Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOPOHU
300pOB’A YKpaiHu

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPONMOHYKTLCA 40 AEP>XABHOI PEECTPALII
Ne Ha3ssa sikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
1. BEH3ATKOHIO nopoLuok abo ToBapucTBO 3 YkpaiHa IOHINTAB IHais peecTpauist Ha 5 pokis - He UA/19186/01/01
xnoeupg, XenenogioHi doparmeHTu 06MEXEHO KEMIKAN3 EHA, nionsieae
(cybeTaHuis) B BiANOBiAA/IbHICTIO SAPMACBIOTIKA
nonieTnIeHoBmX "bapmaLeBTnyHaA N3 NBT. NTA.
nakeTtax Ans KOMnaHis
hapMaLeBTUYHOIO "3popos's”
3acTOCyBaHHs
2. BlconrPonony MOPOLLIOK (Cy6CcTaHuis) y PycaH ®apmva IHais PycaH ®apma IHais peecTpauist Ha 5 pokis - He UA/19187/01/01
DYMAPAT nakeTax noABinHMX nra. nra. nionsieae
nonieTuneHoBux ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
3. FANONEPVNAON NMoOpoLLOK (CybCcTaHuUis) y ToBapucTBO 3 YkpaiHa BAMCI NABC NTA4 IHgis peecTpauist Ha 5 pokis - He UA/19196/01/01
NosiTUNEHOBMX NakeTax 06MexeHo niosnisieae
Ansa dapmaleBTUYHOro BiANOBIAA/LHICTIO
3acToCyBaHHSA «XapkiBcbke
hapmaueBTuyHe
nignpMeEMCTBO
"300p0oB’'A
Hapoay"
4, AONYTErPABIP, TabneTkun, BKPUTI Tronin NimiTen IHAiA NONIH NIMITEL IHAin peecTpauist Ha 5 pokis 3a He UA/19003/01/01
NAMIBYAVH TA NAiBKOBOK 060/TI0HKOI0 peyenmom nionsieae
TEHO®OBIP no 50 mr/300 mr/300 mr; MepioAnyHICTb NofaHHSA
AN30nNPOKCUN no 30 a6o 60 TabneTok perynsipHo
DPYMAPAT y NNacTukoBomy OHOB/THOBAHOrO 3BITY 3
TABJIETKW 50 KOHTeliHepi 3 ABOMa 6e3neku, BiANOBIAHO A0
MI/300 Mr/300 MI naketTukamm MopsiaKy 34iCHEHHS
BosioronoravHava; no 90 chapmakoHarnsagy,
a6o 180 TabneTok y 3aTBepAXeHOro Hakasom
naacTUKOBOMY MiHicTepcTBa 0XOpPOHK
KOHTEliHepi 3 TpboMa 3[,0p0OB’A YkpaiHu Big 27
nakeTnkamm rpyaHsa 2006 poky Ne
BOJioronoranHaya 898, 3apeecTpoBaHoro B




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

MiHicTepcTsi tocTuuii
YKpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y

pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTbL: 3riHO

3i cTpokamu,

3a3HayYeHMuN y
nepiogMyHOCTi NoAaHHsA

perynsipHux 3BiTiB 3

6esnekxu.

EBPO®DACT CTPOHI

Kancynu m'siki, 200
mr/500 wmr, no 10 kancyn
y 6nicTepi; no 1 a6o 2
6nicTepy B KAPTOHHIiA
Kopobui

€BPO IANDKEP
MPAMBIT
NIMITEQ

IHais

Onis Xenckep

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/19195/01/01

NECMNMEHE®PUN-
NYBHADAPM

PO34KH OpasIbHWIA No
100 mn 'y chnakoHax y
nauuj 3 KapToHy

AT "ly6Hunchapm”

YKpaiHa

AT "ly6Hunchapm”

YKpaiHa

peecTpaLis Ha 5 pokis

MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 3AiCHEHHs!

6e3
peuyenma

nionsieae

UA/19188/01/01




Tabnetok y 6nictepi, no
2 6nicTepn y KapTOHHiIl

MepioAnyHICTb NofaHHSA
perynsipHo

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
hapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKkpaiHnu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HayYeHMUN y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esnekxu.
7. NAMNABEPUHY MOPOLLIOK (CybCcTaHuis) y TOB Ykpaina IHgo OxepmaH IHAiA peecTpauist Ha 5 pokis - He UA/19189/01/01
rigPoxnoprPuj, NoABINHMX "®APMACEN" Ankanoiac nionsieae
nonieTuIeHoBMX
naketax ans
thapmaLeBTUYHOro
3acTocyBaHHSA
8. MNIPOKCUKAM MOPOLLIOK (Cy6CcTaHuis) y AT “BITAMIHW" Ykpaina HaHbTyH [xiHxya Kutaw peecTpauist Ha 5 pokis - He UA/19190/01/01
noABiiHMX dapmacbioTikan nionsizae
nosnieTuIeHoBMX Ko., 114,
naketax gns
thapmaLeBTUYHOro
3acTocyBaHHsA
9. MPEFABANIH NMOpoLLOK (CybCcTaHUis) y My6niuHe YkpaiHa "MCH ®apmavem IHais peecTpauist Ha 5 pokis - He UA/19191/01/01
NoABINHMX akuioHepHe MpwuBart Mimiteq" nionsiecae
nonieTuIeHoBMX TOBapUCTBO
nakeTtax gns "HaykoBo-
thapmaLeBTUYHOro BMPOGHNYNIA
3acTocyBaHHs LEHTP
"BopLuariscbkuii
XiMiKO-
hapmaueBTUYHNIA
3asofa”
10. CTATOPEM®-H Tabnetku no 10 mr/12,5 TOB "KYCYM YkpaiHa TOB «KYCYM Ykpaina peecTpauist Ha 5 pokis 3a He UA/19192/01/01
mr, Ne28 (14x2): no 14 PAPM" DAPM» peuyenmom nionsieae




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1

ynakosLi; Ne84 (14x6): OHOBJIOBAHOTO 3BITY 3
no 14 TabneTtok y 6e3neku, BiANOBIAHO A0
6nicTepi, no 6 6rictepis Mopsiaky 34iiCHEeHHS
Y KapTOHHIi1 ynakoBLi; thapmakoHarnagy,
Ne30 (10x3): no 10 3aTBEepAXeHOro Hakasom
TabneTtok y 6nictepi, No MiHicTepcTBa OXOpPOHM
3 6nicTepu y KapTOHHiIN 3[10pOB’A YKpaiuu Big 27
ynakoBLi; Ne60 (10x6): rpyaHsa 2006 poky Ne
no 10 TabneTtok y 898, 3apeecTpoBaHoro B
6nicTepi, no 6 6nictepis MiHicTepcTsi tocTuuii
Y KapTOHHIii ynakoBLi YKkpaiHu 29 ciuHa 2007

poky 3a Ne 73/13340 (y

pefakuii Hakasy

MiHicTepcTBa 0XOpOHK

37,0pOB'st YKpaiHu Big 26

BepecHsA 2016 poky Ne

996), cTaHOBUTbL: 3riHO

3i cTpokamu,
3a3HayYeHMuN y
nepiofMYHOCTi NofaHHsA
perynsipHux 3BiTiB 3
6esneku.
11. CTATOPEM®-H Tabnetku no 20 mr/25 TOB "KYCYM YkpaiHa TOB «KYCYM Ykpaina peecTpauist Ha 5 pokis 3a He UA/19192/01/02

mr, Ne30 (10x3): no 10 PAPM" DAPM» peyenmom nionsizae

Tabnetok y 6nictepi, no
3 6nicTepn y KapTOHHIl
ynakosLi; Ne60 (10x6):
no 10 TabneTtok y
6nicTepi, no 6 6nictepis
Y KapPTOHHII ynakoBLi

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepiognyYHoOCTi NOAAHHSA




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
perynsapHux 3BiTiB 3
6e3neku.
12. YPOBYTWH Tabnetkn, 5 mr, no 10 Axkoppg, Xenckea Monbwa BMPOGHMLTBO IHpis/ peecTpauisi Ha 5 pokis 3a He UA/19193/01/01
Tabnetok y 6nictepi, no Moncka Cn. 3.0.0. NiKapcbkoro Yexisa/ peyenmom niosnsieae
3 6nicTepu y nayu,i 3acoby, nepBuHHe Benuka MepiognyHicTb NogaHHA
Ta BTOPMHHE BputaHis perynsipHo
nakyBaHHs, OHOB/IIOBAHOTO 3BITY 3
KOHTPO/b AKOCTI 6e3neku, BigNoBIgHO A0
cepii: Mopsaaky 34iCHEeHHS
IHTac chapmakoHarnsagy,
PapmacbloTikanc 3aTBEPKEHOr0 HaKa3oMm
Nimiten, IHais; MiHicTepcTBa 0XOpoHK
BMPOBHULITBO 3[10pOB’A YKpaiHu Big 27
nNiKapcbkoro rpyaHsa 2006 poky Ne
3acoby, nepBuHHE 898, 3apeecTpoBaHOro B
Ta BTOPUHHE MiHicTepcTsi tocTuuii
nakyBaHHs: Ykpainu 29 ciuHg 2007
IHTac poky 3a Ne 73/13340 (y
dapmacbioTikanc pefakuii Hakasy
Nimiten, IHgis; MiHicTepcTBa 0XOpPOHK
KOHTPO/b AKOCTI: 340pOB's YKpaiHu Big 26
TOB AJIC Yecbka BepecHA 2016 poky Ne
Pecnyb6nika, 996), cTaHOBUTbL: 3riAHO
Yexis; 3i cTpokamum,
KOHTPO/b SIKOCTI: 3a3HaveHIMn y
TOB AJIC Yecbka nepiogMYHOCTI NoAaHHsA
Pecny6nika, perynsipHux 3BiTiB 3
Yexis; 6e3neku.
KOHTPO/b AKOCTI:
ANC
NABOPATOPIC
(FOKEW) NIMITEA,
Benwvka BputaHis;
KOHTPO/b SIKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benuka
BpuTaHis;
BiANOBiAa/IbHMIA 32
BUNYCK cepi:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTtaHis
13. POPCALO Kancynu Teepai no 0,5 [-p Pegpi'c IHAis [A-p Peppi'c IHAis peecTpadisi Ha 5 pokis 3a He UA/19194/01/01

5




Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
Mr, M0 7 Kancyny Na6oparopic /1T Na6opaTopic /1Tg, peyernmom niosnsieae
6nicTepi, no 4 6nictepu (Brpo6HUUWii MepiognyHicTb NogaHHA
B KQPTOHHI KOpo6Lj, No BigAin - 7) perynsipHo

10 kancyn y 6nictepi, no
3 6nicTepn B KAPTOHHIiA
Kopobu,i

OHOBJIHOBAHOIO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepioguyYHOCTi NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

B.o. l'eHepanbHOro gupekropa Ainpekropary

chapmaueBTUUHOro 3a0e3nevyeHHsA

IBaH SAABOPHUX




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

KMLLKOBOPO34MHHI no 50
mr no 10 TabneTtok y
6nicTepi, no 1, a6o no 2,
a6o no 10 6nictepis y
KOpOo6Li 3 KapTOHY

Nab6opatopisz"
(BipgineHHs dipmmn
"Ix. b. Kemikan3s
eHp
PapmacboTUkans3
)

NabopaTopi3
(BigaineHHs cipmu
"Ix. b. Kemikan3s
eHf,
PapmacboTnkan3
1a.")

3MiHV BHECeHo Ao
IHCTpYKUiT Ana
MeNYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby o
posginis:
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
abo iHWi B1An
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",

"3acTocyBaHHsA y nepios

BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(yTouHeHHs1),"TobiuHi
peakuii” BignosigHo Ao

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBsa snikapcbko20 dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa YmosBu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. AnonypPuHoOnN MOPOLLIOK (Cy6CTaHLis) y My6niyHe Ykpaina XapmeH IHais nepepeecTpawis Ha - He UA/15999/01/01
noABiHMX akujioHepHe daiiHouem HeobMexeHuii TepMiH nionsizae
noslieTUIeHOBUX TOBapuCTBO Nimiteq
naketax gnsa "HaykoBo-
hapmavLeBTU4HOro BUPOGHNUNIA
3aCTOCYyBaHHSA LieHTp
"BopLyariBcbkuii
Ximiko-
hapMaLeBTUYHWIA
3asof”
2. AVNKNO®EHAK TabneTkun, BKpUTI "FOHiK IHAis HOHiK IHAjs nepepeecTpauis Ha 3a He UA/3939/03/01
€BPO 060/10HKOI0, PapmacbloTUkan dapmacboTuKas HeobMeXeHWi TepMiH peyenmom niosnsieae




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

iHchopMmauit
pedyepeHTHOoro
NiKapcbKoro 3acoby
(«BonbTtapeH»).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

E3OMAINC

TabneTku
racTpopesnCTeHTHi, No
20 Mr no 7 Tabnetok y
6nicTepi, no 2 6rictepu
Y KapTOHHili kopobLi

[eTepo /1a63
NimiTen

IHais

[eTepo /1a63
NimiTeq

IHais

MepepeecTpauis Ha
HE0OMEeXeHW TepPMiH.
OHoBEeHO iHhopmaLio

B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
B/acTmBocCTi",
"Oco6mBoCTi
3acTocyBaHHs", "Moo6iYHi
peakujii" BiANOBIAHO A0
iHdhopmauii woao
MeanYHOro
3aCcTOCyBaHHSA
pediepeHTHoro

3a
peyenmom

He
nionsieae

UA/15735/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

nikapcbKoro 3acoby
(HEKCIYM, TabneTku,
BKPUTi NMiBKOBOKO
060/10HKOHD).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

E3OMAINC

TabneTku
racTpopesnCTeHTHi, No
40 mr no 7 TabneTok y
6nicTepi, no 2 6rictepu
Y KapTOHHili kopobLi

[eTepo /1a63
NimiTen

IHais

[eTepo /1a63
NimiTeq

IHais

MepepeecTpauis Ha
HE0OMEeXeHW TepPMiH.
OHoBEeHO iHhopmaLio

B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
B/acTmBocCTi",
"Oco6mBoCTi
3acTocyBaHHs", "Moo6iYHi
peakujii" BiANOBIAHO A0
iHdhopmauii woao
MeanYHOro
3aCcTOCyBaHHSA
pediepeHTHoro

3a
peyenmom

He
nionsieae

UA/15735/01/02




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

nikapcbKoro 3acoby
(HEKCIYM, TabneTku,
BKPUTi NMiBKOBOKO
060/10HKOHD).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

ETUNOCENT 70

po3unH 70% no 100 mn
y thnakoHax, no 1 n, 5n
y NAALWKaX CKAAHUX, NO
1n,5n,10n0,20nNny
KaHicTpax noniMepHux

DOM KHnw
BiTaniii

Bonogumunposuy

YkpaiHa

MpAT "Bionik"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

3a
peyenmom

He
nionsieae

UA/16066/01/01

KNIMAKTO-rPAH

rpaHynun, no 10 ry
neHani nofimepHomy; no
1 neHany B nauuj 3
KapTOHY

MpAT
«HaujioHanbHa
[omeonaTtnyHa

Cninka»

Ykpaina

MpAT
"HaujioHasibHa
[omeonaTtnyHa

Cninka"

Ykpaina

nepepeecTpauis Ha
HeobMeXeHW TepMiH

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0XOpoHU
3410pOB’sl YKpaiHu Big 27

6e3
peyenma

nidnsieae

UA/3822/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

NEBO®J/IOKCALUWNH

PO34unH ANns iHdysii, 5
mr/mn no 100 mny
dhnakoHi; no 1 dpnakoHy
B KapTOHHIi Kopo6Lyi

"FOHiK
dapmacbloTUKan
Na6opatopiz"
(BipLineHHs chipmun
"Ix.B. Kemikans
eHy
PapmacboTrKan3
ntp)

IHais

"FOHiK
PapmacboTuKasl
Na6opaTopis"
(BigaineHHs dipmum
"Ix. B. Kemikan3
eHp,
dPapmacboTrKan3
nrp)

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKkonorivHi
BN1ACTUBOCTI",
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHsA Ta 403n",
"[iTn"(peparyBaHHs)
"Mepepo3yBaHHA",
"Mo6ivHI peakuii™
BiANoBIgHO A0
iHchopmauit
pedyepeHTHoro
nikapcbKoro 3acoby
Tavanic 5 mg/ml solution
for snfusion.

MepiognyHICTb NoAaHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/15760/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
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 OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

MACTO-rPAH

rpaHynm no 10 ry
neHani nofimepHomy; no
1 neHany B nauui 3
KapTOHY

MpAT
"HaujioHanbHa
[omeonaTtnyHa

Cninka"

Ykpaina

MpAT
"HaujioHasibHa
[omeonaTtnyHa

Cninka"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
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 OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHMn y

6e3
peyenma

nionsieae

UA/3825/01/01
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ToBapucTsa 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3popos'a”,
YkpaiHa)

"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rPYAAH0" (YTOUHEHHS
iHdpopmauii), "Cnocié
3aCTOCyBaHHSA Ta
[031"(YTOUHEHHS
iHdhopmadii), "MoGiyHi
peakuii" iHCTpyKuii gns
MeNYHOro
3aCTOCyBaHHsA
nikapcbKoro 3acoby
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
oo 6esneku
3acTocyBaHHs gjtoyol
peyoBUHN.
MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ1HOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
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 OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
9. HADTUDIH PO34mH HalLKipHuiA, 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa nepepeecTpawis Ha 6e3 niosnsieae UA/16051/01/01
mr/mn, no 20 mny 06MmeXeHo 06MeXeHo He0bMeXeHW TepMiH peuyenma
dhnakoHi, yKynopeHomy BiANOBIAA/BHICTIO BiANOBIAA/LHICTIO
npo6koto- "papMaueBTUYHA "®apmMaueBTUYHa OHOB/EHO iH(hopmaLLito
KpanesnbHuLe Ta hipma "BepTekc” thipma "BepTekc”, y po3sginax
3aKpUTOMY KPULLKOHO, MO YkpaiHa "Moka3aHHA"(YTOUHEHHS
1 chnakoHy B KopobL,i 3 (BUPOBHMLTBO 3 iHhopmawi),
KapTOHY npoaykuii in bulk "MpoTunokasaHHA",
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.
10. DACHIK TabneTku, BKpUTI 3amboH C.M.A. ITanis 3amb6oH C.M.A. ITanis nepepeecTpawis Ha 6e3 niosnsieae UA/5137/02/01
06010HKO0, N0 400 Mr; HeobMexeHuii TepMiH peyenma

no 6 TabneTtok y
6nicTepi; no 1 6nictepy
Y KapTOHHiIi nauui

OHOB/EHO iH(hopmaLLito
y po3sginax
"®apmakonorivHi
B/1acTmMBoCTi",
"MokasaHHa" (BUyYeHO
peBMaTu4HUiA 6inb),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepiog
BariTHoOCTi abo
rogyBaHHsa rpygar”
(BHeCeHi goaaTkoBi
3acTepexeHHs), "Cnoci6
3aCToCyBaHHsA Ta 403n",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
IHCTPYKUiT aNns
MeNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
mMarepianis
peecTpaLiiHoro gocbe
Ta YACNEHHI
KOPEKTOPCbKi NpaBku Ao
TeKCTy po3ginis
IHCTPYKUi, y TOMY yncni
[0 TeKCTy po3ginis
"MokasaHHs", "Oitn", a
TaKOX NpaBKuW y TEKCTI
MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby.
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
11. ®EHIPAMIHY KpUCTanivyHuii NopoLIoK ToBapucTBO 3 Ykpaina Xapika Oparc MBT. IHais nepepeecTpawis Ha - He UA/16451/01/01
MANEAT (cybeTaHuis) y 06MexeHo nrp, HeobMexeHuii TepMiH nionsi2ae
NoABINHNX BiANOBIAA/IbHICTIO
nonieTnIeHoBux "®apmaueBTnyHa
naketax s KOMnaHis
thapmaueBTUYHOro "3p0pos'a”
3aCTOCYyBaHHSA
12. ®PEHOKIT Kpanni opasbHi, 1 mr/ CninbHe Ykpaina CninbHe YkpaiHa nepepeecTpawis Ha 6e3 nidnsieae UA/16281/01/01
M; o 20 My YKpPaiHCbKO- YKpPaiHCbKO- HeobMeXeHWi TepMiH peyenma
KOHTeliHepi; no 1 icnaHcbke icnaHcbke
KOHTEeWHepy B nauuj 3 nignpMeEMCBO niANPMEMCTBO OHoBEHO iHhopmaLio
KapToOHY "CMNEPKO "Cnepko YkpaiHa" B IHCTPYKLU|i ans
YKPAIHA" MeUYHOro
3acTOCyBaHHSA

nikapcbKoro 3acoby

oo 6esneku

[OMNOMDKHUX PEYOBUH Y

po3gaini "OcobnuBocTi
3acTocyBaHHA".

MepioAnyHICTb NOAAHHS

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

13.

LNMPO®NOKCALN
H €BPO

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 250 mr, no 10
Tabnetok y 6nictepi, no
1 a6o no 10 6nictepiB y
KOpPOOGLii 3 KapTOHY

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

IHais

FOHiK
PapmacboTuKasl
Na6opaTopi3
(BigaineHHs dipmum
"Ix. B. Kemikan3
eHp,
dPapmacboTrKan3
nrp)

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
y po3ginax iHCTpyKu,i
ANA MegnyHoro
3aCTOCYBaHHS:
"Moka3aHHA",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHs", "OiTn",
"Mepepo3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
iHchopmauit
pedyepeHTHoro
nikapcbKoro 3acoby
(Ciproxin, film-coated
tablet).

MepiognyHICTb NoAaHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/3061/02/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
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 OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

14.

LAMPO®TIOKCALN
H €BPO

TabneTku, BKPUTI
M/1iBKOBOK 06GOJIOHKOMD,
no 500 wmr; no 10
Tabnetok y 6nictepi, no
1 a6o no 10 6nictepiB y
KOpOOL 3 KAPTOHY

"FOHiK
dapmacbloTUKan
Na6opatopis"
(BipaineHHs dipmun
"Ix. B. Kemikans
eHp
PapmacbioTrKan3
nTa.)

IHais

HOHiK
PapmacboTuKas
Nab6opaTopi3
(BigAineHHs cipmu
"Ix. B. Kemikans
eHf
PapmacboTrKan3
ntat)

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
y po3Ainax iHCTPyKUil
AN MegnyHoro
3aCTOCyBaHHS:
"MokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nuBoCTi
3actocyBaHHs", "OiTn",
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BignoBigHO Ao
iHchopMmauiT
pedyepeHTHOoro
nikapcbKoro 3acoby
(Ciproxin, film-coated
tablet).

