakasom

BMOHTOBaHOMY B
OZIHOPa30BY LUNPULI-PYUKY;
no 3 abo no 5 wnpuL-py4vok
B KapPTOHHI kopo6uji. Moskun
B YMaKoBKy He BK/1OYEHi;
pO34unH aNs iH ekuiii, 100
Oga./mn+33 mkr/mn; Ne 3 abo
Ne 5: no 3 mn 'y kapTpuaxi,
BMOHTOBaHOMY B
OiHOPAa30BY LUNPULL-PYYKY;
no 3 abo no 5 wnpuy-pyyok
B KapPTOHHIi kopobuji. Mosku
B YNaKoBKY HE BK/HOYEHi

MO3 Ykpainu Ne 1245 Big 17.11.2016 p.

FeHepanbHU AUpeKTop
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