MepioAnYHICTb NOAAHHSA

3a
peuyernmom

He
nidnsieae

UA/3061/02/02
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
perynsipHo

OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

B.o. N'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOroO 3a6e3nevyeHHA
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Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

thnakoHi-kpanenbHuLi
"Apon-TeliHep®"; no 1
dhnakoHy-KpanenbHuLi y
KOpPOG6Lii 3 KApTOHY

peecTpauinHux
mMartepianis:3aMiHu | Tuny -
BUJTyYEHHA NocTavyasibHMKa
BMXIAHOrO MaTepiany, a came
BMpo6HMKa Arkema ans
ETunaminy, 70 % BoaHuiA
PO3UUH, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AdI
6prH30Namigy; 3MiHu | Tuny -
BW/IYYEHHS iHhopmaLii woao
nocTavyasibHVKIB BUXIOHWX
mMarepianis/po3ynHHMKIB/kaTaui3
atopu gns A®l 6puH3onamigy;
3MiHM | TUNy - fofaBaHHSA
noctavansHvka BASF ana
BUXiAHOrO NPOAYKTY eTunaminy,
70 % BOQHWIN PO3YMH, LIO
BMKOPWCTOBYETLCA Y
BMPOGHULTBI ADI
6puH30NamMigy; 3MiHu | Tuny -
BBE/leHHS1 BUPO6HUMKa BASF B
AKOCTI NoCTaYauIbHMKa BUXigHOIO
BMpPOGHMKA rigpokcnnamiH-O-
CY/Ib(POHOBOI KACMOTH, LLLO
BVKOPUCTOBYETLCS Y
BMPOGHULTBI ADI
6prH30N0MIAY; 3MiHK | TURY -
36iNbLUEHHA po3Mipy cepii API
6puH3onamiay 3 10-45 go 45-
135 Kr; 3MiHW | TUNY - 3BY)XXEHHSA
[OMYyCTUMUX MEX MpK
Ki/IbKiCHOMY BM3HAY€eHHi
NPOMDXHOro nNpoAykTy PS-4999
y BUpOBGHULTBI ADI
6pvH301amigy 3 He MeHwe 90 %
00 He MeHwe 97,5 %; 3miHun |
TUNY - 3BYXXEHHS 10MYCTUMMUX

Ne
NEPENIK
NIKAPCbKUNX 3ACOBIB, LLOA40 AKX NPOMOHYETLCA BHECEHHA 3MIH 40O PEECTPAUIMHNX MATEPIA/IB
Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. A3APTrA® Kpansi o4Hi, no 5 mny Hosaprtic ®apma Al LLiBefiuapis AnkoH-Kyspbop Benbris BHECEHHS 3MiH 0 3a peyernmom UA/10400/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MEX Mpw KiflbKiCHOMY
BM3HAYEHHI NPOMIXHOro
npoaykty AM-1001 y
BMPO6HMLTBI APl GprH30Namigy
3 He MeHLue 94,0 % [0 He
MeHLwe 95,0 %; 3miHu | Tuny -
[LOMNOBHEHHSA crieumdikavi
NPOMDXHOro nNpoAykTy PS-4999
y BUpO6GHMLTBI AD| nokasHuka
«YuctoTa» 3 BiANOBIAHOK
METOAMKOI KOHTPO/O; 3MiHW |
TUMY - AONOBHEHHSA cneundikauii
BMXigHOro npoaykty AM-1001 y
BMPOOHULTBI A®I nokasHuka
«YucToTa» 3 BiANOBIAHO
METOAVKOK KOHTPOSIIO, L0
06yMOB/IEHO BBEAEHHAM
HaUu1eXXHOro KOHTPOJIIO LWOA0
BMXigHVX MaTepianis; 3MiHu |
TUNY - BUNYYEHHS
aflbTEPHATUBHOIO TECTY
ineHTVdikauii N5 pO3YNHHMKA —
TpeT-6yTunmeTnNoBUiA eTep, Lo
BMKOPWUCTOBYETLCA Y
BMPOGHMLTBI ADI
3MiHW | TUMY - BUNYYEHHS
albTEPHATUBHOIO TECTY
ineHTVdikauii AN pO3UNHHMKA —
TpreTunaminy, Lo
BMKOPWUCTOBYETLCA Y
BMPO6HUUTBI A®I; 3miHu | TNy -
BW/TyYEHHSA NoKasHuKa
«30BHILWHIi BUrNAg» 3i
cneuudikauii NPOMiKHOTO
npopaykty PS-4998; 3miHu | Trny
- BBe[leHHA a/ibTepHaTUBHOI
METOAMNKM A5 KiSTbKICHOrO
BM3HAYEHHS (MOTeHLioMeTpuyHe
TUTPYBaHHS) BUXiLHOIO
mMarepiany rigpokcunamin-O-
CYNb(POHOBOI KUCNOTK; 3MiHN |
TUNY - BBEAEHHSA
a/lbTEPHATUBHOIO TUMY
matepiany A5 NepBUHHOIO
nakyBaHHs NonfieTUIeHy HU3bKOT
winbHocTi A®I; 3miHu | Tmny -
36iNbLUEHHA nepioay
NMOBTOPHOrO BUNPO6YBaHHSA 3 24
Mic o 36 micsuis ans Adl;
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW | TUNY - 3BY)XEHHSA
[OnNyCTUMMUX MeX Y cneuudikauii
PO34YMHHMKaA (TPHeTUnaminy), Lwo
BUKOPWCTOBYETLCA Y
BMPOGHULUTBI A®I ansa Tecty
ineHTudikaLisa meToaom
pedpakTomeTpii; 3miHu Il Tuny -
3MiHW Y BUPOBGHUYOMY npoLeci
A®| 6prH30namigy, , a came
nepexig, Bif, 8-Mu L1aroBoro Ha
4-X LaroBuii BUpOGHNYMIA
npoLec, L0 NOYNHAETLCS 3
BMXigHOro npoaykty AM-1001

A3ALMTUANH
LLINANA

niodpinizat ANns po3vnHy
NS iH ek no 100 mry
chnakoHax Ne 1; no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

Lnnna Megikea
Nimiten

IHais

Lnnna Megikea
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AKOCTi. FoTOBWMIA NiKapCbKuii
3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yAb-AKOT YaCTUHU
mMartepiany NepBMHHOT yNaKoBKuU,
LLIO He KOHTaKTY€E 3 rOTOBUM
nikapcbkrM 3aco60oM
(Hanpvknag Komip KpULLIEYoK 3
KOHTPO/IEM MEepLLOro BiAKPUTTS,
KONIp KOJOBUX Kinelb Ha
amnynax, KOHTelHepa 4715 rofok
(pi3Hi BUAM nnactmacwu) (3miHa,
AIka He BM/IMBA€E Ha KOPOTKY
XapaKTepucTuKy nikapcbkoro
3ac00y) - BHECEHHS 3MiH [0
p.3.2.P.7 Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3acib, a came — 3MiHa Konbopy
antomiHieBoro kosnayka 3 flip off
3 TEMHO-KOPUYHEBOTO Ha 6innii.
Brpo6HYK 3anMLIaeTbCs TOi
camuii — Adit Pharma

3a peyenmom

UA/18595/01/01

A3UTPOMILUNH-
DAPMEKC

niodhinisat gnsa po3unHy
Ans iHdysiii no 500 wr,
1 chnakoH 3
niochinisatom y nauui 3
KapToOHy

TOB "®APMEKC
reymn"

Ykpaina

TOB "®APMEKC
reyn

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux
mMaTtepianis:3aMiHu | Tuny - 3miHa
HaliMeHyBaHHS Ta agpecu
BMpOGHMKa AP| AUTPOMILMHY
aurigpaty, 6e3 3MiHM micus
BMPOGHMLTBA:
3anponoHoBaHo: Jiangsu
Weigida Pharmaceutical Co.,
Ltd. No. 1, Linjiang Avenue,
Linjiang Town, Haimen District,

3a peyernmom

UA/14369/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Nantong, China
3MiHu Il TUNYy - oo paHiwe
3aTBEPAXEHNX BUPOOHMKIB ADI
BBOAWTLCA [OAATKOBUI
BMpo6HUK CSPC Ouyi
Pharmaceutical Co. Ltd., Kutaii
3 HaAaHHAM MacTep-chaiina Ha
Ad| A3UTpoMiumHy agurigpaty 3
BIANOBIAHUMYW 3MiHAMU Y
cneuudikauii Ta meTogax
KOHTponto A®I, a came
KOHTPO/b 3a NOKAa3HNKOM
«3aLLKOBI KiNIbKOCTI
OpraHiYHNX PO3UYNHHWKIB
(MeTtaHon- He GinbLe 0,05%
(500 ppm); ETaHon - He binbLie
0,05% (500 ppm); ALETOH — He
6inbLue 0,4%( 4000 ppm);
MeTuneHxnopug, - He 6inbLue
0,06% (600 ppm); Tonyon- He
6inblwe 0,089% (890 ppm).

AKTUNISE®

niodpinizat Ans po3unHy
Ans iHdy3iit no 50 mr; 1
chnakoH 3 niodpinizaTom
y KOMNAekTi 3 1
dh1aKoHOM PO3UMHHMKA
(BOAa Ans iH'eKUi) no
50 My KapTOHHii
Kopobui

Bepinrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX AaHWX

3a peyernmom

UA/2944/01/01
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donakoHax

[Loiiunang MmeX

AscTpia FTmM6X

peecTpauinHux
mMartepianis:3aMiHu | Tuny -

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag.
3MiHa KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaini
5. ANYHBPUT® TabneTku, BKpUTI Takepa ®apma A/C [OaHis MeHH CronyyeHe BHECEHHS 3MiH 40 3a peyenmom UA/18553/01/01
NAiBKOBOK 060/IOHKOHO, dapmachbioTikan KoponiscTeo/ peecTpauiiHux
no 30 mr; no 14 Cepsicec Jlivites, AscTpis marepianis:3minm | Tuny -
Tabnetok y 6nictepi; no CronyyeHe OHOBJIEHHS BXE 3aTBEPKEHNX
2 6nicTepu y KapTOHHIN KoponiscTBo METOZiB KOHTPO/ AkocTi M3, a
Kopobui (BMPOGHMLTBO 3a came BUKTafeHHS TeKCTy
MOBHUM LVIK/TOM); [epXXaBHOI MOBOIO 3TifHO
Takena ABCTpis Ccy4yacHuX BUMOr. BHeceHHA
'M6X, ABCTpis pefakuUiiHUX yTOYHEHb.
(mo3Bin Bunyck BBefeHHS 3MiH NpoTArom 6-Tu
cepii) MiCSILiB Micns 3aTBEpPIKEHHS
6. ANYHBPUI® TabneTkun, BKpUTI Takepa ®apma A/C [JaHis MeHH CnonyyeHe BHECEHHS 3MiH 40 3a peyenmom UA/18553/01/02
N1iBKOBOK 060/I0HKOMO, dapmacbioTikas KoponiscTeo/ peecTpauiiHux
no 90 mr; no 7 Tabnetok Cepsicec flimiTes, ABCTpist mMartepianis:3aMiHu | Tuny -
y 6nicTtepi no 4 6nictepu CnonyyeHe OHOBJ/IEHHS BXE 3aTBEPA)KEHNX
Y KapTOHHiIli kopobui KoponiscTBO MeTOZiB KOHTPO/0 AkocTi M3, a
(BMpO6HMLTBO 3a came BUKIafEeHHS TEKCTY
MOBHWUM LMK/IOM); [epxaBHO MOBOIO 3rifHO
Takena ABCTpis cy4yacHuX BUMoOr. BHeceHHA
'M6X, ABCTpist pefakUiiHUX YTOYHEHb.
(mo3Bin BMNyCK BBefeHHS 3MiH NpoTSArom 6-1m
cepii) MicsLiB MicNsa 3aTBepAXKEHHS
7. ANYHBPUI® TabneTkun, BKPUTI Takepa ®apma A/C [JaHis MeHH CnonyyeHe BHECEHHS 3MiH [0 3a peyenmom UA/18553/01/03
NAiBKOBOK 060/TIOHKOHO, dapmacbtoTikan KoponiecTeo/ peecTpauiiHnx
no 180 wmr; no 7 Cepsicec flimiTes, ABCTpis mMartepianis:3aMiHu | Tuny -
Tabnetok y 6nictepi no CnonyyeHe OHOBJIEHHS BXE 3aTBEPKEHNX
4 6icTepn y KapTOHHIN KoponiscTBO METOZAiB KOHTPO/ AkocTi MN3, a
KOpoo6Li (BMpO6HMLTBO 3a came BUKNafeHHs TEeKCTY
MOBHWUM LMK/OM); [lepxaBHOI0 MOBOIO 3rifiHO
Takena ABCTpis cyyacHuX Bumor. BHeceHHs
M6X, ABCTpis pefakuiiHUX YTOYHEHb.
(#o3BiN BUNYCK BBefeHHS 3MiH NpOTArom 6-1u
cepii) MiCSILiB Micsi 3aTBEPAKEHHSI
8. AMIHOBEH pO34uH ANs iHgysili no ®peseHiyc Kabi HimeuyunHa ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH 0 3a peyenmom UA/4585/01/01
IHPAHT 10 % 100 mn a6o no 250 mny
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OHOBJ/IEHHS BXE 3aTBEPMKEHNX
MeTOZiB KOHTpO/ AkocTi M3, a
came BUKIafEeHHS TEKCTY
[epXaBHOI MOBOIO 3TifHO
Cy4yacHVX BUMOT Ta BHECEHHS
pefakuifiHnx npaBok
9. AMITPUNTUNIH TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 3a peyenmom UA/4872/01/01
060/10HKOI0, M0 25 Mr; 06MEXEHO 06MeXeHo peecTpauiiHux
no 25 Tabnetok y BiANOBIAA/LHICTIO BiANOBIAA/LHICTIO marepianis:3minm | Tuny -
6aHkax abo "[ocnigHuii 3aBog "[ocnigHnii 3aBog nofaHHs OHOBJ/IEHOTO
KOHTeliHepax; no 10 "rHUNC" "THUNC", YkpaiHa cepTudikaty BignoBiAHOCTI
Tabnetok y 6nictepax; (Bci cTagji €sponevicbkin hapmakonei Ne
no 10 Tabnetok y BMPOGHMLTBA, R1-CEP 2004-214 - Rev 04
6nictepi, no 5 6nictepis KOHTPO/b AKOCTI, (3aTBEepaxeHo: R1-CEP 2004-
B KOpOO6L BUMYCK cepii); 214 - Rev 02) ansa Adl
ToBapucTBO 3 AMITPUATUAIHY FigpoXnopuay Big
06MeXeHoI0 BXe 3aTBepA)KeHOro BUpobHuKa
BiANOBIAA/ILHICTIO R. L. Fine Chem, India, skunii
"®apmaueBTnyHa 3MiHMB Ha3By Ha R. L. FINE
KOMMaHis CHEM PVT. LTD., India Ta sk
"340poB'a", YkpaiHa Hacnigok, BBeAEHHS A0AaTKOBOT
(Bci cTagji BMPOGHMYOI AinbHNLi Plot No.
BUPOGHMLTBA, IP-27-29, KIADB Industrial Area,
KOHTPO/b AKOCTI, 1st Phase Kudumalakunte
BWMYCK cepil) Village, Chikkaballapur District,
India-561 208 Gowribidanur,
Bengaluru, Kamataka;
nprBeAeHHs METOANKN
BU3HAYEHHS 3@ MOKa3HNKOM
«3a/IMLLKOBA KiNbKICTb
OpraHiYHUX PO3UYMHHUKIB» Y
BignoBigHicTb Ao HoBoro CEP Ta
BW/TyYEHHS NMOKasHMKa «Baxki
MeTanm». 3MiHu | Tuny -
nofaHHs HOBOro cepTudikaty
BiANOBIAHOCTI EBPONEChKIN
hapmakonei Ne R1-CEP 2013-
281 - Rev 00 ana A®l
AMITPUATUAIHY FigpOXN0pUAY Bif
BXe 3aTBepAKEeHOro BUPo6HMKa
Dipharma Francis S.r.l., Italy Ta
AK HAC/MiAOK, NPYBEAEHHS
nepiofy NepekoHTPosto Ta
iH(hopMaLii oA0 nakyBaHHS;
BW/TyYEHHS NMOKasHMKa «Baxki
MeTanm» y BiANOBIAHICTb A0
Hosoro CEP.
10. AMITPUNTUNIHY po3unH Ans iH'ekuiin, 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 3a peyenmom UA/4872/02/01

rAPOXN0PUA-03

Mr/Ma no 2 ma B amnyni,

06MEXEHO

06MEXEHO

peecTpauiiHnx
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 10 amnyn y nayui 3
KapTOHy; MO 2 MN B
amnyni, no 10 amnyn y
6nicTepi, no 1 6nictepy
y nauui 3 kKapToHy; no 2
M/1 B amnyni, no 5
amnyn y 6nictepi, o 2
6nictepy y nauui 3
KapTOHY.

BigNOBiAa/IbHICTIO
"[locnigHwii 3aBof,
"rHuact

BiANOBIAA/IbHICTIO
"XapkiBcbke
hapmaueBTuyHe
niANpMEMCTBO
"340poB'a Hapoay",
YkpaiHa (Bci cTagil
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
"THUNC", YkpaiHa
(KOHTpOSb AKOCTI,
BUMYCK cepii);
ToBapucTso 3
0BMeXeHOo0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”, YkpaiHa
(Bci cTagji
BMPOGHULTBA,
KOHTPO/b SIKOCTI,
BUNYyCK cepii)

marepianis:3miHu | Tuny -
nofaHHA OHOBIEHOTO
cepTudpikaTy BifgnoBigHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 2004-214 - Rev 04
(3atBepmxeHo: R1-CEP 2004-
214 - Rev 02) ansa Aol
AMITPUNTUNIHY FigpOXIopUAaY Bif,
BXE 3aTBEP)KEHOro BUPOOHMKa
R. L. Fine Chem, India, sikuii
3MiHMB Ha3By Ha R. L. FINE
CHEM PVT. LTD., India Ta sk
HacnifgoK, BBeAEeHHS A04aTKOBOT
BMPO6GHUYOT AinbHULi Plot No.
IP-27-29, KIADB Industrial Area,
1st Phase Kudumalakunte
Village, Chikkaballapur District,
India-561 208 Gowribidanur,
Bengaluru, Kamataka;
nprBeAeHHS MEeTOANKN
BM3HAYEHHS 3a NOKa3HUKOM
«3annLLKoBa KiflbKiCTb
OpraHiYHNX PO3UYNHHWKIB» Y
BignosigHicTb fo Hosoro CEP Ta
BUJTYYEHHS NoKasHuKa «Badxki
MeTasin». 3MiHu | Tuny -
noAaHHA HOBOro cepTudikaty
BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2013-
281 - Rev 00 gnsa Adl
AMITPUATUAIHY FigPOXN0pUAY Bif
BXe 3aTBepA)KeHOro BUpobHuKa
Dipharma Francis S.r.l, Italy Ta
AK HACMiJOK, NPVYBEAEHHS
nepiofy NepekoHTPosto Ta
iHchopmauii LWoAo nakyBaHHS;
BUJTyYEHHS NoKasHuKa «Badki
MeTan» Yy BignoBigHICTb A0
Hosoro CEP.

11.

AMnoauniH
CAHAO3®

Tabnetkn no 5 mr; no 15
TabneTtok y 6nictepi; no
2 6nicTepun B KAPTOHHIl

Kopobui

CaHpo3
dapmacbioTikan3

a.4.

CnoseHis

BMPOGHULITBO 3a
MOBHUM LMK/TOM;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: Jlek
PapmaueBTUyHa
KoMnaHisa a.4.,
CnoBeHisi;
BMPOBHMUTBO in

CnoseHis/
TypeuuunHa/
PymyHis/
Monba

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo
JofaBaHHsA BUPOOHMKA, LU0

3a peyernmom

UA/11166/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
bulk: CaHgos Inak

CaHaii Be TikapeT
A.C., TypeuuuHa;
Canpos 'pyn
Carnuk YpyHnepi
lnaknapi CaH. Be
Tik. A.C.,
TypeyuunHa;

KOHTponb cepii: C.K.

CaHpgos C.P..,
PyMyHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb cepil,
BUMNYCK cepii: Jlek
C.A., Monbwa

BignoBifae 3a BBeE3eHHA Ta/abo
BUNycK cepii) - He Bkovaroum
KOHTPO/b/BUNPOBYBaHHA cepii -
[0aBaHHA BUPOOHYKa,
BiANOBIAA/ILHOIO 3a BUMYCK cepii
- llek dapmaneBTUYHaA KOMMaHis
a.4., Tpimnini, 21, 9220
NeHpaBa, CnoBeHis.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOBHYKa, Lo
BignoBifae 3a BBe3eHHA Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLITBA BifNOBiAaNbLHOI 3a
BUMYCK Cepii, BKIOYaoum
KOHTpO/b cepii - Jlek C.A.,
MonbLua.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNSA 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA [04aTKOBOI
AiNbHULI BUPOBGHMLTBA 415
4acTHM abo BCbOro
BMPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWULA
AN BTOPUHHOTO MaKyBaHHS) -
BBEeEHHS [0AATKOBOI AiNbHUL
Bupo6HuuTea flek C.A., MonbLya
(NepBMHHE NakyBaHHS).
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Yy BUPOBHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULUI BUpOGHMLTBA A5
4acTHM abo BCLOro

BMPOGHMYOr0 NpPoLecy roToBoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby (finbHMULA
AN NePBUHHOTO NaKyBaHHS)
BBEJIEHHS 40AAaTKOBOT AifIbHUL
BMpo6HMUTBa flek C.A., MonbLya
(BTOpPUHHE NakyBaHHS).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsAILB Nic/1A 3aTBEPAKEHHS.
12. AMnoauniH Tabnetku no 10 mr; no CaHpo3 CnoseHisa BUPOBHMLTBO 3a CnoseHisi/ BHECEHHS 3MiH 0 3a peyenmom UA/11166/01/02
CAHAO3® 15 TabneTok y 6nictepi; dapmacbioTikan3 MOBHWUM LMK/IOM; TypeuunHa/ peecTpavuinHMx maTepianis:
no 2 6nictepu B a.a. nepBUHHE Ta PymyHis/ 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
KapTOHHIlA KOpooLi BTOPVIHHE Monbua [oTOBMIA NikapcbKuii 3acio.
nakyBaHHs, BUMYCK 3MiHN Yy BUPOGHULTBI. 3MiHa
cepii: Nlex iMnopTepa/3miHu, Lo
dapmaueBTMyHa CTOCYHTbCS BUMYCKY cepil Ta
KomMaHia 4.4., KOHTPO/H0 SIKOCTi rOTOBOroO
CnoseHis;

BUPOBHMLTBO in
bulk: CaHgo3 lnak
CaHaii Be TikapeT
A.C., TypeyuuHa;

CaHpos 'pyn
Carnvik YpyHnepi
lnaknapi CaH. Be

Tik. A.C,,

TypeyuunHa;
KOHTpOb cepii: C.K.

CaHpgos C.P.J.,
PymyHis; nepeuHHe

Ta BTOpPWHHE
nakyBaHHs,

KOHTpOsb cepii,

BMNycK cepii: Nlek

C.A., Monbwa

nikapcbKoro 3acoby (3amiHa abo
fofaBaHHsA BUPOGHMKA, LU0
BiANOBiAaE 3a BBE3EHHA Ta/abo
BUMNYyCK cepii) - He BkIovatoun
KOHTPO/1b/BUNPOBYBaHHSA cepil -
[04aBaHHS BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BMMNYCK cepil
- llek dapmaneBTUYHA KOMMaHIs
A.4., Tpimnini, 24, 9220
NeHpaBa, CnoBeHis.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOJHO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOGHMKA, LU0
BiANOBiAaE 3a BBE3EHHA Ta/abo
BWMYCK cepii) - Bkntoyaroun
KOHTPO/1b/BUNPOBYBaHHSA cepil -
BBEJEHHS A0AAaTKOBOI AiNbHUL
BMPO6GHMLITBA BifNoBiAaNbHOI 3a
BMNYCK cepil, BKIYaum
KOHTPOsIb cepii - Jlek C.A.,
MonbLia.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NicNs 3aTBEPAYKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3aMiHa

ab0 BBeAEHHS 104aTKOBOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (finbHMULA
AN BTOPUHHOTO MakKyBaHHS) -
BBEEHHS 40AaTKOBOT AifIbHULL
BMpo6HMUTBa flek C.A., MonbLya
(NepBuHHE NakyBaHHS).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA [04aTKOBOI
AiNbHULI BUPOBGHMLTBA 415
4acTHM abo BCbOro
BMPOBGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA
[N NePBUHHOTO NaKyBaHHS)
BBeEHHS [0AATKOBOI AiNbHUL
Bupo6HuuTea flek C.A., MonbLya
(BTOpMHHE MaKyBaHHS).
BBefeHHA 3MiH NPOTArom 6-1n
MicsILLiB NiCNs 3aTBEPAYKEHHS.
13. AMnoaumniH Tabnetku no 5 mr; no 15 CaHpos CnoseHis Nek CnoseHisi/ BHECEHHS 3MiH g0 3a peyenmom UA/11166/01/01
CAHAO3® Tabnetok y 6nictepi; no dapmacbioTikan3 $apmaueBTUYHA TypeuuunHa/ peecTpauiiHux
2 6nicTepu B KAPTOHHIl a.4. KomnaHia 4.4., PymyHis marepianis:3miHu | Tuny - 3MiHN
Kopobui CnoBeHisi BHECEHO [0 iHCTPYKLi Ans
(BMpO6HMLTBO 3a MeAUYHOr0o 3aCTOCYBaHHS
MOBHWUM LMK/IOM; niKapcbKoro 3acoby BiAMnoBiAHO
NepBUHHE i [0 iHdhopmaLii pechbepeHTHOro
BTOPVIHHE niKkapcbKoro 3acoby
nakyBaHHs); (HOPBACK®, Tabnetkm no 5 mr
HoBaprtic Carnuk ab6o 10 wmr) go posginis
Fpa my Tapim "B3aemopis 3 iHWMMKN
YpyHnepi CaH. Be nNiKkapcbknMmy 3acobamm Ta iHLWi
Tik. A.C, TypeuunHa BMAW B3aemogiin” Ta "MNo6iyHi
(KOHTpOSb peakuii”. BBefeHHs 3MiH
Mikpob6ionoriyHoi npoTArom 6-Tn MicALiB nicns
yuctotn); C.K. 3aTBEPAKEHHS
CaHpgos3 C.P.J1.,
PymyHist (kOHTponb
cepii); CaHgos Npyn
Carnuk YpyHnepi
lnaknapi CaH. Be
Tik. A.C., TypeuumHa
(BMPOGHMLTBO in
bulk)
14. AMaoauvniH Tabnetku no 10 mr; no CaHpo3 CnoseHis Jlek CnoseHisi/ BHECEHHS 3MiH A0 3a peyenmom UA/11166/01/02
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NNiBKOBOK 060/TIOHKOIO,
5 mr/80 mr; no 10
Tabnetok y 6nictepi; no
3 abo 5, abo 6 6nicTepis
y nauui 3 KapToHy

mMartepianis:3aMiHu | Tuny -
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2010-072-Rev 01 gns
aitoyoi pevoBuHK Valsartan Big,
BXe 3aTBepAXeHOro BUpobHuKa
ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD;
3MiHuM | TUNy - 3MiHa y MeToauui
BMNpobyBaHHA ans N3 3a
nokasHukom «MikpobiosoriyHa
yncToTax», a came BUNyYEHO
OnUC NPOBEAEHHSI METOANKN,
OCKi/IbKW METOAMKa KOHTPOSIHO 3a
[aHUM NOKa3HNKOM
npoBOAMTLCS BIANOBIAHO A0
Bumor EP, gonosHeHO
nocunaHHAM Ha Jey* (*- pitove
BWAAHHSA); KpuTepii
NPUAHSATHOCTI 3a/IMLLEeHi 6e3
3MiH; 3MiHV | TUNY - BHECEHHSA
3MiH go Cneuudpikauii/ Metogis

BMNpobyBaHHA A®I| BancapTtaH

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CAHOO3® 15 TabneTok y 6nicTepi; dapmacbloTikans dapmaneBTMYHA TypeuunHa/ peecTpauiiHnx
no 2 6nictepu B o.4. KoMnaHisa 4.4., PymyHis mMartepianis:3aMiHu | TUny - 3MiHW
KapTOHHilA KOpO6L CnoBeHis BHECEHO [10 iIHCTPYKLi ANns
(BMpO6HMLTBO 3a MeJMYHOr0o 3aCTOCYBaHHS
NMOBHUM LMK/IOM; nikapcbKoro 3acoby BifnoBifHO
NepBUHHE i [0 iHdopmaLii pechbepeHTHOro
BTOPUHHE nikapcbkoro 3acoby
nakyBaHHs); (HOPBACK®, Tabnetkm no 5 mr
Hosaprtic Carnvk a6o 10 wmr) fo posginis
lga my Tapim "B3aemogis 3 iHWMMu
YpyHnepi CaH. Be nikapcbknmu 3acobamm Ta iHLWi
Tik. A.C, TypeuunHa BUAM B3aemogiii" Ta "MobiyHi
(koHTpOsb peakuii”. BBeeHHS 3MiH
Mikpo6ionoriyHoi NpOTArom 6-Tv MicsLiB nicns
yuctotn); C.K. 3aTBEPKEHHA
CaHpgos C.P..,
PymyHist (KOHTpO/b
cepii); Cangos Npyn
Carnvik YpyHnepi
lnaknapi CaH. Be
Tik. A.C., TypeuumHa
(BUpPOGHMLTBO in
bulk)
15. AMNOCAPTAH TabneTkun, BKpUTI AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16392/01/01
peecTpauiiHnx
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Bifl 3aTBEPKEHOrO BUPOOHMKA
Zhejiang Huahai Pharmaceutical
Co.,Ltd., China, 30kpema
BBE/IEHHS HOBVX MOKa3HWKIB 3
BiANOBIAHUM METOA0M
BUNpo6yBaHHs "HiTpo3amiHn"
(' N-HiTpO30gMMETUIaMIH —He
6inbLue 0,300 Ta N-
HITpo30AMEeTUNAMIH- He GiNblue
0,082) (AdY*2,2,29, 2,2,46);
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuudpikauii/MeTogis
KOHTPpOM0 AP| 3a NOKa3HNKOM
"Badkki MmeTasin'- NokasHuK
BWUYYEHO; 3MiHK | TNy -
BHECEHHS 3MiH f0 Crneumndikaui
A®I| 3a NOKasHMKOM
"PO34MHHICTB"- NOKa3HUK
Buy4eHo (MokasHuk mae
iHhopMaTunBHWIA XxapakTep);
3MiHW | TUMY - BHECEHHSA 3MiH 0
Cneuudpikauii/ MeTtogis
BMNpo6yBaHHA A®| BancapTaH
BMpo6HMKa Zhejiang Huahai
Pharmaceutical Co.,Ltd., China,
30KpemMa BBeAEeHHS HOBOrO
nokasHuKa 3 BinoBigHNM
MeTOA0M BUNPOOYBaHHS
"3anuwkosi asngn” (He Ginblue
4,7 ppm) ([AdY*, 2.2.29)

16.

AMNOCAPTAH

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
5 mr/160 wmr; no 10
Tabnetok y 6nictepi; no
3 abo 5, abo 6 6nictepis
y nadui 3 kKapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minum | Tuny -
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2010-072-Rev 01 gnsa
nitoyoi pevoBuHY Valsartan Big,
BXE 3aTBEP)KEHOro BUPOOHMKa
ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD;
3MiHW | TUMY - BHECEHHSA 3MiH 40
Cneuudpikauii/ MeTtogais
BMNpobyBaHHA A®I| BancapTtaH
BMpOGHMLUTBa Zhejiang Huahai
Pharmaceutical Co.,Ltd., China,
30KpemMa BBeAEeHHS HOBUX
MoKasHWKIB 3 Bi4NOBIAHUM
MeTOA0M BUNPO6YBaHHS

3a peyernmom

UA/16393/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"Hitposaminn" ( N-
HiTpO30AMMETUNaMiH — He
6inbLwe 0,300 Ta N-
HITpO30AMETUNAMIH - HE GinbLue
0,082) (AdY*2,2,29, 2,2,46);
3MiHW | TUMY - BUNYYEHHS
nokasHuka «Baxki meTanun» i3
cneuugikauii Ta MeToiB
KOHTpO/t0 A®I; 3miHm | Tvny -
3MiHa y MeToauLi BUNpobyBaHHSA
Ana N3 3a nokasHNKOM
«MikpobionoriyHa uncrota», a
came BWJyYeHO onuc
npoBefeHHA METOAMNKN, OCKINTbKN
MeTOoAMKa KOHTPO/IO 3a AaHNM
MOKa3HUKOM MPOBOAUTLCSA
BignosigHo o sBumor EP,
[ONOBHEHO NOCUMAHHAM Ha
LOoY* (*- pitoue BUgaHHs);
KpUTepii NPUAHATHOCTI 3a/MLLEHI
6e3 3MiH; 3MiHu | Tuny -
BHECEHHS 3MiH f0 Cneumndikaui
A®I| 3a NOKa3HMKOM
"PO3UYMHHICTBL" - NOKa3HWK
BuyyeHo (MokasHuK mae
iHhopmaTumBHWIA XxapakTep);
3MiHW | TUMY - BHECEHHSA 3MiH 0
Cneuudpikauii/ MeTtogis
BMNpo6yBaHHsA A®| BancapTaH
BMPOGHMLUTBA Zhejiang Huahai
Pharmaceutical Co.,Ltd., China,
30KpemMa BBeAEeHHS HOBOrO
nokasHuka 3 BifnoBigHUM
MeTOA0M BUNPOOYBaHHS
"3anuwkosi asngn” (He Ginblue
4,7 ppm) (4PY*,2,2,29)

17.

AMNOCAPTAH

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
10 mr/160 wmr; no 10
Tabnetok y 6nictepi; no
3 abo 5, abo 6 6nicTepis
y nayui 3 kKapToHy

AT "dapmak"

YkpaiHa,

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minum | Tuny -
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2010-072-Rev 01 gnsa
nitoyoi pevoBuHK Valsartan Big,
BXE 3aTBEP)KEHOro BUPOOHMKa
ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD;
3MiHM | Tuny - 3mMiHa y meToaumui

3a peyernmom

UA/16392/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMNpobyBaHHA ans N3 3a
nokasHnkom «MikpobionoriyHa
ynucToTa», a caMme BUTy4YeHo
OMUC NPOBeAEHHS METOANKN,
OCKiNIbkU METOAWMKa KOHTPOSIHO 3a
[aHVM NOKa3H1KOM
NpoBOAMTLCSA BiANOBIAHO A0
sumor EP, gonosHeHo
nocuniaHHAM Ha dy* (*- gitove
BWAAHHS); KpuTepii
NPUAHATHOCTI 3a/IMLLEHi 6e3
3MiH; 3MiHW | TUMNY - BHECEHHSA
3MiH go Creumdpikauii/ MeTtogis
BMNpo6yBaHHsA A®| BancapTaH
Bifl 3aTBEPAKEHOrO BUPOOHMKA
Zhejiang Huahai Pharmaceutical
Co.,Ltd., China, 30kpema
BBE/lEHHS HOBUX NOKA3HUKIB 3
BiANOBIAHMM METOA0M
BMNpo6yBaHHA "HiTpo3amiHn"
( N-HiTpO30gMMETUNAaMIH —HE
6inbwe 0,300 Ta N-
HiTpO3oAveTUNaMiH- He Binblue
0,082) (AdY*,2,2,29, 2,2,46);
3MiHW | TUMY - BHECEHHS 3MiH JO
Creundikauii/MeTopis
KOHTpoNt0 A®I 3a NOKa3HNKOM
"Bavkki MeTann'"- NoKasHuK
BWTYYEHO; 3MiHW | Tnny -
BHECEHHS 3MiH f0 Crneumndikavi
A®| 3a NOKasHNKOM
"PO3UMHHICTB"- NOKa3HUK
BuyyeHo (MokasHuk Mae
iHhopmaTnBHWIA XapakTep);
3MiHU | TUNY - BHECEHHS 3MiH A0
Cnevyudpikauii/ MeTtogais
BMNpo6yBaHHA A®| BancapTaH
BMpo6GHMKa Zhejiang Huahai
Pharmaceutical Co.,Ltd., China,
30KpemMa BBefeHHsI HOBOrO
nokasHuka 3 BifnoBigHUM
MeTOLOM BUNPOOYBaHHSA
"3anmwkoBi asman” (He GinbLue
4,7 ppm) (APY*, 2.2.29)

18.

AHANbIIH

Tabnetku no 500 mr, no
10 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi, no
10 6nicTepiB y nayuj

AT "Nly6Hnchapm”

Ykpaina

AT "Nly6Hnhbapm"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | Tuny -
3aTBEPLKEHO: AiNbHNLA
NPUroTyBaHHS Ta filbHNUA

Ne 10 — 6e3
peyenma, Ne
100 - 3a
peyenmom

UA/8374/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

hacyBaHHs Lexy Ne4 - 3
BUPOGHMLITBA TBEPANX
nikapcbkux dpopm AT
«Jly6Hndhapm» YkpaiHa, 37500,
MonTaBcbka 06/1., M. Jly6HM,
Byn. bapsiHkoBa,16
(BUroTOBNEHHSA NiKAPCHKNX
3aco6iB, BK/OYaun cTagii
hacyBaHHs Ta nakyBaHHs);
3anponoHOBaHO: AiNlbHALA
NPUroTyBaHHs Ta fiNbHNUA
hacyBaHHSA Lexy Ne4 - 3
BUPOGHMLITBA TBEPANX
nikapcbkunx coopm AT
«Jly6HMdpapm» YkpaiHa, 37500,
MonTtaBcbka 06/1., M. JTy6HwM,
Byn. bapsiHkoBa,16
(BUroTOBNEHHA NiKAPCHKMX
3aco6iB, BKOUaun cragil
hacyBaHHA Ta NakyBaHHs);
AiNbHUUA npurotysaHHA Ne2 Ta
AinbHnUSA hacyBaHHA Ne2 uexy
Ne4 - 3 BUpOGHMLTBA TBEPAUX
nikapcbkux popm AT
«Jly6Hndhapm» YkpaiHa, 37500,
MonTaBcbka 06/1., M. Jly6HM,
Byn. bapsiHkoBa,16
(BUroTOBNEHHSA NiKAPCHKNX
3aco6iB, BK/OYaun cTagii
hacyBaHHs Ta nakyBaHHs).
CynyTHS 3MiHa - 3MiHM 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOBGHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULUI BUpOGHMLTBA A/1S
4acTVHM abo BCLOro
BMPOBGHNYOro Npouecy rotosoro
nikapcbKoro 3acoby (ginbHMULA
AN BTOPUHHOTO MakKyBaHHS) -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(ginbHUUA oNsA NepBUHHOTO
nakyBaHHs); 3MiHW | TUny - 3MiHK
y npoueci BUpoGHMLTBA
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

rOTOBOrO JIiKapCbKOro 3acoby,
AKi BK/TIOYAOTb HOBE
obnagHaHHA ANA NPUroTyBaHHs
Ta pacyBaHHs J13 (TBeEpANX
nikapcbkunx coopm) Liexy Ne4;
3MiHM | TUNY - 3aNPOMNOHOBAHO:
Big, 149,50 kr go 151, 08 kr abo
Bifg 24,750 T. wt. fo 25, 750 T.
wT. Ne10; Big 198,80 kr o 202,
00 kr a6o Big 33,000 T. WT. Ao
33, 800 T. wT. Nel0; Big 3,300 T.
wrt. go 3,380 T. wt. Ne100
(10x10)

UA/6064/02/02

19.

AHOPO®APM®

Tabnetku no 100 mr, no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepiB y
naJi 3 KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis:3miHu | Tuny -
nofaHHsa HOBOro cepTudpikara
BiANOBIAHOCTI EBPONENChKIN
hapmakonei Ne R1-CEP 2013-
244 - Rev 00 gns cybcTtaHuii
LinnpoTepoHy aueTar Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutaii

3a peyenmom

UA/6064/02/01

20.

AHAPO®APM®

TabneTku no 50 mr, no
10 TabneTok y 6nicTepi;
no 2 a6o 5 6nictepis y
naJui 3 KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauinHux
marepianis:3miHu | Tuny -
nojaHHA HOBOro cepTuddikara
BiANOBiAHOCTI EBpONeiiChKilt
apmakonei Ne R1-CEP 2013-
244 - Rev 00 ons cy6eTaHui
LiunpoTepoHy aueTar Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutaii

3a peyernmom

UA/6064/01/01

21.

AHAPO®APM®

PO34uMH NS iH'ekuin, 100
Mmr/mn; no 3 M B
amnyni; no 3 amnynu y
6nictepi; no 1 6nictepy
y nadui 3 KapToHy

AT "®dapmak"

YkpaiHa

AT "dapmak

YKpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
marepianis:3minm | Tuny -
nofaHHsa HOBOro cepTudiikara
BiANOBIAHOCTI EBpONEliChKil
apmakonei Ne R1-CEP 2013-
244 - Rev 00 gns cybcTaHuii
LimnpoTepoHy aieTar Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Hubei Gedian Humanwell

3a peyenmom
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Pharmaceutical Co., Ltd., Kutaii
22, APUN®OH® TabneTku, BKPUTI Ne NABOPATYAP dpaHuis AH®APM MonbLa/ BHECEHHS 3MiH 0 3a peyenmom UA/1001/01/01
PETAPQ, N1iBKOBOK 060/IOHKOIO, CEPBE Mignpuemcteo PpaHuin/ peecTpauinHnx
MPOJIOHroBaHoI Aji No dapmaneBTuyHe AT, IpnaHgjs mMarepianis:3miHu | Tuny - 3MiHN
1,5 mr, 4ns BUpobHuKa MonbLa BHECEHO A0 [HCTpyKUii ans
AHDAPM MNignpremctso (BignosiganbHuii 3a MeANYHOro 3aCToCyBaHHSA
dapmaueBTUyHe AT, BMPOGHMLTBO, nikapcbKoro 3acoby A0 po3Ainis
Monbwa: no 30 KOHTPO/b AKOCTI, "B3aemopis 3 iHWMMKN
Tabnetok y 6nictepi, no nakyBaHHs Ta nikapcbknMmn 3acobamm Ta iHLi
1 6nicTepy B kopobu, 3 BMMYCK cepii ); BMAM B3aemogiin”, "OcobnmBocTi
KapTOHy; Nab6opaTopii Ceps'e 3actocyBaHHA" Ta "Mo6iYHI
[ANns BUPOBHWKIB IHpacTpi, PpaHuis peakui" wopao 6esnekun Ajtoyoi
Na6opaTtopii Ceps'e (BignosiganbHuii 3a peyYoBUHM BiANOBIAHO 40
IHaacTpi, ®paHuisa Ta BUPOBHMLTBO, pekomeHgauii PRAC. BeefeHHs
Ceps'e (IpnaHgis) KOHTPO/b SIKOCTI, 3MiH NPOTAroM 6-Tn MicALiB
IHgacTipc N14, Ipnaxgis: nakyBaHHSA Ta nicnsa 3aTBepaKeHs.
no 15 ta6nertok y BUNyCK cepil); 3MiHu Il TUNYy - 3MiHU BHECEHO
6nicTepi, no 2 6nictepu Ceps'e (IpnaHgis) 00 IHCTPYKLIT Ana MeanyHoro
y KOpo6Lji 3 KapTOHY IHpacTpic N14, 3aCTOCYBaHHS NiKapCbKOro
IpnaHgis 3acoby Ao po3ginis
(BignosiganbHuii 3a "Oco6nMBOCTI 3acTOCyBaHHA" Ta
BMPOGHMLTBO, "Mo6iuHi peakuji”. BBegeHHA
KOHTPO/b AKOCTI, 3MiH NPOTAroM 6-Tu MicALiB
nakyBaHHA Ta nicns saTBepmkeHHs. 3miHu I
BWMYCK cepil) TUMY - 3MiHN BHECEHO [0
IHCTPYKUIT AN MeguuHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "B3aemogis
3 iHLWMMK NiKapCbKMun
3acobamu Ta iHLWi BUAm
B3aemogii", "OcobnmBoCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioA BaritTHOCTi abo
rogyBaHHs rpyaar”, "TMobivHi
peakuii”. BBefeHHs 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
23. ACKOPIN cupon no 100 mn a6o no FneHmapk IHAin neHmapk IHAis BHECEHHS 3MiH 0 3a peyenmom UA/8670/01/01
EKCMNEKTOPAHT 200 mA y NnacTMkoBmx dapmacbloTkans dapmacbloTrKan3 peecTpauinHnx
abo ckIAHUX donakoHax; nra. nra. mMartepianis:3MiHu | TUny - 3MiHn

no 1 donakoHy pasom 3
MipHUM KOBMa4YKoOM Y
KapTOHHIA ynakoBL,i

[0 MeToZiB KOHTPOSO SAKOCTI
rOTOBOrO JliKapCbKOro 3acoby 3a
NMOKa3HUKOM «B'sI3KiCTb» -
3aMiHa BUCKO3MMETpa
Bpykdinbga (LVT-mMogens) Ha
HOBY MOZe/lb BUCKO3UMETP
Bpykdinbaa (Mogens DV-II
+Pro)
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3 6nicTepU y KapTOHHIN
Kopobui

(BMPOGHMLTBO "in
bulk" Ta KOHTpOb
cepiii); BEP/IH-
XEMI AT,
HimeuunHa
(nakyBaHHs,
KOHTPO/b Ta BUMYCK

cepiin); Knoke
®epnakyHrc-Cepsic
mM6x, HimeuunHa
(nakyBaHHs);
MeHapiHi-®oH
XeligeH Mv6X,
HimeuunHa

(makyBaHHs)

peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
24, BEPNINPUN® 10 Tabnetku no 10 wmr, no BEPNIH-XEMI Al HimeuunHa BEPNIH-XEMI AT, HimeuunHa BHECEHHS 3MiH A0 3a peyenmom UA/7553/01/01
10 TabneTok y 6nicTepi; HimeyunHa peecTpauiiHux
no 3 6nictepn y (BUpOBGHMLTBO "in marepianis:3miHu | Tuny - 3MiHN
KapTOHHI KopoobLi bulk" Ta kOHTpONb oo 6e3nekn/edpekTBHOCTI Ta
cepiii); BEP/IH- thapmakoHarnagy. BeefeHHs
XEMI AT, ab60 3MiHU [0 y3arasibHeHNX
HimeuunHa [aHuX Npo cuctemy
(nakyBaHHs, thapmakoHarnagy (BBefeHHs
KOHTPO/b Ta BUMYCK y3arasibHeHUX faHuX Npo
cepiii); Knoke cuctemy chapmakoHarnsgy,
®epnakyHrc-Cepsic 3MiHa YNOBHOBaXeHOI ocobu,
vM6X , HimewunHa BiNOBIAaAbHOT 3a 34iICHEHHS
(nakyBaHHS); thapmakoHarnagy; KOHTakTHOl
MeHapiHi-®oH ocobu 3 hapmakoHarnsgy
XeigeH Mm6X, 3asBHUKA A9 34iACHEHHS
HimeuyunHa thapmakoHarnagy B YkpaiHi,
(nakyBaHHS) AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6u
3as1BHVIKa, BiANOBiAa/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3gjlicHeHHs chapmakoHarnsgy
B YKpaiHi
25. BEPNINPUN® 20 Tabnetku no 20 mr no 10 BEPIH-XEMI Al HimeuunHa BEPIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 0 3a peyernmom UA/7553/01/02
Tabnetok y 6nictepi, no HimeuyunHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3[jlicHeHHs hapmakoHarnsgy
B YKpaiHi
26. BEPNINPUN® 5 Tabnetku no 5 mr; no 10 BEPNIH-XEMI Al HimeuunHa BEPNIH-XEMI AT, HimeuunHa BHECEHHS 3MiH g0 3a peyenmom UA/7553/01/03
TabneTtok B 6nicTepi; no HimeyunHa peecTpauiiHux
3 6nicTepu y KapTOHHIN (BMPOGHUIK, LLIO marepianis:3miHu | Tuny - 3MiHN
Kopobui BVKOHYE woao 6e3nekn/edpeKkTBHOCTI Ta
BMPOBHMLTBO chapmakoHarnsgy. BeefeHHs
npenapary in bulk ab0 3MiHM [0 y3arasibHEeHNX
Ta KOHTPO/b cepii); [aHuX nNpo cuctemy
BEPNIH-XEMI AT, thapmakoHarnagy (BBefeHHs
HimeuunHa y3araslbHeHNX AaHux npo
(BMPOGHUIK, L0 cuctemy chapmakoHarnsgy,
BMKOHYIO€E KiHLleBe 3MiHa yNOBHOBaXeHOI ocobu,
nakyBaHHs; BUMYCK BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
Ta KOHTPO/b cepii); thapmakoHarnsgy; KOHTakTHoOl
Knoke ®epnakyHrc- 0cobu 3 chapmakoHarnagy
Cepsic 'mM6X, 3a8BHMKa AN 34ICHEHHSA
HimeuyunHa thapmakoHarnagy B YkpaiHi,
(BUPOBHVIK, L0 SAKLLO BOHA BigMiHHa Bif,
BVKOHYE KiHL|eBE yMOBHOBaXeHOI 0cobw,
nakyBaHHs); BignoBiAa/IbHOI 3a 34jACHEHHS
MeHapiHi-®oH hapmMakoHarnagy (Bkiroyaoum
XeligeH MM6X, KOHTaKTHi fiaHi) Ta/abo 3MiHn y
HimeuyunHa po3MilLieHHi macTep-chaiina
(BUPOBHVIK, L0 cuctemu hapmakoHarnagy) -
BVKOHYE KiHL|eBE 3MiHa KOHTaKTHOI 0co6u
nakyBaHHS; 3asBHUKa, BiAMNOBIAaIbHOI 3a
BUPOGHMLTBO hapmMakoHarnag B YKpaiHi.
npenapary in bulk, MponoHoBaHa pepakuis: Kyuep
Ta KOHTPO/b cepil) MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHNUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jiicHeHHsa chapmakoHarnsgy
B YKpaiHi
27. BEPNINPUN® Tabnetku no 10 mr/25 mr BEPIH-XEMI Al HimeuunHa BEPIH-XEMI AT, HimeuunHa BHECEHHS 3MiH g0 3a peyernmom UA/5853/01/01
NAKC 10/25 no 10 TabneTtok y HimeyunHa

peecTpauiiHnx
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi; no 2 abo no 3
6nicTepy B KAPTOHHIi
KopoobLi

(BUpPOGHMLTBO "in
bulk", KoHTpoNb
cepiit); BEP/IH-
XEMI AT,
HimeuuunHa (kiHueBe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepir)

mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3araslbHEeHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHs hapmakoHarnsay
B YKpaiHi

28.

BEPOAYAN® H

aepo30/1b [030BaHWIA N0
10 mn (200 po3) y
MeTasIeBOMY GasIOHUMKY
3 03Y04MM KanaHom;
no 1 6a/10H4nKy B
KapTOHHI Kopobui

Bepinrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/bHOI 3a 34jACHEHHS

3a peyernmom

UA/5322/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnsg,.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MmiHa
KOHTaKTHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
Monisyak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi

29.

BEPOTEK®H

aepo30/1b [030BaHWA,
100 mxr/go3y; no 10 mn
(200 po3) y meTanesomy
6a1OHUKKY 3 [O3YIOUNM
KnanaHom; no 1
6asIOHUVKY Y KapPTOHHIl
Kopobui

Bepinrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX AaHWX

3a peyernmom

UA/3123/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag.

3MiHa KOHTaKTHOT 0cobu

3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.

MponoHoBaHa pegakuis:

MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi

30.

BETAMETA3OHY
ANNPONMIOHAT

MOPOLLIOK (Cy6CcTaHuis) y
noaBiliHMX
nonieTUIEHOBMIA MiLKax
ans hapmauesTnuHoro
3aCTOCYyBaHHSA

AT "IMKo®apma"

Yecbka
Pecny6nika

KYPIA ICTTAHIA
C.AY.

IcnaHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HULTBI ADI; Ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakonei) -
OHoBneHn cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
nofaHHA OHOB/IEHOTO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2002-031 - Rev 03
(3atBepmxeHo: R1-CEP 2002-
031 - Rev 02). Ak Hacnigok,
3MiHa Ha3BwW Ta agpecu
BMpo6HuKa Ha KYPIA ICMAHIA
C.A.Y., Icnania / CURIA SPAIN
S.A.U., Spain Mapkye
TexHonoriko [le boeunnno
Mapuena 105 IcnaHig-47151
Boeuunno, Bannagonig /
Parque Technologico De
Boecillo Parcela 105 Spain-

UA/10492/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

47151 Boecillo, Valladolid; 3miHu
y po3aini «Cknagx» (ctano:
6eTameTasoHy AvnponioHary Bif
97,0 no 102,0 % y nepepaxyHky
Ha CyXy peyoBUHY); MPMBEAEHHS
cneumdikauii Ta MeTogis
KOHTPO/IHO AKOCTi 3a
nokasHukamu «lgeHTudikauis»,
«BTpata B Maci npu
BUCYLLYBaHHI», «[utome
ONTWUYHE 06epTaHH»,
«CynpoBigHi JOMILLKN» Ta
«3aNLLKOBI PO3UYNHHUKN» A0
nitoyoi pegakuii CEP Ta Bumor
MoHorpadii E®; BUNYyYEHHSN
nokasHuka «3a/IMLIOoK Npu
npoKastoBaHHi»; peaakuiiHa
3MiHa y cneumdikauii Ta
MeToAax KOHTPOJIH0 AKOCTI 3a
NoKasHNKOM «KinbkicHe
BM3HAYEHHA», a came 3MiHa B
iHchopmawuii Wwoao nocunaHb Ha
MOHorpadii. BBeeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHu 3 aKocTi. API.
CrabinbHicTb. 3miHa nepiogy
MOBTOPHWX
BMNpoGyBaHb/nepioay
36epiraHHa abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI
y 3aTBEPKEHOMY [OCbE
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei, wo
BK/TIOHAE Nepiog, MOBTOPHOrO
BUNPOGYBaHHSA) (iHLWi 3MiHN) -
npuBeaeHHs iHhopMauii LWwoao
TEPMiHY NepekoHTPOoo (CTano:
TepMiH nepekoHTponto: 5 pokis),
YMOB 36€epiraHHs1, ynakoBKu,
MapKyBaHHs Ta TeXHO/OrYHOT
dopmu (cTano: ans
thapmaueBTUYHOro
3acTocyBaHHs) Y BiAMNOBIAHICTb
[0 matepianiB peecTpadiiHoro
[OCbE.

31.

BYMNIBAKAIH

PO34UH A5 iH'EKUIN, 5
mr/mn no 10 mn B
amnyni; no 5 amnyn y

TOB "APTEPIYM
nTo”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 10
peecTpauiiHnx
MaTtepianis:3aMiHu | Tuny - 3miHn

3a peyenmom

UA/17950/01/01

41




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHII1 YapyHKOBIlA
yrnakoBLi B nauui

3 AkocTi. A®l. KoHTponb AdI.
3MmiHa y napameTpax
cneumdikain Ta/abo

[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauiax Ha A®l, abo
BUXIZAHUA/NPOMiXHWIA
npoAayKT/pearexT, wo

BUKOPVCTOBYHOTHCS Y NPOLEC

BMPOGHMLTBA ADI; CynyTHSA
3MiHa - 3MiHu 3 sKocTi. AdL.
KoHTponb A®L. 3MiHa y meTogax
BMNpobysaHHA AdI abo
BMXiZAHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo

BMKOPWCTOBYETLCA Y NPOLIECI

BMPOGHMLUTBA ADI (iHLi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Bkntovatoum 3amiHy abo

[0NoBHeHHs) A®| abo

BVIXiZHOr0/MPOMIXHOro

MPOAYKTY) - BHECEHHS 3MiH A0
cneuugikauii Ta MeToiB
KOHTponto A®| BynisakaiHy
rigpoxnopug, 3oKpema:
BU/TYYEHHS KOHTPOSIIO 3a
nokasHukamu "Baxki metanun" Ta

“Baxkki MeTanm — nnatuHa’ Ha
OCHOBI OL,iHKN pU3KKiB

BMpO6HMKa 3rigHo ICH Guideline

Q3D “Elemental Impurities”

32.

BYMNIBAKAIH
CMNIHAN

PO34UH A5 iH'EKUIN, 5
Mr/mn; no 4 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosui, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji B nauLi

TOB "APTEPIYM
nTo”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AkocTi. ADI. KoHTposib AdI.
3MiHa y napameTpax
cneupndikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWI/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPMCTOBYOTbCS Y NpoOLieCi
BMPOGHMLTBA ADI; cynyTHSA
3MiHa - 3MiHY 3 akocTi. AdL.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®l abo
BMXiAHOTO
mMaTepiany/npomiKHOro
npoayKTy/peareHty, Wwo

3a peyenmom

UA/17997/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Bkntovatoum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/MPOMIXHOr0
MPOAYKTY) - BHECEHHS 3MiH A0
cneuugikauii Ta MeToiB
KOHTponto A®| BynisakaiHy
rigpoxnopug, 3oKpema:
BU/TYYEHHS KOHTPOSIIO 3a
nokasHukamu "Baxki metanun" Ta
“Baxkki MeTanm — nnatuHa’ Ha
OCHOBI OL,iHKN pU3KKiB
BMpO6HMKa 3rigHo ICH Guideline
Q3D “Elemental Impurities”

33.

BYMNIBAKAIHY
rigPoxnorPus,

NopoLUoK (cybeTaHuis) y
noABINHNX
nonieTnIeHoBUX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYyBaHHS

TOB "APTEPIYM
nTar

YKpaiHa

MOEXC KATATAHA
C.n.

IcnaHis

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AkocTi. ADI. KoHTposib AdI.
3MiHa y napameTpax
cneupndikauii Ta/abo
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWI/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPMCTOBYHOTLCS Y NPOLLeCi
BMPOGHMLTBA ADI; cynyTHSA
3MiHa - 3MiHY 3 akocTi. ADL.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA Adl abo
BMXiAHOTO
mMaTepiany/npomiKHOro
npoayKTy/peareHTy, Wo
BMKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLUI 3MiHN Y
mMeToAax BUNpPoGyBaHHSA
(BK/THOYAtOUM 3aMiHy abo
[0MNoBHEHH:) AdD| abo
BVIXiZLHOr0/MPOMiXKHOr0
NPOAYKTY) - BHECEHHS 3MiH [0
cneumdikauii Ta MeTogiB
KoHTponto Ad| ByniBakaiHy
rigpoxnopua, 3okpema:
BW/TyYEHHS KOHTPOJ/IIO 3a
nokasHUKoM "Badkki meTann" Ta
“Badkki MeTasim — nnatuHa” Ha
OCHOBI OLLIHK/ pU3VKIiB
BMpo6HUKa 3rigHo ICH Guideline

UA/17991/01/01

43




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Q3D “Elemental Impurities”
34. BA3OHIT TabneTtku petaps, BKpUTI TOB "bayw Xenc" Ykpaina I.1. dapma N'm6X, ABCTpis BHECEHHS 3MiH 0 3a peyenmom UA/8138/01/01
060/10HKOt0, N0 600 Mr; AscTpis; I'.J1. dapma peecTpauinHnx
no 10 Tabnetok y M6X, ABCTpis marepianiB:TeXHIYHa NoMusIKa
6nictepi; no 2 6nictepu (BignoBifanbHuii 3a (3rigHO Haka3sy MO3 Big,
B KOPOO6Lii 3 KApTOHY BWMYCK Cepil) 23.07.2015 Ne 460). TexHiuHy
NOMWJIKY BUNPaB/IEHO Y TEKCTi
MapKyBaHHS1 Ha BTOPUHHiIlA
ynakoBLji MikapcbKoro 3acooby.
3aTtBepmkeHo: 17. IHWE —
3anponoHosaHo: 17. IHWE
HassHuii WTpux-ko4. 3asHayeHe
BMMpaB/IEHHS BiANoBifae
marepianam peecTpauiiHoro
[0CBE. XHIYHOI NOMW/IKN B
NPUMIpHMKaXx 3MiH A0
MapkyBaHHs
35. BA30MNPO® kancynu no 250 wmr; no AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/11505/02/01

10 kancyn y 6nictepi; no
4 6nicTepu y navui 3
KapToHy

peecTpauiiHux
mMartepianis:3aMiHu | Tuny -
BHECEHHS 3MiH 40 cneuudikawii
Ta aHaNiTUYHMUX METOAIB
BXiJHOTO KOHTPOJIO Ha
XenaTvHOBI Kancyu, a came
BUJTyYEHHS TECTY «Badkki
MeTasn»; 3MiHu | Tuny -
BHECEHHS 3MiH 40 cneuudikawii
Ta aHaNiTUYHUX METOAIB
BXiJHOTO KOHTPOJIO Ha
XenaTvHOBI Kancyu, a came
BWJyYEHHSA NoKasHuKa
«eoMeTpuyHI PO3MipK»; 3MiHK |
TUMY - BHECEHHSA 3MiH 0
crneundikavii Ta aHaIITUYHNX
MeTOZIB BXIAHOTO KOHTPOJIO Ha
XenaTuHOBI kancysm, a came 3a
nokasHukoM «MikpobiosoriyHa
yMcTOTa» KpUTepii
NPUAHATHOCTI Ta BUMOTK
3a/MLweHo 6e3 3MiH, ane
BMKaEHO B HACTYMHIl pegakuii
3aTBEPMAKEHO: 3arasibHe uncio
aepobHKX MiKpoopraHiaMis
(TAMC) 1000 KYOIr,
3anponoHOBaHO: 3arasibHe
4yncno aepoBHMX
MikpoopraHi3mis (TAMC) 103 Ta
3aTBEPMAKEHO: 3arasibHe uncio
OPPKIKOBUX Ta MIICHABUX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rpubis (TYMC) 100 KYOTIr,
3anpornoHoBaHo: 3arasibHe
4YACNO APDKIKOBUX Ta MIICHABUX
rpubis (TYMC) 102 KYO/r) Ta
BiacyTHicTb Escherichia coliB 1
r. HopmartveHe nocunaHHs
[IOMOBHEHO MOCUMIaHHAM Ha
OdY* (*- pitoye BUAAHHS);
BWJTyYEHO NOBHWI BUKNa,
nposefieHHsA MeToaviku. MeTtop
aHanisy BKIloYeHo 1o AdY* Ta
€Bponeiicbkoi hapmakonei*

36.

BA30MPO®

kancynu no 500 wmr, no
10 kancyn y 6nictepi; no
6 6nicTepiB ynauui 3
KapTOHY

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minm | Tuny -
BHECEHHS 3MiH 40 cneuudikauii
Ta aHaNiTUYHNX MeTosiB
BXIZIHOrO KOHTPO/IO Ha
XXenaTuHOBI Kancynu, a came
BU/TyYEHHS TECTY «Badkki
MeTasn»; 3MiHu | Tuny -
BHECEHHS 3MiH 40 creuudikauii
Ta aHaNiTUYHNUX MeTosiB
BXIZIHOrO KOHTPO/IO Ha
XXenaTuHOBI kancynu, a came
BW/TyYEHHA NoKasHuKa
«eoMeTpuyHi pO3MipK»; 3MiHK |
TUNY - BHECEHHA 3MiH A0
crneundikavii Ta aHanTUYHUX
METOZiB BXifHOr0 KOHTPO/IO Ha
XenaTuHOBI Kancynu, a came 3a
nokasHvkom «MikpobionoriyHa
4YMCTOTa» KpUTEpINn
NPUAHATHOCTI Ta BUMOTK
3a/MLeHO 6e3 3MiH, ane
BMKIAAEHO B HACTYMHIW pegakuii
3aTBEPMAKEHO: 3ara/ibHe Yncno
aepobHUX MIKpOOpraHiamis
(TAMC) 1000 KYOIr,
3anporoHoOBaHo: 3arasibHe
4nCo aepobHUX
MikpoopraHismis (TAMC) 103 Ta
3aTBEPMAKEHO: 3arasibHe Yncno
OPDKAKOBUX Ta MICHABUX
rpubis (TYMC) 100 KYOTIr,
3anporoHoOBaHo: 3arasibHe
4YACNO APDKIKOBUX Ta M/IICHABUX
rpubis (TYMC) 102 KYO/r) Ta

3a peyernmom

UA/11505/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiAcyTHicTb Escherichia coli B 1
r. HopmatmsHe nocunaHHs
[OMNOBHEHO MOCUMNAHHAM Ha
[OoY* (*- piloue BUgaHHs);

BW/yYEHO NOBHWI BUKNag,
nposefeHHs MeToavku. MeToq
aHanisy BKIoYeHo fo AdY* Ta

€Bponeiicbkoi hapmakonei*

37.

BAJNICAPTAH

MOPOLLIOK (Cy6CcTaHuis) y
NoABINHMX
nonieTMNEeHOBUX MilLKax
4ns hapmaleBTMYHOro
3acTocyBaHHS

TOB "Toprosa
KoMnaHis "ABPOPA"

Ykpaina

CekoHg, ®apma Ko.,
nra.

Kutai

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | Tuny -
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2014-008 Rev 01 ans
A®I. Fk Hacnigok npuBeAeHHs
cneuugikauii Ta meToaiB
KOHTPOJO SKOCTi 3a
nokasHukamu "CynpoBifHi
nomiwkmn", "Asng” Ta
"HiTpo3amiHn" y BignoBigHIiCTb
no CEP

UA/14402/01/01

38.

BAME/AH

Kancynu m'ski no 15
Kancyn y 6nictepi; no 2
6nicTepy B KAPTOHHii
Kopobui

TOB «YOP/J,
MEAVILIVIH»

YKpaiHa

M.M.®. XACKO-NEK
C.A., MonbLua,;
yopng MEANLINH
INAY CAH. BE
TIOXK. A.LL.,
TypeuunHa

Monba/
TypeuunHa

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/amiHu, LWwo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPOJH SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHs BUPOGHMKA, LU0
BiANOBIAaE 3a BBE3EHHA Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPONb/BUNPOGYBaHHS cepil.
BBefeHHs a/lbTepHaTVBHOTO
BMpOGHUWKa MN13 YOPN
MEOVLVH INAY CAH. BE
TIOK. A.LL., TypeuunHa /
WORLD MEDICINE ILAC SAN.
VE TIC. A.S., Turkey,
BiANOBIA&/IbHOrO 3a BMMNYCK
cepii. Ak Hacnigok, 3'ABAAETbCA
[ofaTkoBa BTOPVHHA YNakoBka,
[e 6yae 3a3HayeHo iHchopmauito
LL|OSI0 &/IbTEPHATUBHOIO
BUpo6HMKa /13. 3MiHM BHECEHI
B IHCTPYKLil0 415 MeanyHoro

6e3 peyenma

UA/17495/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3aCTOCyBaHHS NiKapCbKOro
3acoby y po3ginu "BUpobHuK",
"Micue3HaxomKeHHs BUPOGHMKa
Ta lioro agpeca micus
NpoBaPKEHHA AiSSIbHOCTI" Ta 5K
Hacnifok nosisa AoAaTkoBol
BTOPVHHOI YNakoBKW 414
anbTepHaTUBHOIO BUPOBHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MIiC/1A 3aTBEPLKEHHS
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA [04aTKOBOI
AiNbHULI BUPOBGHMLTBA 415
4acTHM abo BCbOro
BMPOBGHNYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (AinbHULA,
Ha SKiii NpoBOAATLCS by Ab-SKi
BMPOGHUYI CTagjl, 3a BUHATKOM
BUMYCKY Cepili, KOHTPOIO AKOCTI,
NEepPBUHHOTO Ta BTOPUHHOIO
nakyBaHHS1, 4151 HECTePUbHUX
nikapcbknx 3acobis). CynyTHA
3MiHa - 3MiHKM 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs) - 3MiHV 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHV Yy BUPOGHMLTBI. 3amiHa
abo BBeEHHA 404ATKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (finbHMULA
0719 NePBUHHOTO MakKyBaHHS).
BBeeHHs1 anbTepHaTUBHOTO
BMpO6HUuKa M3 YOPNL
MEAVUWH INAY CAH. BE
TIOK. A.LL., TypeuunHa /
WORLD MEDICINE ILAC SAN.
VE TIC. A.S., Turkey,
BiANOBIAa/IbHOIO 3a

BUPOGHMLTBO /13, NepBMHHE Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BTOPWHHE NMaKyBaHHS, KOHTPO/1b
cepil.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILB Nic/1A 3aTBEPAKEHHS.
39. BIHKPUCTUH-MINTI | po3uuH ans iH'ekuiin, 1 Mini Xenckepe Benuka BeHyc Pemegic IHAis BHECEHHS 3MiH 0 3a peyenmom UA/6430/01/01
mr/Ma, no 1 mny Nimiten BpuTanis Nimiteq peecTpauinHnx
chnakoHi; no 1 a6o 10 marepianis:3miHu | Tuny - 3amiHa
nakoHiB B KOpoobLi po3ainy «IpadiuHe
O(POPM/IEHHS YNAKOBKN» Ha
po3ain «MapkyBaHHs» MKHA N3:
3anponoHoBaHo: MapKyBaHHS.
3riAHO 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHM BHECEHI B
TEKCT MapKyBaHHS NePBUHHOI Ta
BTOPUHHOI YNakoBKMN NiKapCbKoro
3aco0y W00 3a3HauYeHHs
MDKHapOAHUX NO3Ha4YeHb
OVHULIb BUMIPHOBAHHS!
40. BMPIB NMOPOLLOK A/19 PO3UYNHY Laiep IpnaHgis BiANOBIgaIbHNIA 32 Ipnangis/ BHECEHHS 3MiH [0 3a peyernmom UA/15706/01/01
Ans iHdysiii, no 400 Of, dapmacbioTikan3 BUNYCK cepil: Himeuuunna/ peecTpavuiiHux matepianis:
1 chnakoH 3 NOPOLLKOM Y Ipnangis Niviteq, Lainep cuwa/ 3MiHu | TMNY - 3MiHK 3 AKOCTI.
KapTOHHIlA KopoobLi dapmacbloTikans CnonyyeHe [oTOBMIA NikapcbKuii 3acio.
Ipnangis Mivites, KoponiscTso/ 3MiHM Y BUPOOHULTBI (iHLWi
Ipnangis; HigepnaHgmn 3MiHW) - BHECEHHS YCiX
BMPOOHMLTBO 3aTBEPAKEHNX BUPOBHNUNX

niKkapcbKoro 3acoby,
KOHTPO/Ib AKOCTI
cepii, BisyanibHa
iHCnekuis:
BetTtep ®apma-
®eprirtoHr 'M6X EH
4 Ko. KI,
HimeuumnHa;
BMPOGHMLTBO
niKkapcbKoro 3acoby,
KOHTPO/Ib AKOCTI
cepii:
KeHmKiH
Balio®apma, NT/,
(o6a EmepmxeHT
BaitoConyLwiHz
(CiBiAi4), CLUA;
KOHTPO/Tb AKOCTI
cepil, BisyanbHa
iHCnekuis:
BetTep ®apma-
®epTirtoHr 'M6X EH
4 Ko. KI', HimeuunHa

OiNbHUUB, 5Ki 6epyTb y4acTb y
BMPO6HMUTBI /13 BignoBigHO A0
marepianis BUPO6HUMKa. XXoagHuX

3MiH B po3gini 3.2.P.3.1.

Bupo6HVKM He BiabyBaETbCS.
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Ne Ha3sBsa nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

41.

rAnonpun

Tabnetkn no 1,5 mr, no

ToBapucTBo 3

BetTtep dapwma-
deprirtoHr TM6X EH
4 Ko. KI, HimeuuunH

a;

BetTtep ®apma-
®eprirtoHr NM6X EH
4 Ko. Kr,
HimeuumnHa;
KOHTPO/Tb AKOCTI
cepi:
LWaiep XblomeH
[xeHeTik Tepanic,
CLUA;
Yapnb3 Pisep
Na6opaTopi3
Aiineng Nta,
IpnaHgjs;
KOHTPO/Tb AKOCTI
cepii (3a BUHATKOM
BMNpPOOYyBaHHA Ha
CTEPUSIBHICTD):
Yapnb3 Pisep
Na6opaTopi3
EniH6ypr
nrta., CnonyyeHe
KoponiscTso;
MapKyBaHHS Ta
nakyBaHHS,
AncTpubyLis HanoBH
€HUX HeMapKoBaHUX
dhnakoHiIB:
EmiHeHT Cepsice3s
KopnopeiiwH, CLUA;
MapKyBaHHS Ta
nakyBaHHS,
AnCcTpubyLis roToBO
ro nikapcbkoro
3acoby:
LIiEAYEN Cannnaii
YeiiH, HigepnaHgy;
LiEAYEN Cannnaii
YeiiH, Higepnangn

Bi3yasibHa iHCneKLuis:

10 TabneTok y 6nicTepi;
no 5 abo 10 6nictepiB y
KapTOHHI Kopobui

o6MexeHo
BiANOBiAA/IbHICTIO

"Xapkiscbke
papmaueBTMYHe

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAANBLHICTIO
"XapkiBcbke

hapmMaLeBTUyHE

YkpaiHa

BHECEHHS 3MiH 0

peecTpauiiHux
marepianis:3miHu Il Tuny - 3mMiHK
3 aKocTi. A®l. BUpo6HMLTBO.

3MiHa BUpO6HMKa

3a peyenmom

UA/12338/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nignpMeEMCTBO
"340poB'a Hapoay"

niANpMEMCTBO
"340poB'a Hapoay"

BVIXiZLHOr0/MPOMIXXHOr0
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BK/TOUaouY,
[e HeobXxifgHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOIO BMPOGHMKA
A®I 3 HagaHHAM MacTep-aiina
Ha A®I) - BBEAEHHSA
[04aTKOBOro
(anbTepHaTMBHOrO) BUPOGHUKA
A®I ranonepugony - VAMSI
LABS LTD, India
(3anponoHoBaHo: Lake
Chemicals Pvt. Ltd., India,
VAMSI LABS LTD, India), ik
Hacnifok BHECEHHS 3MiH B
cneuuqikauito Ta MeToaunKy
KOHTpOsto A®I 3a n. «3a/IMLLKOBI
PO3YMHHMKM (3aNPONOHOBAaHO:
MeTaHosy - He 6inbe 3000
ppm (0,3 %), Tonyony - He
6inbLe 890 ppm (0,089 %),
MeTuneHxnopuay - He 6inbLue
600 ppm (0,06 %) ons
a/IbTEPHATNBHOIO BUPOBHMKA
A®I ranonepugony - VAMSI
LABS LTD, India

42,

rAnonpun

pO34MH AN1 iH'eKUin, 5
Mmr/mn no 1 mn B amnyni;
no 10 amnyn y kopo6u,i 3
KapToHy; no 1 mn B
amnyni; no 5 amnyny
6nicTepi; no 2 6nictepn
B KOPOOLIi 3 KAPTOHY; MO
1 mn B amnyni; no 10
amnyn y 6nictepi; no 1
6nicTepy B kopobu, 3
KapToOHyY

ToBapuncTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpMeEMCTBO
"3p0poB's Hapoay"

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTUyHE
niANPMEMCTBO
"300poB's Hapoay",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BMNyCK cepil);
ToBapucTso 3

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minu |l Tuny - 3miHn
3 aKocTi. A®l. Bupo6HMLUTBO.
3MiHa BUpOGHMKa
BVIXiZLHOr0/MPOMiXXHOr0
npoayKTy/peareHTy, Wwo
BUKOPWCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BKJTHOHatouM,
e HeobxiaHo, micue
NPOBELEHHS KOHTPO/IHO SKOCTI)

0bMexeHot A®I (3a BigcyTHOCTI
BiANOBIAANBLHICTIO cepTuduikara BiZnNoBiLHOCTI
"®apmMaueBTNyHa €Bponeiicbkili hapmakonei y

3a peyernmom

UA/6576/01/01
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Ha3sBsa nikapcbko20

3asiBHUK

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

43.

rAnonpun

KOMnaHis
"340poB'a", YkpaiHa
(Bci cTagji
BMPOGHMLTBA,
KOHTPO/b AKOCTI)

3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BUPOGHMKA
A®| 3 HagaHHAM MacTep-thaiina
Ha A®l) - BBEAEHHSA
[00aTKOBOro
(anbTepHaTMBHOrO) BUPOOHUKA
A®I ranonepugony - VAMSI
LABS LTD, India
(3anponoHoBaHo: Lake
Chemicals Pvt. Ltd., India,
VAMSI LABS LTD, India), sk
HacnigoK BHECEHHS 3MiH B
cneuudikaLiio Ta METOANKY
KOHTposito A®I 3a n. «3a/nLLIKOBI
PO3YMHHUKM» (3aNPONOHOBAHO:
MeTaHosy - He 6inbwe 3000
ppm (0,3 %), Tonyony - He
6inbLue 890 ppm (0,089 %),
mMeTuneHxopuay - He binbLie
600 ppm (0,06 %) ons
aslbTEPHATUBHOIO BUPOBHMKA
A®I ranonepugony - VAMSI
LABS LTD, India

DOPTE

Tabnetkn no 5 mr no 10
Tabnetok y 6nictepi; no
5 a6o 10 6nictepiB y
KapTOHHI Kopobui

ToBapucTBo 3
06MEXEHOI0
BiANOBIAANIbHICTIO
"Xapkiscbke
thapmaueBTUYHe
nigNpPUEMCTBO
"300poB'a Hapoay"

Ykpaina

ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"XapkiBCcbke
hapmaueBTUUHe
nignpueMcTBO
"340poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
marepianis:3miHu Il Tuny - 3mMiHK
3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUpOGHMKa
BUXiAHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BUpo6HMYOMY npoueci Ad®l, abo
3MiHa BMPOGHWMKa (BKHOYaouu,
e HeobxiaHo, micue
NpoBeAEeHHS KOHTPOJIIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®I 3 HafaHHAM MacTep-haiina
Ha A®l) - BBEAEHHSA
[00aTKOBOro
(anbTepHaTVBHOr0) BUPOOHUKA
A®I ranonepugony - VAMSI
LABS LTD, India
(3anponoHoBaHo: Lake

Chemicals Pvt. Ltd., India,

3a peyenmom

UA/12338/01/02
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NPUroTyBaHHS PO3YNHY
Ans iH'ekuiii no 400 mr, 5
CKMSIHMX (h/1aKOHIB 3
niodpinizoBaHnM
nopoLlkom Ta 5 amnyn 3

ITanis
(B1pOGHMLTBO,
nepBuHHE
nakyBaHHS Ta
KOHTPO/Ib AKOCTI

marepianis:3miHu Il Tuny - 3mMiHK
3 AKOCTi. FOTOBUIA Nnikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa y NepBuHHiiA

PO3YMHHMKOM (L-Ni3uH, nopoLuka yNakoBLi FOTOBOrO /iKapCbKoro
Hartpito rigpokcna, Boja niodpinizoBaHoro; 3aco06y (SKICHWIA Ta KinbKicHUIA
AN iH'ekuin) no 5 mny BTOPVHHE cknap) - CtepusbHi fikapcbki
KOHTYPHIli YapyHKOBIl nakyBaHHs, 3aco6u Ta fikapcbki 3acobum

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
VAMSI LABS LTD, India), fiK
HacnifoK BHECEHHSA 3MiH B
cneumdikaLiio Ta MeTOANKY
KOHTpO/0 A®I 3a n. «3a/ULWIKOBI
PO3YMHHIKKM» (3aNpPONOHOBAHO:
MeTaHosy - He 6inbe 3000
ppm (0,3 %), Tonyony - He
6inbwe 890 ppm (0,089 %),
MeTUeHX0puay - He GinbLue
600 ppm (0,06 %) ans
albTepPHATUBHOIO BUPOBHMKA
A®I ranonepugony - VAMSI
LABS LTD, India
44, FEKCUTEKC necapii no 16 mr, no 5 CninbHe yKpaiHCbKO- Ykpaina CninlbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/15693/01/01
necapiis y ctpuni; no 1 icnaHcbke icnaHcbke peecTpauinHnx
abo 2 cTpunu y nauui i3 nignpMeEMCTBO niANpMEMCTBO Marepianis:B/npaBneHo
KapToHy "CMNEPKO "Cnepko YkpaiHa", TEXHiYHY NOMUIKY B
YKPAIHA" YkpaiHa (KOHTpOs1b APYKOBaHOMY BapiaHTi iHCTPYKLUi
akocTi); CninbHe ON51 Me4NYHOro 3aCTOCyBaHHS Yy
YKpaiHCLKO- Ha3Bi po3giny. 3asHayeHe
icnmaHcbke BUNPaB/IEHHS BignoBigae
niANpMEMCTBO marepianam peecTpauiiHoro
"Cnepko YkpaiHa", [0CbLE
YkpaiHa (noBHuUiA
LMK BUPOBHULITBA,
BUNYyCK cepii)
45, FEMUUTABIH KOHLeHTpaT Ans EBEBE ®apma ABCTpis EBEBE ®apma AscTpisi/ BHECEHHS 3MiH 40 3a peyenmom UA/10475/01/02
"EBEBE" po34nHy Ons iHdysii, 40 lec.m.6.X. Hoor.KI lec.m.6.X. Hor. KT, HimeuunHa peecTpauiiHux
mr/mn no 5 mn (200 mr), ABCTPIst (NOBHWIA mMartepianis:3aMiHu | Tuny -
a60 no 25 mn (1000 mr), LMK BUPOOHMLTBA); nofaHHsA OHOBJ/IEHOTO
a6o no 50 mn (2000 mr) Na6op N1C CE & Ko. cepTudikara BiAnNoBi4HOCTI
y thnakoHi; no 1 KI, HimeuunHa €Bponeiicbkiit hapmakonei Ne
h/1aKOHY B KapTOHHii (TectyBaHHs); MM/ R1-CEP 2006-272 - Rev 04 gnsa
Kopoobui Mikpob6ionoriwec A®I| remumnTabiHy Big BXe
Mptochnabop M6X, 3aTBEPAKEHOr0 BUPOGHMKA
AscTpis ScinoPharm Taiwan Ltd,
(TectyBaHHs) TaliBaHb
46. FENTPAN® NOpPOLLOK A660TT Jlabopatopis HimeuyunHa Bionogxici Itanis ITanis/ Mpevis/ BHECEHHS 3MiH 0 3a peyenmom UA/6993/02/01
niocpinisoBaHnii gns m6X Na6opaTtopis C.P.J1., dpaHuis peecTpauiiHnx
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pO34MHYy A5 iH'eEKUi No
500 wmr, 5 cknAHUX
(h/1aKOHIB 3 MOPOLLKOM
nioghinizoBaHum Ta 5
amnysn 3 PO3YNHHMKOM
(L-ni3unH, HaTpito
rigpokcuna, Boga ans
iH'exUili) No 5 mn B
KOHTYPHIli YapyHKOBIi
ynakoBLi, 3aneyaTaHii
/IOMIHIEBOIO (PONLIOLO;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLj y
KapTOHHIlA KOpooLi

Na6opaTtopis C.P.J1.,
ITania
(BMPOGHULTBO,
nepBuHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI
nopotuka
niodpinizoBaHoro;
BTOPWHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUMNYCK Cepiit
roToBOro
nikapcbkoro
3acoby); bionopgxici
ITanis labopaTopis
C.P.J1., Itaniqa
(BMPOGHULTBO,
nepBuHHE

nakyBaHHA Ta

®paHuia

peecTpauiiHnx
marepianis:3miHu |l TUny - 3MiHK
3 AKOCTi. FoTOBWMIA NikapcbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHiIl
yMakoBLii FOTOBOr0 NiKapCbKOoro
3aco06y (SKICHWIA Ta KinbKicHUIA
cknapg) - CtepusbHi nikapcbki
3acobu Ta fikapcbki 3acobu
6ionoriyHoro/iMmyHonoriYHoro
NOXOKEHHS - BBEAEHHS
aNbTepHaTUBHOI NePBUHHOT
yNakoBKW /19 NOPOLLKa
niochinizoBaHOro (CKNAHWUIA
chnakoH 10R 3 giameTpom
wniikm 20 MM Ta rymoBa npobka
3 6pombyTUIy, 3aneyaTaHi
/IIOMIHIEBOIO KPULLIKOHO 3i

3HIMHUM KOBMa4yKoM 3

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBLij, 3aneyaTaHii KOHTPO/b AKOCTi Ta 6ion10riYHOro/iMyHOMOriYHOrO
IOMIHIEBOIO (PONLIOLO; BUMNYCK Cepiii NOXO)KEHHS - BBELEHHS
no 1 KOHTYPHIiA roToBOro aNbTepHaTUBHOI NepPBUHHOT
YapyHKOBIli ynakoBLji B nikapcbkoro yNakoBKM AJ151 MOPOLUKa
KapTOHHIlA KopooLi 3acoby); ®amap niochinizoBaHOro (CKNAHWUIA
A.B.E. Animoc nakoH 10R 3 giameTpom
MnaHT 63, BYN. Ar. wniikm 20 MM Ta rymoBa npobka
Aimitpiy, Mpeuis 3 6pombyTUy, 3aneyaTaHi
(B1pOGHMLTBO, /IIOMIHIEBOIO KPULLIKOHO 3i
nepBuHHE 3HIMHMM KOBMA4YKkoOM 3
nakyBaHHs, noninponinexy) go
KOHTPO/b AKOCTi Ta 3aTBepKeHol NepBUHHOT
BWMNYCK Cepiii YMakoBKM (CKISAHUIA ¢pr1akoH 3
po3ynHHYKKa in bulk); AiameTpoM wniikv 13 mm Ta
damap Nernb, rymosa npobka 3 xnopbytuny,
®paHuisa 3anevyaraHi aJIloMiHIEBOIO
(BUpOGHMLTBO, KPWLLKOK 3i 3HIMHUM KOBMaykoM
nepBuHHE 3 noninponineHy) ans 060x
nakyBaHHSA Ta 3aTBEPAKEHNX BUPOOHWKIB
KOHTPO/1b AKOCTI Bionogxici ITanis NlabopaTopi3
nopoLuka C.P.N., Itania Ta ®amap Jflernb,
niodpinizoBaHoro; PpaHLis
BTOPWHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUMNYCK Cepiii
roTOBOro
niKkapcbKoro 3acoby)
47. FENTPAN® NOpOLLOK AG60TT labopatopi3 HimeuyunHa Bionogxici ITanis ITanis/ Mpeuis/ BHECEHHS 3MiH 0 3a peyenmom UA/6993/02/02
niocpinisoBaHnii gns m6eX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/Ib SKOCTI noninponineny) go
PO3UMHHYKKA); 3aTBepAXeHOl NePBUHHOT
[Jencapm CeH Pewmi, ynakoBKM (CKNsHUIA pN1akoH 3
®paHuisa AiameTpom wuiikv 13 mm Ta
(BMPO6HMLTBO, rymoBa npobka 3 xnopbytuny,
nepBuHHe 3aneyaraHi a/IloMiHIEBOIO
nakyBaHHSA Ta KPWLLIKOIO 3i 3HIMHUM KOBMNaYkoM
KOHTPO/Ib AKOCTI 3 noninponinexy) ans
nopoLuka BMPOGHMKa Bionoaxici ITanis
niodpinizoBaHoro; Na6opatopis C.P.J/1., ITanis,
BTOPWHHE OCKiNbKN 415 BUPOGHUKA
nakyBaHHs, Nendapm CeH Pewmi, ®paHuis
KOHTPO/1b SIKOCTi Ta obunasa 3a3HaveHi
BUMYyCK cepili aNbTepHAaTUBHI TUMX NEPBUHHOT
roToBOro ynakoBKK 3 BiANOBIAHUMY
nikapcbkoro OaHVMK 3aTBEPXKEHI nig Yac
3acoby); ®amap peecTtpaduii /13 B YkpaiHi
A.B.E. Animoc
MnaHT 63, BYN. Ar.
Aimitpiy, Mpeuis
(B1pOGHMLTBO,
nepBuHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BWMNYCK Cepiii
po34MHHKKa in bulk)
48. FMOPEHOPM® Tabnetku no 30 mr; no BepiHrep HimeuunHa BepiHrep Ipeuis BHECEHHS 3MiH 0 3a peyenmom UA/0331/01/01
10 TabneTok y 6nicTepi; IHrenbxanm IHrenbxaiim Ennac peecTpauiiHux
no 6 6nictepis y IHTepHewHn M6X A.E. mMartepianis:3aMiHu | TUny - 3MiHW

KapTOHHI Kopobui

woao 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cucTemu doapMakoHarasgy) -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
MoniBuak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi
49, AAP®EH® KIAC cycnensis opasibHa, 100 MpAT YkpaiHa BMPOGHMLTBO, Higepnangun/ BHECEHHS 3MiH 0 6e3 peyenma UA/18549/01/01
mr/5 mn; no 100 mn, 200 "®apmavleBTUYHa nepBuHHE Ta Icnanis peecTpauiiHux maTepianis:
M1y hnakoHi; no 1 ipma "OapHuus” BTOPVIHHE 3MiHu | TUNY - AgMiHICTpaTVBHI
poNakoHy y KOMMNEKTi 3i nakyBaHHs, 3MiHW. 3MiHa HaliMeHyBaHHS
LUNPULLOM-[03aTOPOM Y KOHTPO/b AKOCTI, Ta/abo agpecu micus
nauui BMNYyCK cepii NPOBaPKEHHS AISNIbHOCTI
roTOBOrO MPOAYKTY: BMpO6HMKa/iMnopTepa roToBoro
[Lendapm Bnagen nNiKapcbKoro 3acoby, BKIoHaUn
B.B., HigepnaHau; LOinbHULL BUNYCKY cepii abo
BUPOBHMLTBO, MicLie MPOBEAEHHS KOHTPOSTHO
nepBuHHE Ta AKOCTI. (BIANbHICTb, 3a AKY
BTOPVIHHE Bignosigae BUPOGHUK/iMNopTep,
nakyBaHHs1, BUMYCK BK/THOYAIOUN BUMYCK Cepili) 3MiHa
cepil rotoBoro HaliMeHyBaHHs BUPOOHUKa
NPOAYKTY: roTOBOrO /liKapCbKoro 3acoby.
Epedrapm, C.J1., 3MiHV BHECEHI B iHCTPYKLIitO ANs
IcnaHis; KOHTPosb MeANYHOr0o 3acTOCYBaHHS
AKOCTI (32 BUHATKOM NiKapcbKoro 3acoby y po3ain
MiKpo6ionoriyHoro "BUpo6HMK" 3 BiAMNOBIAHMM
KOHTPO/T10), BUMYCK 3MiHaMu B TEKCTi MapKyBaHHS
cepii rotoBoro ynakoBOK. BBeAEeHHS 3MiH
NPOAYKTY: npoTArom 6-Tn MicALiB nicns
dapmanigep, C.A., 3aTBEPKEHHA.
Icnanis;
MiKpOGionoriYHNiA
KOHTPO/b
(cy6nigpagHvk
KomnaHii Farmalider,
S.A): biona6, C.J1.,
Icnanis
50. AAP®EH® KIAC cycneHsisi opasibHa, 200 MpAT YkpaiHa BUPOBHMLTBO, Higepnanaw/ BHECEHHS 3MiH g0 6e3 peyenma UA/18550/01/01
POPTE Mr/5 m, no 100 may "papmaueBTuyHa NepBUHHE Ta IcnaHis peEeCTpaLiiiH1X MaTepianis:
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHi, no 1 donakoHy ipma "OapHuus” BTOPUHHE 3MmiHu | TNy - AgMiHICTpaTuBHI
y KOMNAEKTi 3i nakyBaHHs, 3MiHW. 3MiHa HaliMeHyBaHHs
LUNPULLOM-[03aTOPOM B KOHTPO/b AKOCTI, Ta/abo agpecu micus
nauuj BUMYCK cepil NPOBaPKEHHS AiNIbHOCTI
rOTOBOrO NPOAYKTY: BMPOGHMKa/iMnopTepa rotToBoro
[endapm Bnagen NiKapcbKoro 3acoby, BKIOYaum
B.B., HinepnaHnaw; AiNbHULI BUNYyCKy cepii abo
BUPOGHMNLITBO, MicLie NpoBeAEHHS KOHTPO/I0
nepBuHHE Ta AKOCTI. (AIANbHICTb, 3a AKY
BTOPUHHE BiANOBIAae BMPOGHMK/iMNopTep,
nakyBaHHs, BUMYCK BK/IOHAKUM BUMYCK cepiid) 3MiHa
cepii rotoBoro HaliMeHyBaHHs1 BUPOOHMKa
NPOAYKTY: roTOBOrO /1iKapCbKOro 3acoby.
Epedapm, C.J1., 3MiHM BHECEHI B iHCTPYKLUit0 Ans
IcnaHis; KOHTPOsb Me[NYHOro 3aCTOCyBaHHS
AKOCTI (32 BUHATKOM nikapcbKoro 3acoby y po3ain
Mikpo6ionoriyHoro "BUpO6HMK" 3 BigMNOBIgHMY
KOHTPO/I10), BUNYCK 3MiHaMu B TEKCTi MapKyBaHHS
cepii rotoBoro ynakoBOK. BBefeHHS 3MiH
NPOAYKTY: NpOTArom 6-Tv MicALiB nicns
dapmanigep, C.A., 3aTBepKeHHS.
IcnaHis;
MiKpo6ionorivHuiA
KOHTPO/1b
(cy6nigpagHuk
KomnaHii Farmalider,
S.A.): biona6, C.J/1.,
Icnaxis
51. AENY®PEH® cnpeii HazasbHUiA, no 20 Pixapa bittHep Al ABCTpIs Pixapg bitTHep Al ABCTpist BHECEHHS 3MiH 0 6e3 peyenma UA/8539/01/01

M1 abo no 30 mny
N1acTMKOBOMY (D1aKOHI
3 MNacTMKOBUM
posnustoBayem; no 1
h/1aKoHY B KapTOHHii
ynakoBLi

peecTpauiiHnx
Marepianis:3minu | Tuny —
BHECEHHS 3MiHK ao p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6, a came 3MiHa Konbopy
nnacTMKOBOro marepiany ans
thnakoHy (HDPE) 3 REMAFIN-
pre-WHITE RB6 F Ha
REMAFIN-EP-PL00075542-ZT.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPOAXKEHHS;
3MiHU | TUMY — BHECEHHS 3MiHW
no p. 3.2.P.7. Cucrema
KOHTelHep/ 3aKynopBasbHWiA
3aci6, a came 3amiHa
noctavasibH1Ka naacTyKoBoro
nakoHy (HDPE) Medisize
Schweiz AG, Switzerland
KomnaHieto Inden Pharma
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Packaging, Spain.
3anponoHosaHo: Inden Pharma
Packaging, S.L. Calle Avila,6
03440 IBI (ALICANTE), Spain.
Inden Pharma Packaging, S.L.
Calle Avila, 12 03440 I1BI
(ALICANTE), Spain. BegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs; 3MiHu |
TUNY - BHECEHHSA 3MiHU [0 p.
3.2.P.7. Cucrema
KOHTelHep/3aKynopoBasibHUiA
3aci6, a came 3amiHa
noctayasibHUKIB A,03YH0HOro
npuctpoto Ing Pfeifer GmbH Ta
VALOIS, ®paHuis,
nocravanbHnkom APTAR
Eigeltingen HimeuunHa, APTAR
Mezzovico Sa, LWeeliyapis Ta
Aptar Radolfzell GmbH,
HimeuunHa. BBefeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPMKEHHS; 3MiHW | TUNy —
BHECEHHS 3MiHa Ao p. 3.2.P.7.
Cunctema KoHTelHep/
3aKynoproBasibHWiA 3acib, a came
BUJTyYEHHS NoCTavyasibHMKa
niacTMkoBoro cpnakoHy, Greiner
Packaging GmbH, Austria.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS

52.

DIATNI3NA® MR

Tabnetkn 3
MoAandgikoBaHUM
BMBI/TbHEHHAM, M0 60 Mr
no 10 TabneTtok y
6nictepi, no 3 abo 6
6nicTepiB y nayui 3
KapToHY

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis:amiHu Il Tuny - 3miHM
3 AkocTi. A®l. BUpo6bHULTBO.
3MiHa BUpOGHMKa
BVIXiZLHOr0/MPOMiXKHOr0
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKHOYaou,
e HeobXxigHo, micue
NpOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOrO BMPOGHMKA
A®| 3 HagaHHsAM MacTep-chainna

3a peyenmom

UA/6986/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ha A®l)-BBeAEHHSA
albTepPHaTUBHOIO BUPOBHMKA
Bal Pharma Limited, Ingia gns
A niknasmay
53. AIEMOHO® TabneTku, BKPUTI TOB «MIBE Ykpaina Mmi6e Mv6X HimeuunHa BHECEHHS 3MiH 0 3a peyernmom UA/18286/01/01
MNiBKOBOIO 060/10HKOID, YKPAIHA» ApuHaimMiTTeNb peecTpavjiiHnx
2 wr, no 28 TabneTok y marepianis:3miHu | Tuny -
6nictepi; no 1 a6o no 3, BBEJEHHS 4,04aTKOBOro
ab6o no 6 6nictepiB y noctavanbHuka Colorcon ans
nauui 6inoi cymili Ans nNaiBKOBOro
nokpuTTa (Opadry Il 31F58914
White). AkicHWiA Ta KinbKiCHWIA
cknag Ta cneyudikalis cymiwi
NS NNiBKOBOro NOKPUTTSA
3a/IMLIATbCA HE3MIHHUMM
54, APOCMNIPEM® 20 TabneTku, BKpUTI TOB «MIBE Ykpaina mi6e Mm6X HimeyunHa BHECEHHS 3MiH [0 3a peyernmom UA/15867/01/01
NAiBKOBOK 0O0/IOHKOHO, YKPAIHA» ApuHaiimiTTens peecTpauiiHnx
no 0,02 mr/3 wr; no 28 marepianis:3minu | Tuny -
Tabnetok y 6nictepi (24 BBEJEHHS [,04aTKOBOro
aKTUBHI TabneTkn noctavansHuka Colorcon ans
POXeBOro Konbopy + 4 6in0i cymiLi Ans NAiBKOBOro
Tabnetku nnaue6o nokputTs (Opadry Il 31F58914
6inoro konbopy); no 1, White). FkicHWiA Ta KinbKiCHWIA
abo no 3, abo no 6 cknag Ta cneyudikalis cymiLi
6nicTepiB B KAPTOHHIiA 0151 NNIBKOBOrO NOKPUTTA
yNakoBLi 3a/MLLIATHECA HE3MIHHUMU
55. EAAPBIK/TIOP® TabneTkn, BKPUTI AciHo ®apma Al LLIseliyapis Takega lpnaHgis Ipnangis BHECEHHS 3MiH 0 3a peyenmom UA/15204/01/01

NiBKOBOK 060/I0HKOMO,
40 mr/12,5 mr; no 14
TabneTtok y 6rictepi; no
1 a6o no 2 6nictepn y
KapTOHHiA KOpOGL

Nta, Ipnangis
(BMPOGHMLTBO 3a
NMOBHVM LK/TOM)

peecTpauinHux
marepianis:3miHu | Tuny - 3MiHN
wopo 6e3nekn/edpekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX faHnx npo
cuctemy hapmakoHarniagy,
3MiHa yNoBHOBaXeHOI 0cobu,
BiNOBIAANLHOT 3a 34iICHEHHS
hapmakoHarnagy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiACHEHHS
hapmakoHarnsgy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBAaXEHOI 0CcobM,
Bi4NoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHu y
po3MileHHI MacTep-haiina
cuctemn thapmakoHarnagy).
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNnoBHOBaXKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobwu,
BignoBiganbHOI 3a
thapmakoHarnag. 3MmiHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 dhapmakoHarnsay

56.

EAEPMIK

renb 0,1 % no30ry
Ty6i , no 1 Ty6i B nayui

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minu | Tuny -
BHECEHHS 3MiHV A0
cneundikauii N3 3a
NMoKasHWKoOM «Onuc»
(Bi3yasibHO), a came YTOYHEHO
chopmytoBaHHSA BUMOT.
3anponoHoBaHo: Onuc.
OpHopigHwiA, npo3opuii abo 3i
CcnabKoto onanecLeHieto,
6e36apBHWii renb. BeegeHHA
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHS; 3MiHu |
TUNY - BHECEHHS 3MiHU [0
aHaniTMyHoi meToaukm N3 3a
NoKasHNKOM «B’A3kicTb» (ADY,
2.2.10), a came 3MiHa rpagieHTy
weuakocTi 3cysy (6yno: 50,0 c-
1, ctano: 40,0 c-1). Kputepiii
NPUAHATHOCTI HE 3MiHMBCSA

6e3 peyenma

UA/17481/01/01

57.

ENANPA3A

KOHLleHTparT Ans
po3unHy Ans iHdysin, 2
mr/mn, no 3 Mmny
donakoHi; no 1 dpnakoHy
B KapTOHHI kopo6Lyi

Lariep
dapmacbioTikan3
IpnaHgis Nimiteq,

IpnaHgis

BiAnoBiganbHUIA 3a
BWMNYCK Cepil:
Laviep
dapmacbioTikans
IpnaHgia Nimites,
IpnaHgis;
BUPOGHMLTBO
niKkapcbKoro 3acooby,
nepBuHHe
nakyBaHHS,
KOHTPO/Ib SKOCTI

Ipnangis/
Himeuunna/
CLIA/
HigepnaHnamn

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHU Y BUPOBHMUTBI (iHLUi
3MiHW) - BHeCeHHs ycix
3aTBEPAKEHNX BUPOBHNUMNX
AiNbHULUb, SIKi 6epYTb yyacTb y
BMpO6HMUTBI /13 BignoBigHO Ao
mMartepianis BUPO6HMKa. XKogHUX
3MiH B po3gini 3.2.P.3.1.

3a peyenmom

UA/13360/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepii, BisyasnibHa Bupo6HMKM He BiabyBaETbCS.

iHCnekuis:
BetTtep ®apma-
®eprirtoHr NM6X EH
4 Ko. KI', HimeuunHa

BMPOGHMLTBO
niKkapcbKoro 3acoby,
nepBuHHe
nakyBaHHS,
KOHTPO/b AKOCTI
cepii:
KeHmKiH
Baiio®apma, T
(o6a EmepmxeHT
BanoConywiHs
(CibiAW), CLUA,;
KOHTPO/Ib AKOCTI
cepii, BisyasibHa
iHCnekuis:
Bettep ®apma-
®eprirtoHr NM6X EH
4 Ko. Kr,
HimeuumnHa,;
BetTtep dapwma-
deprirtoHr TM6X EH
4 Ko. KI, HimeuuunH
a;
Bettep ®apma-
®eprirtoHr 'M6X EH
4 Ko. KrI,
HimeuumnHa,;
KOHTPO/Ib AKOCTI
cepii:
Llaliep XbloMeH
[bxeHeTik Tepanic,
CLUA;
Yapnb3 Pisep
NabopaTtopi3
Alineng Ntg,
IpnaHgis;
AvcTpubyuis
HarnoBHEHWX
HemapKoBaHUX
hNakoHIB:
EmineHT Cepsice3
KopnopeiiwH, CLUA;
MapKyBaHHS Ta

nakyBaHHA,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AnCcTpubyLis roToBO
ro nikapcbkoro
3acoby:
LIiEAYEN Cannnaii
YeiiH, Higepnangy;
LiEAYEN Cannnaii
YeiiH (Higepnangn)
B.B., Higepnanaun

58.

ECKY3AH®
KPANMI

Kpanni opasibHi no 20 mn
y thnakoHi 3
KpanesnsHuueto; no 1
h/1aKoHY B KapTOHHii
Kopobui

Ecnapma M'm6X

HimeuunHa

dapma BepHirepoge
M6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHun | Tuny - 3MiHN
woao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarningy).
3MiHa YyNnoBHOBaXKEHOT 0cobm
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHosaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
dhapmakoHarnag.

6e3 peyenma

UA/0217/01/01

59.

ECNA-NINOH®
IH'EKL, 600

PO34MH A1 iH'eKUil, 25
Mr/M1 no 24 Mn B
amnyni; no 5 amnyny
KapTOHHI KopoobLi

Ecnapma M'm6X

HimeyunHa

Ecnapma M'm6X,
HimeuuunHa (Bunyck
cepii); 3irdpig
XamesibH TM6X,
HimeuyunHa
(BUPOBHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE

HimeyunHa

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3mMiHn
woAo 6e3nekn/edpekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnsgy (BBefeHHs

3a peyernmom

UA/4179/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs,

BTOPUHHE

nakyBaHHS,
KOHTPO/Ib SIKOCTI)

y3araslbHeHUX JaHuX npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarangy).
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
dhapmakoHarnag.

60.

ECNA-®OLUNH®

NOPOLLIOK A/1A
OpasIbHOr0 PO34MHY MO
3000 mr/naket no 8 r
nopoLuky (3000 mr
Lit040i pevoBUHN) y
nakeTi; no 1 nakeTy B
KapTOHHIA ynakoBL,i

Ecnapma M'm6X

HimeuunHa

ecnapma dapma
Cepsices 'M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs);
Ninpgodhapm MméX,
HimeuunHa
(BUPOBHMLTBO
Hepo3acosaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK Cepil)

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
woao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarniagy).
3MiHa YyNnoBHOBaXKEHOT 0cobm
3as1BHVKA, BiANoBiAa/IbHOI 32

3a peyenmom

UA/14782/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnx
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
dhapMakoHarasng,.

61.

E®EPA/ITTAH

CYNno3uTopIi peKTasbHI
no 80 wmr; no 5
cynosunTopiiB y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopoobui

YMNCA CAC

dpaHuin

YICA CAC

PpaHuis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TURY - 3MiHK WoA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y

KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3acoby B micspeecTpayiiiHmii
nepiog, abo sk pesynoTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BignoBiAHO 40
nnaHy negjaTpudHnX
pocnigxeHb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHVM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLiT
ANA MeANYHOro 3acTOCyBaHHS

nikapcbKoro 3acoby A0 po3ginis:

"Cknag"(yTouHeHHs) Ta
"MNpoTunokasaHHA" LLOA0
6e3nekn 3acTocyBaHHs
[,0NOMDKHOT PEYOBUHW.
npuBeaeHHs iHhopMauii LWoao
Ha3BW [LONOMIXHOI PEYOBUHU Y
BiAMNOBIAHICTb A0 gitoyoi EP
MoHorpadist «Hard Fat with
Additives» Ta KepiBHuutea €C
«Annex to the European
Commission Guideline on
excipients in the labelling and
package leaflet of medicinal
products for human use» 3
BigNoBigHMMM 3MiHaMK1 [0 p.
«Cknag,. [JonoMixHi pe4yoBnHU»
MKSA /13. BBefeHHs 3MiH

6e3 peyenma

UA/5237/03/01
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Ha3sBsa nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

62.

E®EPA/TAH

npoTArom 6-Tu MicAUiB micns
3aTBEPKEHHS.

nocsio4YeHHs

63.

E®EPA/ITTAH

Cyno3nTopii peKkTasbHi
no 150 mr; no 5
Cyno3uTopiiB y 6nicTepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuia

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHs 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKOro
3acoby B nicnispeecTpaviiiHmii
nepiog, abo sk pesynbtar
OLIiHKM 3BITY 3 AOC/iKEHD,
npoBefeHrX BignoBigHO A0
naaHy negiatpuyHnx
pocnigxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpPraHoM).
3MiHU BHECEHO A0 IHCTPYKLiT
AN MeANYHOro 3acTOCyBaHHs
nNikapcbKoro 3acoby [0 po3ginis:
"Cknap"(yTouHeHHs) Ta
"MpoTunokasaHHA" LWoa0
6e3nekn 3acTocyBaHHs
[L,0MOMIXHOT PEYOBUHM.
npvBefeHHs iHpopmal,ii Lwoao
Ha3BW JOMOMDKHOI PEYOBUHWN Y
BigNoBigHICTL A0 Aitouoi EP
MoHorpagist «Hard Fat with
Additives» Ta KepiBHuutea €EC
«Annex to the European
Commission Guideline on
excipients in the labelling and
package leaflet of medicinal
products for human use» 3
BiAMNOBIAHMMM 3MiHaMK [0 p.
«Cxknag. [JonoMixHi pe4yoBUHU»
MKSA N13. BBeeHHA 3MiH
npoTArom 6-Tn MicALiB nicns

6e3 peyenma

UA/5237/03/02

CYno3uTopIi peKkTasbHI
no 300 mr; no 5

Cynos3uTopiiB y 6nicTepi;

YMNCA CAC

dpaHuis

YICA CAC

PpaHuis

3aTBEPIKEHHS.
BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:

3MiHW | TMNY - 3MiHK Woao

6e3 peyenma

UA/5237/03/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 2 6nictepu B
KapTOHHilA KopooLi

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepucTu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLi Ans
Me[MYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIAXEHD,
npoBefeHnX BigNoBiAHO J0
nnaxy negjiaTpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3rOfPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHUM OpPraHoMm).
3MiHV BHeceHOo A0 [HCTpyKu,i
AN5 MeNYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ginis:
"Cknag"(yTouHeHHs) Ta
"MpoTunokasaHHA" LWoA0
6e3nekn 3acTocyBaHHs
[LOMOMDKHOI PEYOBUHM.
npuseaeHHs iHhopmauii LWoao
Ha3BU JOMOMDKHOI PEYOBUHMN Y
BignoBigHicTb A0 Aitoyoi EP
MoHorpadisi «Hard Fat with
Additives» Ta KepiBHnutBa EC
«Annex to the European
Commission Guideline on
excipients in the labelling and
package leaflet of medicinal
products for human use» 3
BiAMOBIAHVMMM 3MiHaMK [0 p.
«Cknag. [JonoMixHi pe4oBUHN»
MK$A /13. BBeAeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPKEHHS.

64.

XACTIHAA

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
2 mr/0,03 wr; no 21
Tabnetyi y 6nictepi; no
1 a6o no 3 6nictepu B
naJi 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nika

NTabopaTopioc JleoH
dPapma C.A.

IcnaHis

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHu | Tuny - 3MiHW
woAo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHV BHECEHO [0 IHCTPYKLUIT
[ANA MeAUYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao posginis

UA/13217/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"MpoTunokasaHHs", "B3aemogis
3 iHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUan

B3aemogii", "OcobnmBocCTi
3acTocyBaHHA" BignoBigHO [0
OHOB/IEHOT iHdhopMaLiii 3
6e3nekn 3acTocyBaHHs Ajto4oi
peyoBUHY (eTUHINECTpagiony).
TepMiH BBELEHHS 3MiH
npoTsArom 6 micAyis nicns
3aTBEePMKEHHS. 3MiHK | TUny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
kogy ATX - 3MiHV BHECEHO A0
IHCTPYKUIT AN MeguuHoro
3aCcTOCYyBaHHS NikapCbKoro
3acoby A0 po3ainy

"@apmakoTepaneBTUYHa rpyna.
Kog ATX" BignoBigHo Ao

MiKHapOAHOro kKiacudikaropa
Konis BOO3
(http://www.whocc.no/atc_ddd_i
ndex/):
3anponoHoBaHo: FOpMOHU
cTaTeBux 3a/103 Ta npenaparu,

AIKi 32CTOCOBYIOTb NPW NaToNorii

cTaTteBoi chepun. FOpMOHasIbHI

KOHTpauenTuBmn 415 CUCTEMHOIO

3acTocyBaHHs. [porectareHn Ta

ecTporeHu, ikcoBaHi
KoMmbGiHauji. flieHorecT Ta
eTuHinectpagion. Kog ATX
GO3A Al6. TepmiH BBeZeHHS
3MiH NpOTArom 6 MicAuiB nicns
3aTBEPAKEHHS.

65.

300AK®

Kpanni opasbHi, 10
Mr/Mn o 20 M po3UnHYy
y donakoHi 3
KpanenbHuLeto; no 1
pNakoHy B KAPTOHHIl
Kopobui

TOB "Onenna
Xernckea YkpaiHa"

YKpaiHa

Eii. HatTepmaHH
eHg Caiii. FTmM6X,
HimeyunHa; TOB
"3eHTiBa", Yecbka
Pecny6nika

Himeuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AKOCTi. FoTOBWMIA NikapcbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneupndikauivi Ta/abo
[ONYyCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NiKapCbKOro
3aco6y (BW/IyYEHHST HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuka)) -
BUJTYYEHHS HE3HAYHOTO
nokasHuka 3i cneupdikauii

6e3 peyenma

UA/4070/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

ynakoska) nocsi04YeHHs1

NePBUHHNX NaKyBaslbHUX

matepianis 13 3ogak®, kpanni
opaJibHi, a came - po3mipu
nakyBaHHs
66. 30KCOH® 2 Tabnetku no 2 mr, Ne 10: TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 3a peyenmom UA/6300/01/02
no 10 TabneTok y ABeHTiC YkpaiHa" Pecny6nika peecTpauinHnx

6nicTepi; no 1 6nictepy
B KapTOHHIi kopo6u; Ne
30 (15x2): no 15
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHiIl
Kopobui

marepianis:3miHu | Tuny -
OHOBJIEHWIA cepTudpiKaT Bif yxe
3aTBEPKEHOr0 BUPOOHNIKA,
nofaHHs OHOB/IEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
RO-CEP 2011-097-Rev 03 gnia
A®I Jokca3o3uHy me3unary Big
BXE 3aTBEP)KEHOro BUPOOHMKa
SANECA PHARMACEUTICALS
A.S., y Hacnifok 3a3HavyeHHs
[04AaTKOBUX YMOB A/15
napodghasHoro npo6osiabipHuKa
0151 aHaNiTUYHOT MEeTOAMKM 3a
MOKa3HUKOM «3a/IULLKOBI
KiNIbKOCTi OpraHivyHmnx
PO3UMHHVIKIB»; BULASIEHHS
nokasHuka «Baxki meTanu» 3i
cneuudikauii Ad®I;
3MiHW | TUNY - OHOBNEHWIA
ceptudikar Big yxe
3aTBEPAKEHOr0 BUPOGHUKA,
nofaHHA OHOB/IEHOTO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2011-097-Rev 00 gns
A®| [lokcaszosnHy Me3nnarty Big,
BXe 3aTBepAKEeHOro BUPo6HMKa
SANECA PHARMACEUTICALS
A.S., y HacnigoK 3a3Ha4yeHHs
BiICYTHOCTi 3aHECeHHs
e/leMeHTapHUX AOMILLOK 3rigHO
knacudikauii ICH Q3D;
3MiHN | TUMY - OHOBNEHUIA
cepTuaikaT Bif yxe
3aTBEPKEHOrO BUPOBHNIKA,
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponeiicbkin hapmakonei Ne
R1-CEP 2011-097-Rev 01 gnsa
A®I Jokca3o3uHy me3nnary Big
BXE 3aTBEP)KEHOro BUPOOHMKa
SANECA PHARMACEUTICALS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
A.S., y Hacnigok 3miH y agpeci
BMPOBHUKA NPOMIDKHOTO
npoaykty CHONGQING
WORLD HAORUI PHARM-
CHEM CO., LTD. 6e3 3miHu
MicLs BUPOGHULITBA
67. 30KCOH® 4 Tabnetkun no 4 mr Ne 30 TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 40 3a peyenmom UA/6300/01/03
(15x2): no 15 TabneTok ABeHTIC YKpaiHa" Pecny6nika peecTpauiiHux

y 6nicTepi; no 2
6nicTepy B KAPTOHHii
Kopobui

marepianis:3minm | Tuny -
OHOBJ/IEHWIA cepTudikaT Bif yxe
3aTBEPIKEHOrO BUPOGHUKA,
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
RO-CEP 2011-097-Rev 03 gns
A®| [lokcazo3nHy Me3unarty Bij,
BXe 3aTBepA)KeHOro BUpobHuKa
SANECA PHARMACEUTICALS
A.S., y Hacnifok 3a3HavyeHHs
[04aTKOBMX YMOB A1
napocpasHoro npo6oBiabipHUKa
0151 aHaNiTUYHOI MEeTOAMKM 3a
NOKa3HUKOM «3a/TULLKOBI
KINIbKOCTi OpraHivyHmnx
PO3UMHHVIKIBY»; BULAUIEHHS
nokKasHuka «Baxki MeTanm» 3i
cneumdikauii A®l;
3MiHN | TUMY - OHOBNEHUIA
cepTuaikaT Bif yxe
3aTBEPKEHOrO BUPOBHNIKA,
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2011-097-Rev 00 gnsa
A®I Jokca3o3uHy me3nnary Big
BXE 3aTBEP)KEHOro BUPOOHMKa
SANECA PHARMACEUTICALS
A.S., y Hacnifok 3a3HavyeHHs
BiJCYTHOCTI 3aHECEHHS
efleMeHTapHMX AOMILLIOK 3rifHO
Knacudikauii ICH Q3D;
3MiHW | TUMY - OHOBNEHWIA
cepTudikar Bif yxe
3aTBEPIKEHOrO BUPOGHUKA,
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2011-097-Rev 01 ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

A®| lokca3zo3nHy Me3unarty Big,
BXe 3aTBepA)KeHOro BUpobHuKa
SANECA PHARMACEUTICALS
A.S., y Hacnigok 3miH y agpeci
BMPOBHUKA NPOMIDKHOTO
npoaykty CHONGQING
WORLD HAORUI PHARM-
CHEM CO., LTD. 6e3 3miHu
MicLs BUPO6HULITBA

68.

30NTA

KOHLieHTpaT Ans
pO34nHy Ons iHgysil, 4
Mmr/5 M, no 5mny
chnakoHi; no 1 donakoHy
B KapTOHHI Kopo6Lyi

Awmakca T4

Benuka
BputaHis

Na6opaTopioc
HopwmoH C.A.

IcnaHis

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHun | Tuny - 3MiHN
3 akocTi. CepTudikar
BignosigHoCTI/IE-cepTudcikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTepiany/peareHTy/npoMibKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HULTBI ADI; Ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakonei) -
Hoswii cepTudikar Big, HOBOTrO
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - NOAAaHHS HOBOrO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkii hapmakonei Ne
RO-CEP 2018-191-Rev 01 gns
A®| 30/1€4pPOHOBOT KUCMOTN
MOHOriApaTy Big, HOBOrO
BMpobHuka Pharmaceutical
Works Polpharma S.A., Poland
(BONOBHEHHS).
3anponoHosaHo: Jubilant
Generics Limited, India;
Pharmaceutical Works
Polpharma S.A., Poland.

3a peyenmom

UA/15207/01/01

69.

IHTErPUNIH

pO3unH Ns iHQysil,
0,75 mr/mn; no 100 mny
donakoHi 3i ckna, no 1
pN1aKoHY B KAPTOHHIl

"nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuvka
BpuTtaHis

nakco OnepeiiLHe
IOK NimiTeq

Benvka
BpuTaHis

BHECEHHS 3MiH 40
peecTpauiiHux
mMaTtepianis:3aMiHu | Tuny - 3mMiHn
3 AKOCTi. [0TOBWIA NikapCbKuii

3a peyernmom

UA/5840/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopobui

3aci6. KoHTposb rotoBoro
nikapcbKkoro 3acoby. 3miHa y
mMeTofax BUNPo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHS). BHeceHHs
He3Ha4yHMX 3MiH A0
3aTBEPAXKEHNX MEeTosIB
BunpobysaHHsa /13, a came-
3aMiHa BNacHoro eTasIoHHOro
PO3YMHY CYMiLLi JOMILLOK
entTugibatngy Ha
cepTUdiKoBaHUiA pO34nH
TecToBOI CyMii Ans
iaeHTudikauii Ta KinbkicHoro
BU3HAYEHHS CYNpPOBigHNX
OOMiLOK enTudibaTnay
metogom BEPX. Takox,
BHECEHHS 3paskiB xpomaTorpam
0o po3ainy MKA «KinbkicHe
BU3HAYEHHSA» Ta BUNPaB/IEHHSA
HanucaHHA KpaiHu 3asBHUKa Y
MKA N3 3i «CnonyyeHe
KOpO/iBCTBO» Ha «Benuka
BpuTtaHis» ans y3romkeHHs 3
peecTpauiiHUM NOCBiAYEHHAM
Ha /13

70.

IPUHOTEKAH
MELAK

KOHLleHTpaT Ans
NPUroTYBaHHSI PO3YNHY
ans indpysiii, 20 mr/mn
no 2 mn (40 mr), a6o no
5 mn (100 mr), abo 15
M (300 Mr) y cknstHoMy
dhnakoHi, no 1 dpnakoHy
B nauuj

Mepak Nesenbluadt
chrop KniHiwe
Lnevujansnpenapat
e m6X

HimeyunHa

Mepak esenbliadpt
dorop KniHiwe
Lneujansnpenapat
e M6X, HimeyunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
MapKyBaHHs1
nepBUHHOT
yNaKkoBKM, BTOPVHHE
nakyBaHHs,HaHeceH
HS1 3aXUCHOI NIBKM
(onuioHanbHo)
KOHTPO/1b/BUNPOGYB
aHHA cepii Ta 3a
BMNyckK cepii); Mea-
IKC-Mpecc Mm6X,
HimeuunHa
(BMpPOGHUVIK, L0
Bignosigae 3a
MapKyBaHHS Ta
BTOPWHHE

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AKOCTi. FoTOBWMIA NikapcbKuii
3aci6. KoHTposib roToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHK). 3MiHa AOMYCTUMMNX
MeX y cneumdikadii N3 3a
NOKa3HUKOM «KO/bOPOBICTb» Ha
MOMEHT BUMYCKY Ta Ha TEPMiH
npugaTHocTi, a came 3 GY3 Ha
GY2. lopaTkoBO NpuBefeHHs
MeTOAiB KOHTposto /13 'y
BiANOBIAHICTb A0 cneuudikauii
Ta METOAUK KOHTPOSIO
BUPOGHMKa

3a peyenmom

UA/11702/01/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs,
HaHeCeHHs 3axX1CHoT
nniBku
(onuioHanbHo));
OukoTek dapma
MpogakwH M6X,
HimeuunHa
(BUPOBHVIK, WO
Bignosigae 3a
BMPOGHMLTBO
niKkapcbKoro 3acoby,
nepBuHHe
nakyBaHHs,
MapKyBaHHs1
nepBUHHOT
yNaKkoBKM, BTOPVHHE
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHsA cepii)

3a peyenmom

UA/16675/01/01

71.

NOANKCAHO- -
IOHIK

pO34uH ANs iH'ekuiid, 320
mr/mn; no 50 mn abo no
100 mn y chnakoHi; mo 1
(h/1aKOHY Y KapTOHHilA
ynakoBLi

"FOHiK
PapmacboTuKan
Na6opaTtopiz"
(BipZineHHs ipmmn
"[x. B. Kemikan3
eHf
®PapmacboTuKan3
Nta.")

IHais

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

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro
3acoby B mic/speecTpavyiiiHmii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBiAHO J0
nnaHy negjiaTpuiHnX
pocnigxeHb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOBa)XXEHVIM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLiT
ANA MeANYHOro 3acTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA"
o0 6e3nekn 3acTocyBaHHA
[ito40i pevyoBuHY, BignoBigHO A0
pekomeHgauii PRAC. BeefeHHs

3MiH NpoTsirom 3-x MicsAuiB nicas
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPMAKEHHSA
72. KANbLIA -43 TabneTku XyBasibHi N0 AciHo ®apma Al LLiBeiiuapis Takena AC Hopseris BHECEHHS 3MiH 0 UA/3541/01/01
HIKOMEQ 3 20 a6o no 50, a6o no peecTpauiiHnx
ANENMbCUHOBUM 100 TabneTok y mMarepianis:3miHu | Tuny - 3MiHN
CMAKOM donakoHi; no 1 dpnakoHy 3 AkocTi. ADI. KoHTposb AdI.

B KapTOHHI kopo6Lyi

3miHa B MeToauLi BUnNpobyBaHb
A®I, a came- gofaBaHHA
pamaHiBCbKOi cnekTpockonii
(BignoBigHo go EP 2.2.48) B
AKOCTi @lbTePHATUBHOrO MeToay
iaeHTuiKaLl KanbLito
Kap6oHaty. 3MiHu | Tuny - 3mMiHKn
3 AkocTi. A®l. KoHTponb Ad®I.
3mMiHa B MeToauLi BUNpo6yBaHb
A, a came- fofasBaHHA
pamaHiBcbKoi cnekTpockonii
(BignosigHo fo EP 2.2.48) B
AKOCTi aNlbTEPHATMBHOIO MeToay
ineHTndikauii KoHUeHTpaTy
xonekanbuudepony
(nopowkoBa chopma). 3miHu |
TUMY - 3MiHW 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
O0MNOMDKHWX PEYOBUH. 3MiHa B
MeToAuLj BUNpo6yBaHb
[0MNOMIKHOT peyoBMHU, a came-
[04aBaHHS paMaHiBCbKOT
cnekTpockonii (Big4noBigHO A0
EP 2.2.48) B akocTi
anbTepHaTUBHOIO MeToay
ineHTndikauii MarHito cteapary.
3MiHM | TUNY - 3MiHK 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
KOHTPO/b JONOMIDKHIX PEYOBUH.
3MiHa B MeToauLi BUNpo6yBaHb
[OMOMDKHOT peYOBMHY, a came-
[0faBaHHA pamMaHiBCbKOi
cnekTpockonii (Bi4NoBigHO A0
EP 2.2.48) B sKOCTi
a/lbTEPHATUBHOIO MeToay
ineHTudikayii noBigoHy. 3MiHu |
TUMY - 3MiHW 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa B
MeToAuLj BUNpo6yBaHb
[OMOMDKHOT peYoBMHY, a came-
[0o[aBaHHS paMaHiBCbKOT
cnekTpockonii (BignoBigHO A0
EP 2.2.48) B siKoCTi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

a/IbTEPHATUBHOIO MeToay
iaeHTuiKaLii kennity. 3MinHu |
TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa B
MeToAuLj BUNPo6yBaHb
[OMOMDKHOT peYOBMHY, a came-
[o[aBaHHA paMaHiBCbKOT
cnekTpockonii (BignosigHO A0
EP 2.2.48) B sKOCTi
anbTepHaTUBHOrO MeToAy
iaeHTudikauii cykpanosu. 3miHu
| TNy - 3miHKM 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHUX PeYOBUH. 3MiHa B
MeToAuLj BUNpo6yBaHb
[0MOMDKHOT peyoBMHU, a came-
[0[aBaHHS paMaHiBCbKOT
cnekTpockonii (Bi4noBigHO A0
EP 2.2.48) B akocTi
anbTepHaTUBHOIO MeToay
iaeHTudikauii anenbC1HOBOro
apoMaTU30BaHOro rpaHynsaTy

73.

KANbLIA -A3
HIKOMEZ, 3
ANENBCYHOBUM
CMAKOM

TabneTku XyBasibHi N0
20 a6o no 50, abo no
100 TabneTok y
thnakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6ui

AciHo ®apma Al

LLisefuapis

Takepa AC

Hopseris

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cmcTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHVKa, BigNoBigaIbHOT 3a
dpapMakoHarnsg.

6e3 peyenma

UA/3541/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[jACHEHHSI OCHOBHOT AisNbHOCTI
3 chapmakoHarnsgy.

74.

KANbLIA-A3
HIKOMEL,
OCTEO®OPTE

TabneTkn XyBasibHi; Mo
30 a6o no 60, a6o no 90
TabneTok y hNakoHi; no
1 dpnakoHy B KapTOHHIi
Kopobui

AciHo dapma Al

LLiBefiuapis

Takepa AC

Hopseris

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHun | Tuny - 3MiHN
3 AkocTi. A®l. KoHTponb Ad®I.
3mMiHa B MeToauLi BUNpo6yBaHb
[it040T peyoBUHY - fOAaBaHHSA
pamaHiBCcbKoi cnekTpockonii
(BignosigHo no Ph.Eur. 2.2.48) B
AKOCTi aNlbTEPHATMBHOIO MeToAy
iaeHTudikauii kasbLjto
KapboHaTy. 3MiHu | TNy - 3iHK 3
akocTi. A®l. KoHTponb AdL.
3miHa B MeToaMLi BUNpobyBaHb
Lit040i pevoBUHY - AOAaBaHHS
pamaHiBCbKOi cnekTpockonii
(BignoBigHo o Ph.Eur. 2.2.48) B
AIKOCTi a/lbTepPHaTUBHOTO MeToay
ineHTudikauii KoHUeHTpaTy
xonekanbuudepony
(nopoLukoBa copma).
3MiHN | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTPO/b fONOMDKHUX PEHOBUH.
3miHa B MeToauLi BUnNpobyBaHb
[OMOMDKHOT PEYOBUHY -
[0o[aBaHHS paMaHiBCbKOT
cnekTpockonii (BignoBigHO A0
Ph.Eur. 2.2.48) B akocTi
anbTepHATUBHOrO MeToAYy
ineHTudbikauii marrito cteaparty.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOb AONOMDKHUX PEYOBYH.

3mMiHa B MeToauLi BUNpo6yBaHb
[ONOMDKHOT PEYOBUHY -
[0faBaHHS paMaHiBCbKOT

6e3 peyenma

UA/12922/01/01

74




Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

cnekTpockonii (Bi4noBigHO A0
Ph.Eur. 2.2.48) B AkoCTi
anbTepHaTUBHOIO MeToay
ineHTudbikauii noBigoHy. 3miHn |
TUMY - 3MiHW 3 SKOCTi. F0TOBWIA
nikapcbkuii 3acié. KoHTponb
[OOMOMDKHMX PEeYOBUH. 3MiHa B
MeToAuLj BUNpobyBaHb
[ONOMDKHOT PEYOBUHY -
[0[aBaHHA pamMaHiBCbKOi
cnekTpockonii (Bi4NoBigHO A0
Ph.Eur. 2.2.48) B akocTi
a/IbTEPHATUBHOIO MeToay
iaeHTiKaLii Kennity. 3MinHu |
TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa B
MeToAuLj BUNpo6yBaHb
[OMOMDKHOT PEYOBUHY -
[oJaBaHHS paMaHiBCbKOT
cnekTpockonii (BignosigHO A0
Ph.Eur. 2.2.48) B skocTi
anbTepHATUBHOrO MeToay
iaeHTudikauii cykpanosu. 3miHu
| Tuny - 3miHK 3 SKocCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHUX PEeYOBUH. 3MiHa B
MeToAuLj BUNpo6yBaHb
[0NOMDKHOT PEYOBUHM -
[0[aBaHHS paMaHiBCbKOT
cnekTpockonii (Bi4noBigHO A0
Ph.Eur. 2.2.48) B akoCTi
anbTepHaTUBHOIO MeToay
iaeHTudikauii TMMOHHOro
apoMaTU30BaHOro rpaHynsTy

UA/8208/01/01

75.

KAHAUBIOTUK

Kpanni ByLUHi N0 5 My
chnakoHi; no 1 donakoHy
pa3om 3 nineTkoto-
KOBMaYKOM BK1aJEHOMY
y nosieTuneHoBui
NakeTVK Y KapTOHHIl
Kopobui

neHmapk
dapmacboTuKan3
nra.

IHais

"neHmapk
PapmacboTVKan3
nra.

IHais

BHECEHHS 3MiH 0
peecTpauiiHux
mMarepianiB:TexHIiYHa NoMusKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460).
BunpasneHo TexHi4YHY NOMUKY
y TEKCTi MapKyBaHHS BTOPUHHOT
yMakoBKM NiKapcbKoro 3acoby:
3arBepaxeHo: 2. KIJIbKICTb
[AI0YOI PEYOBUHMN 1 mn
PO3YMHY MICTUTB!
xnopamdeHikony 50 mr (mg)
KknoTpumasony 10 mr (mg)
6eK10MeTa3oHy aAMnponioHaty

3a peyenmom
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0,25 mr (mg) nigokainy
rigpoxnopugy 20 mr (mg)
3anponoHosaHo: 2. KIJIbKICTb
AIt0YOT PEYOBWHN 1 mn (ml)
PO34MHY MICTUTB!
xnopamdeHikony 50 mr (mg)
knoTpumasony 10 mr (mg)
6eKnomMeTasoHy AMNponioHaTy
0,25 mr (mg) nigokainy
rigpoxnopugy 20 mr (mg).
3a3HauyeHe BUMpaBieHHs
BiAnoBigae marepianam
peecTpaLiitHOro AOChE.

76.

KAPBE/NIC

Kpansi opasibHi, pO34uH;
no 30 ms, no 50 mn abo
no 100 mn y donakoHi,
3aKynopeHoMy Npo6Koto-
KpanesnsHuueto; no 1
h/1aKoHY B KapTOHHii
nauui

MPO®APMA
IHTEepHeLwHN
Tpeigur Miviteq

ManbTa

[Op. M'yctaB KnsiiH
M6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHN BHECEHi B TEKCT
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNakoBKMN NikapCbKoro
3aco6y (He3HayHe KOpUryBaHHs
TeKcTy). BBeeHHS 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHSA

6e3 peyenma

UA/13314/01/01

77.

KAPAIOMAIHIN
DOPTE

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
no 150 mr; no 30 a6o
100 TabneTok y
donakoHi; no 1 dpnakoHy
Y KapTOHHiIli kopobui

AciHo ®apma Al

LLiBeiiuapis

Takega 'm6X, micue
BMPOGHMLTBA
OpaHieHbypr,

HimeuyunHa
(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);

Takepa ®apma A/C,

[aHis (BUpo6HMLTBO

Hepo3dhacoBaHO|
nNpoAyKLiT)

Himeuunna/
NaHis

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHn
wopao 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3araslbHeHuX AaHux npo
cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiICHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cmctemn
hapmakoHarnsay).3miHa

Ne 30 — 6e3
peyenma; Ne
100 - 3a
peuenmom

UA/10141/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

78.

YNOBHOBaXEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobwu,
BignoBiganbHOI 3a
thapmakoHarnag. 3MmiHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 chapmakoHarnsgy.

KEVBEP®

pO34MH A4 iH'ekuUid, 50
Mr/2 MAT; MO 2 MN B
amnyni; no 5 amnyn'y
6nicTepi; no 1 abo no 2
6nictepu B nauui 3
KapTOHy; No 2 M/ B
amnyni; no 5 a6o 10
amnyn y naJji 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minm | Tuny -
OHOBJ/iIeHHA IM® Ad|
[JekckeTonpocheHy TpomeTamorn
Bif BUpPO6HMKA Saurav
Chemicals Limited, IHgis,
3anponoHoBaHo: DXT/AP DMF-
EU/MAY/2020(Rev03)-UA;
3MiHW | TUnY - 3MiHK Y
napametpax crneuundikavii A®I ,
a came BHECEHO MPUMITKY
"MpuiimaTty pesynbtaTu
KOHTPO/0 BUPOBHMKA. KOHTPO/b
NPOBOAUTY A/19 NEPLLOT Ta
KOXHOI N'ATOI HACTYNHOT cepii B
piK" A0 HACTYMHUX NOKa3HWUKIB:
"Temnepartypa niaBneHHs",
"CynbthatHa 301", "Baxki
MeTasn"; 3MiHK | TUny - 3MiHK y
cneumdikauii Ta meTogax
BMNpo6yBaHHA A®I: 3MiHEHO
HOpPMYBaHHS B po34ini
"3aMLLKOBI KifIbKOCTI
OpraHiYHUX PO3UYMHHUKIB",
[o[aHO HopMyBaHHA 6eH30ny
He 6inbLue 2 ppm. BuganexHo
MeTOAMKY BUKOHAHHS (MeTog,
napocpasHoi xpomaTtorpadii
3rigHo Y, 2.2.28,2.2.46);
3MiHM | Tuny- p. "CynpoBigHi
OOMiLKM" - foAaHo
BVMKOPUCTaHHA a/lbTEPHATUBHOT
KOJIOHKW; - YTOYHEHO BifHOCHI

3a peyernmom

UA/13977/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Yyacu yTpMMaHHS BifHOCHO nika
JekckeTonpodeHa A1 KOXHOT
BiANOBIAHOT KOMTOHKY; P.
"KinbkicHe B1U3HaueHHs"- npn
NPUroTyBaHHi PO34nHy
MOPIBHAHHA [0AaTKOBO BHECEHO
fAekckeTonpodeHy
TpomeTamony USP RS; 3MiHn |
TUMY - 3MiHW y MeToAax
BUMNPOOYBaHHA rOTOBOrO
nikapcbkoro 3acoby Ans T.
"CTepunbHICTb"- KpuTepii
NPUAHATHOCTI Ta BUMOTK
3auLleHo 6e3 3MiH. BunyyeHo
NOBHUIA BUKNaA NPOBeAeHHs
METOAVKM; 3MiHM | TUMY - 3MiHW y
MeTofax BUNpobyBaHHA Ad|
[JekckeTonpodheHny
TpomeTamosn,BupobHNLTBa
Saurav Chemicals Limited, India

p. «KinbkicHe BU3HAYEHHS» -
[oJaHo onvc nocnifoBHOCTI
XpomaTtorpadyBaHHs; 3MiHEHO
YMOBM XpomatorpadivHoi
cucTemMu; BUy4YeHo dopmysny
po3paxyHKy; 3miHu | TMRY - 3MiHK
y MeTogax BunpobysaHHA Ad|
[JekckeTonpodheHy TpomeTamon,
BMpo6HMLTBa Saurav Chemicals
Limited, India p. «XipanbHa
YMCTOTa» - 3MIHEHO PO3UYNHHWK;
[0AaHO NPUroTYBaHHA PO3UMHY
PO34MHY /15 BCTAHOB/IEHHS
YyT/AIMBOCTi CUCTEMU; [OfaHO
YMOBM XpomaTorpadyBaHHs
(Temnepartypa TepmocTary
KOMOHKM; Yac
XpomaTtorpadysaHHs
61aHKoBOro Ta B1UNpobyBaHoro
PO3UMHY); 3MiHK | TUMY - 3MIHN Y
mMeTofax BUNpobyBaHHA Ad|
[JlekckeTonpodheHy TpomeTamorn,
BMpO6HMLTBA Saurav Chemicals
Limited, India p. «CynpoBigHi
OOMILLKM» - 3MIHEHO
NPUroTyBaHHS PO3YNHY
NOPIBHAHHSA; fO4aHO
NPUrOTYBaHHS PO3YMHY PO3YMHY
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[N51 BCTAHOBJIEHHSA Yy T/IMBOCTI
cucTtemu; o4aHO YMOBM
XpomaTtorpadysaHHs
(Temnepartypa TepmocTary
KOJTOHKM; Yac
XpomaTtorpadysaHHs
61aHKoBOro Ta BUNpobyBaHoro
PO34KMHY); 3MIHEHO MOPALOK
XpomaTtorpadyBaHHs; 3MiHEHO
YMOBW NPUAATHOCTI
XpomartorpadivHoi cuctemu;
[04aHO NPUMITKY Woa0
NPUroTyBaHHS BUNPOBYBaHNX
PO34MHIB Ta PO3YMHIB
NOPIBHAHHSA; 3MIHEHO NOPSAA0K
XpomaTtorpadyBaHHs; fO4aHO
NPUMITKY NPO MOX/NMBICTb 3MiHU
HaBaKKN Npu 36epexeHHi
KOHLeHTpaLil po34nHy; ofaHo
BUKOPUCTAHHA a/lbTepHaTUBHOI
KOMOHKM

79.

KNIBAC 10

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 10 mr; no 10
Tabnetok y 6nictepi; no
1 a6o 3 ab6o 9 6nicTepis
B KapTOHHIi nayu,i

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt"”

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
3 akocTi. CepTudikar
BignosigHoCTI/TE-cepTudcpikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/mMmoHorpadii.
MofaHHA OHOBEHOrO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2015-114 - Rev 00
(3atBepaxeHo: RO-CEP 2015-
114 - Rev 05) ansa Aol
po3yBacTaTVHy KasibLito Bif, BXe
3aTBEPAKEHOr0 BUPOGHMKA
Biocon Limited, IHais.

3a peyernmom

UA/12971/01/01

80.

KMIBAC 20

TabneTtku, BKPUTI
M/iBKOBOK 060/10HKOIO,
no 20 wr; no 10
Tabnetok y 6nictepi; no
1 a6o 3 abo 9 6nicTepis
B KapTOHHI navi

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHn
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeliChKil
hapmakonei/MoHorpadil.
lMogaHHA OHOBNEHOTO
cepTudikara BiAnNoBiAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2015-114 - Rev 00

3a peyenmom

UA/12971/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(3atBepaxeHo: RO-CEP 2015-
114 - Rev 05) gna A®l
po3yBacTaTVHy KaslbLito Bif, BXe
3aTBEPAKEHOrO BUPOOHMKA
Biocon Limited, IHAis.
81. KNIMAKTO-FrPAH rpaHynm no 10 ry MpAT "HauioHanbHa Ykpaina MpAT "HauioHansHa YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/3822/01/01

neHani noniMepHomy; no
1 neHany B nauuj 3
KapToHyY

[omeonaTtnyHa
Cninka"

[omeonaTtnyHa
Cninka"

peecTpauiiHnux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHa
BMPOGHMKa
BUXiAHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BUpo6HMYOMY npoueci AdDl, abo
3MiHa BMPOGHWMKa (BKIKOYaouu,
e HeobxiaHo, micue
NpoBeAEeHHS KOHTPOJSIIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [1OCLE) -
nepeHeceHHs1 BUPOGHMYOT
OinbHUUl AnTeka "HauioHanbHa
FomeonatnyHa Cninka"Nel gns
A®| Cimicifuga 200CH.
3anponoHoBaHo: Kunis, By/I.
TypreHescbka, 76-78, rpyna
npumM. Ne45. YkpaiHa; 3MiHu |
MMy - 3MiHK 3 SKOCTi. AdPI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BVIXiZLHOr0/MPOMIXXHOr0
NpoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSH Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKOYaoU,
e HeobXxigHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPMAKEHOMY [JOCHE) -
nepeHeceHHst BUPOGHNYOT
OinbHUUi AnTeka "HauioHanbHa
FomeonatnyHa Cninka"Nel ans
A®| Glonoinum 200CH.
3anponoHoBaHo: Kuis, By/I.
TypreHescbKa, 76-78, rpyna
npumM. Ne45. YkpaiHa; 3MiHu |
TMny: 3MiHM 3 KocTi. AdI.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Brpo6HMLUTBO. 3MiHa BUPOOHMKa

81

BUXiQHOrO/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHMKa (BKHOYaouu,
e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOSII0 AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [1OCLE) -
nepeHeceHHs1 BUPOGHMYOT
OinbHUUi AnTeka "HauioHanibHa
FomeonatnyHa Cninka"Nel gns
A®| Sulfur 30CH.
3anponoHoBaHo: Kunis, BYy/I.
TypreHescbka, 76-78, rpyna
npumM. Ne45. Ykpaina; 3MiHu |
TMny: 3MiHK 3 KocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOr0/MPOMIXKHOr0
npoayKTy/peareHTy, WWo
BMKOPUCTOBYIOTbCSA Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BK/THOUaouM,
e HeobxiaHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPMAKEHOMY [JOCHE) -
nepeHeceHHs1 BUPOGHNYOT
OinbHUUi AnTeka "HauioHasibHa
FomeonatnyHa Cninka"Nel ans
A®| Lachesis 30CH.
3anponoHoBaHo: Kuis, By/I.
TypreHescbKa, 76-78, rpyna
npumM. Ned5. YkpaiHa; 3MiHu |
Tuny: 3MiHuM 3 AkocTi. API.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/MPOMIXHOr0
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdDl, abo
3MiHa BMPOGHMKa (BKTOHa0uM,
e HeobxiaHo, micue
NpPOoBefEHHS KOHTPOJHO AKOCTI)
A®| (3a BigCyTHOCTI




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [1OCLE) -
nepeHeceHHs1 BUPOGHMYOT
OinbHUUi AnTeka "HauioHanibHa
FomeonatnyHa Cninka"Nel gns
A®| Sanguinaria canadensis
30CH. 3anponoHoBaHo: Kuis,
BYy/. TypreHeBcbKa, 76-78, rpyna
npum. Ne45. Ykpaiva
82. KO-AMJ/IECCA Tabnetkn, 2 mr/0,625 KPKA, a.4., Hoso CnoseHis BUPOBHUUTBO "in CnoseHis/ BHECEHHS 3MiH 0 3a peyenmom UA/14677/01/01
mr/5 mr no 10 TabneTok MecTo bulk", nepsuHHe Ta Monbwa/ peecTpauiiHnx matepianis:
y 6nicTepi; no 3 a6o 6, BTOpPUHHE HimeuunHa 3MiHU BHECeHi [0 iHCTPYKLUii ans
ab6o 9 6nictepiB y nakyBaHHs,

KapTOHHI Kopobui

KOHTPOb Cepil,
Bunyck cepii: KPKA,
4.4., HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakysaHHs: KPKA,
n.40., HoBo mecTo,
CnoBeHiIsi; KOHTPO/b
cepii: KPKA, a.4.,
Hoso mecTo,
CnoBseHis; nepBuHHe
Ta BTOpPWHHE
nakyBaHHs,
KOHTpOsb cepii,
Bunyck cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: TAL ®apma
'm6X, HimeuunHa;
KOHTponb cepii: TAL,
dapma N'vbX,
HimeuumnHa;
KOHTPO/Ib
MiKpOGionoriyHoi
yncToTyn cepii (y
BUNaAKy KOHTPOJHO
cepii TAL ®apma
'v6X): Nlabop N1C
CE & Ko. KT,
HimeyunHa

MeAUYHOr0o 3aCTOCYBaHHs
nikapcbkoro 3acoby y po3ain
"TepMiH npuaaTtHocTi”.
BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro nikapcbkoro
3aco06y (iHLUi 3MiHW) - OHOB/IEHHSA
BXe 3aTBepAKeHNX MeTofiB
KOHTPOJIO SKOCTI NiKapCbKOro
3aco0y, a came: BUKIafeHHS
TEKCTY AepXXaBHO MOBOIO
3riHO CyYaCHWX BVMOT.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NicNa 3aTBEPOXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZnNoBiLHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTbCS Y
BUPO6HULTBI ADI; Ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakonei) -

HoBwii cepTudikar Big HOBOTO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - NOAAHHS HOBOrO
CepTudpikaTy BifnoBigHOCTI
€Bponelicbkin hapmakonei R1-
CEP-2004-233-Rev 00 gns A®l
MepuHgonpuny epbymiH Big
HoBoro Bmpo6Huka Oril Industrie,
France. BeeeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(BUNYYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag
3aCTapifioro NoKasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudikaLisa 6apBHUKIB UK
CMakoBUX f06aBOK)). BHeceHHs
3MiH fo Cneumdikauii M3,
30KpeMa: BUTy4YEeHHs napameTpy
"OAHOPIAHICTb MacK po3gineHnx
Tabnetok" ons fo3yBaHb 4
mr/1,25 mr/10 mr Ta 8 mr/2,5
Mr/10 mr. Po3sgintoBasibHa fiHis
(thiznyHO) 3annLIaETLCA Ha
TabneTtkax, asie BOHa BTpatuia
MOX/MBICTb MOAiNy Tabnetkv Ha
[Bi piBHI £03K. [pU3HAYeHHs
PO3A4iN0BOI NiHIi 3aMLaeTbCs
e Ans 3py4YHOCTI KOBTaHHS,
a He AN NoAiny Ha piBHi 403W.
HemoxnusicTb noginy TabneTku
Ha piBHI [O31 He BN/MBa€E Ha
Tepanito, OCKI/IbKN A03YBAHHSA 2
mr/5 mr/0,625 mr ta 4 mr/1,25
Mr/75Mr 3apeecTpoBaHi. 3MiHK
BHECEHI [0 iHCTPYKUii ans
MEJUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Nikapcbka copma” (LLoao
OCHOBHUX (PI3UKO-XIMIYHUX
B/1aCTVMBOCTE), AIK HACMIAOK Y
po3ain "Cnocib 3acTocyBaHHA Ta
[031" - BUnNyYeHHs iHdopmadiii
LLI0A0 MOX/IMBOCTI NoAainy
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

TabneTok. BBegeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHn 3 sKkocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobysaHHA Ad| abo
BMXiAHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Bkntovatoum 3amiHy abo
[0NoBHeHHs) A®| abo
BVIXiZHOr0/NMPOMIXHOro
MPOAYKTY) - BHECEHHS 3MiH A0
Creuundpikauii / Metoay
BMNpobyBaHHA Ad| IHganamig
3a NokasHWKoM "Po3mip yacTok",
30Kpema: BBeEHHA HOBOI
mogeni npunagy (Malvern
Mastersizer 3000) gnst nasepHoi
Andppakuii npoBefeHoro cyxmm
ancnepryBaHHAM. OCKiflbky
PO3Mip YaCTVMHOK 3a/1eXWTh Bif,
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TUMy 06/1aiHAHHS, KNI
Mae iHLWIi HanawTyBaHHs
MOPIBHSHO 3 NonepeaHbLO0
MOAENbI0, pesynbTatu
BiIPi3HATHCSA, TOMY 3MiHEHI
ponyctumi mexi
cneuudikavii.BeegeHHA 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPKEHHS.

UA/14676/01/01

83.

KO-AMJIECCA

Tabnetku, 8 mr/2,5 mr/10
mr no 10 TabneTok y
6nictepi; no 3 a6o 6,
abo 9 6nicTepiB y
KapTOHHIA KopoobLi

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOsb cepii,
Bunyck cepii: KPKA,
n.40., HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs: KPKA,
A0.4a., Hoso mecTo,
CnoBeHifi; KOHTPO/b

cepii: KPKA, a.4.,

HoBo mecTo,

CnoseHisi/
Monba/
HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
nikapcbKoro 3acoby) - [Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU

peasibHOro yacy) - 36i/bLUEHHSI

3a peyenmom
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

CnoBseHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpOsb cepii,
Bunyck cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepii: TAL ®apma
'm6X, HimeyunHa;
KOHTpOnb cepii: TAL,
dapma 'mbX,
HimeuumnHa,;
KOHTPO/b
Mikpo6ionoriyHoi
yncToTu cepii (y
BUNaKy KOHTPOIO
cepii TAL ®apma
'm6X): Nlabop NC
CE & Ko. KT,
HimeuyunHa

TepMiHy npugartHocTi M3 3 2
POKiB A0 3 poKiB. 3MiHU
BHeECEeHI [0 iHCTPYKLiT Ans
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMiH npugaTHocTi".
BBegeHHA 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3ac06y (iHLi 3MiHW) - OHOB/IEHHS
BXe 3aTBepAKeHNX MeTofiB
KOHTPO/I0 SAKOCTi NiKapCbKOro
3acoby, a came: BUKIaAEeHHSA
TEKCTY [iep>XaBHOK MOBOIO
3rifiHO Cy4acHUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BMKOPUCTOBYIOTbCSA Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
CepTudikaty BiaNoBiAHOCTI
€sponeiicbkiii hapmakonei R1-
CEP-2004-233-Rev 00 gnsa Aol
MepuHgonpuny epbymiH Big
HoBoro Bmpo6Huka Oril Industrie,
France. BBeaeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHK 3 AKOCTi. FOTOBUIA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUYYEHHS HE3HAYHOrO
nokasHuka (Hanpvknag,
3acTapifioro NokasHvika, Takoro
SIK 3anax Ta cMak, abo
ineHTudikaLis 6apBHUKIB UK
CMakoBux [06aB0OK)). BHeceHHs
3MiH go Cneumdikauii N3,
30KpeMa: BUJTy4YeHHs napameTpy
"O[HOPIAHICTb Macu po3aineHnx
Tabnetok" ons fo3yBaHb 4
mr/1,25 mr/10 mr Ta 8 mr/2,5
Mr/10 mr. Po3gintoBasibHa fiHis
(hisnyHO) 3anMLWIaETbCA Ha
TabneTkax, ane BoHa BTpatuia
MOX/MBICTb NOAiNy TabneTkn Ha
[Bi piBHI f03K. MNpU3HaYeHHA
pO34iNoBoi MiHii 3annwaeTbes
nvie Ans 3pyYHOCTi KOBTaHHS,
a He 4719 Noginy Ha piBHI [03K.
HemoxnusicTb noginy TabneTku
Ha piBHI 403K He BNMBaE Ha
Teparnito, OCKifIbk1 [03yBaHHA 2
mr/5 mr/0,625 mr Ta 4 mr/1,25
Mr/75Mr 3apeecTpoBaHi. 3MiHu
BHeECEeHI [0 iHCTPYKLiT Ans
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Nikapcbka hopma” (LLoao
OCHOBHUX QPI3UKO-XIMIYHUX
B/1aCTMBOCTE), IK HAaCNiAOK Y
po3ain "Cnocib 3acTocyBaHHA Ta
[031" - BUnyYeHHs iHdopmadii
LLIOA0 MOX/IMBOCTI NoAiny
Tabnetok. BeegeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHu 3 siKocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BVKOPVCTOBYETLCS Y NpoLieci
BMpo6HMUTBa AP (iHLWi 3MiHK Y

86




Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

84. KO-AMJ/IECCA

mMeToAax BUNpPoGyBaHHSA
(BK/THOYatOUM 3aMiHy abo
[0MNoBHEHHRA) AD| abo
BVIXiZLHOr0/MPOMIXKHOr0
NPOAYKTY) - BHECEHHSA 3MiH A0
Cneuudpikauii / MeTogy
BMNpo6yBaHHA Ad| IHpanamig
3a nokasHuKoM "Po3Mip YacTok",
30Kpema: BBejeHHsA HOBOT
mogzeni npunagy (Malvern
Mastersizer 3000) gnsa nasepHoi
Andppakuii npoBefeHoro Cyxmm
ancnepryBaHHAM. OCKiNbKn
PO3Mip YaCTUHOK 3a/1eXUThb Bif
MeToay aHasi3y, TOMy 3aBAsKM
HOBOMY TuUMy 06/1aAHaHHS, SKNIA
Mae€ iHLLi HanawTyBaHHsA
NOPIBHAHO 3 NONepeaHbO
MOAenbio, pesynbTatu
BIAPI3HATLCA, TOMY 3MiHEHI
ponyctumi mexi
cneuudikauii.BBegeHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.

Tabnetku, 4 mr/1,25 mr/5
Mmr no 10 TabneTok y
6nictepi; no 3 a6o 6,
abo 9 6nicTepiB y
KapTOHHIlA KOpooLi

KPKA, a.4., HoBo
MecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepil,
Bunyck cepii: KPKA,
A0.4a., Hoeso mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakysaHHs: KPKA,
4.4., HoBo mecTo,
CnoBeHis; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
naKkyBaHHs,
KOHTPO/b Cepil,
BMMyckK cepii: KPKA
Monbwa Cn. 3 0.0.,

MonbLa;
nepBuHHE Ta

BTOPUHHE
nakyBaHHs, BUNYyCK

cepii: TAL ®apma

CnoseHisi/
MonbLa/
HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs rotToBOro
niKkapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peasibHOro 4acy) - 36iNbLUEeHHs
TepMiHy npugartHocTi M3 3 2
pokiB A0 3 pokiB.  3MiHK
BHECEHI [0 IHCTPYKUii ans
MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"TepmiH npugaTHoCTI".
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCcNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.

KOHTpPO/Ib TOTOBOTO JiKAPCLKOro

3a peyenmom

UA/14676/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

Mm6X, HimeuunHa;
KOHTponb cepii: TAL
dapma M'vbX,
HimeyumnHa;
KOHTPO/b
MiKpo6ionoriyHoi
ymcToTyn cepii (y
BUMaKy KOHTPONIO
cepii TAL ®apma
v6X): Nlabop 1C
CE & Ko. KT,
HimeuunHa

3aco06y (iHLUi 3MiHW) - OHOB/IEHHS
BXe 3aTBepAKeHNX MeTofiB
KOHTPO/IIO SIKOCTI NiKapCbKOro
3aco0y, a came: BUKIafeHHs
TEKCTY AepXXaBHO MOBOIO
3riiHO CyYaCHWX BUMOT.
BBegeHHA 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiANOBIAHOCTI
€sponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakone) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - NOAAHHS HOBOrO
CepTudpikaTy BifnoBigHOCTI
€Bponelicbkin hapmakonei R1-
CEP-2004-233-Rev 00 gna A®l
MepuHgonpuny epbymiH Big
HoBoro Bmpo6Huka Oril Industrie,
France. BeeeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHn | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag
3aCTapifioro NoKasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudikaLisa 6apBHUKIB UK
CMakoBUX A06aBOK)). BHeCeHHs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3miH go Cneumdikauii N3,
30KpeMa: BUTy4YeHHs napameTpy
"O[HOPIAHICTb MacK po3aineHnx
Tabnetok" Ansa go3yBaHb 4
mr/1,25 mr/10 mr Ta 8 mr/2,5
Mr/10 mr. Po3sgintoBasibHa fiHis
(hi3nyHO) 3anMwIaeTbcsa Ha
TabneTkax, ane BoHa BTpatuia
MOX/NMBICTb NoAiNy TabneTkn Ha
[Bi piBHI 403K. MNpn3HaYeHHs
PO3A4iN0BOI NiHIT 3a/MLIaETbCA
nvwe Ans 3pyYHOCTi KOBTaHHS,
a He 4719 NOoAiy Ha piBHI 03K,
HemoxnusicTb noginy tabnetku
Ha piBHI 031 He BMN/IMBAE Ha
Teparito, OCKiNIbk1 403yBaHHS 2
mr/5 mr/0,625 mr Ta 4 mr/1,25
Mr/75Mr 3apeecTpoBaHi. 3MiHN
BHECEeHi [0 iHCTPYKUiT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Nikapcbka hopma” (Lwoa0
OCHOBHUX (i3NKO-XIMIYHUX
B/1ACTUBOCTEN), IK HACNILOK Y
po3gain "Cnoci6 3acTocyBaHHS Ta
[031" - BUNy4YeHHs iHchopmal,i
LLIOA0 MOX/IMBOCTI NoAiny
TabneTok. BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHn 3 sKkocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobysaHHA Ad| abo
BMXiAHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Bkntovatoum 3amiHy abo
[0NoBHeHHs) A®| abo
BVIXiZHOr0/MPOMIXHOr0
MPOAYKTY) - BHECEHHS 3MiH A0
Creundpikauii / Metoay
BMNpo6yBaHHA Ad| IHganamig
3a NokKasHMKoOM "Po3mip yacTok",
30Kpema: BBeEHHA HOBOI
mogeni npunagy (Malvern
Mastersizer 3000) ans nasepHoi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

85.

Andppakuii NpoBeAeHOro Cyxum
ancnepryBaHHAM. OCKiNbkn
PO3Mip YaCTUHOK 3a/1eXUTh Bif
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TUMy 06/1aAHaHHSA, AKUiA
Mae iHLWIi HanawTyBaHHSA
MOPIBHSHO 3 NonepeAHbLO0
MoAenbto, pesynbratu
BiIPi3HATLCS, TOMY 3MiHEHI
[OnyCTUMI Mexi
cneundikavii.BBeeHHA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

KO-AMJIECCA

Tabnetku, 4 mr/1,25
mr/10 mr no 10 TabneTok
y 6nicTepi; no 3 a6o 6,
ab6o 9 6nictepiB y
KapTOHHI Kopoobui

KPKA, a.4., Hoso
MeCTo

CnoBeHisa

BUPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
naKkyBaHHs,
KOHTPOb Cepil,
Bunyck cepii: KPKA,
4.4., HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakysaHHs: KPKA,
n.40., HoBo mecTo,
CnoBeHiIsi; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOpPWHHE
nakyBaHHs,
KOHTpOsb cepii,
Bunyck cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: TAL ®apma
'm6X, HimeuunHa;
KOHTponb cepii: TAL,
dapma N'vbX,
HimeuumnHa;
KOHTPO/Tb
MiKpOGionoriyHoi
yncToTyn cepii (y
BUNaAKy KOHTPOJHO
cepii TAL ®apma
'v6X): Nlabop N1C

CE & Ko. KT,

CnoseHis/
Monba/
HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOKYETHCA AAHUMU
peasibHOro Yacy) - 36i/bLUEHHS
TepMiHy npugartHocTi MN3 3 2
POKiB A0 3 poKiB. 3MiHU
BHECEeHI [0 iHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"TepMmiH npugaTtHocTi”.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPOXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpPO/b roTOBOrO MiKapcbKoro
3ac0o6y (iHLWi 3MiHW) - OHOB/IEHHSI
BXe 3aTBepAKeHNX MeTofiB
KOHTPOJI0 SAKOCTI NiKapCbKOro
3acoby, a came: BUKIaAEeHHS
TEKCTY [ep>XXaBHOK MOBOIO
3rifIHO Cy4acHUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCcNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI

3a peyenmom

UA/14677/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HimeuyunHa €Bponeicbkili

thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeicbkiin hapmakonei: ans
A®I; pns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpOo6HUKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOTO
CepTudpikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei R1-
CEP-2004-233-Rev 00 gns Adl
MepuHgonpuny epbymiH Big
HoBoro Bupo6Huka Oril Industrie,
France. BeefieHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEepMKEHHS. 3MiHK | TUny -
3MiHK 3 iKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUYYEHHS HE3HAYHOrO
nokasHuka (Hanpvknag,
3acTapifioro NokasHvika, Takoro
SIK 3anax Ta cMak, abo
ineHTudikaLis 6apBHUKIB UK
CMakoBux [06aB0K)). BHeceHHs
3MiH go Cneumdikauii N3,
30KpeMa: BUJTy4YeHHs napameTpy
"O[HOPIAHICTb Macu po3aineHnx
Tabnetok" ons fo3yBaHb 4
mr/1,25 mr/10 mr Ta 8 mr/2,5
Mr/10 mr. Po3gintoBasibHa fiHis
(hisnyHO) 3a/MLWIaETbCA Ha
TabneTkax, ane BOHa BTpatuia
MOX/MBICTb NOAiNy TabneTkn Ha
[Bi piBHI f03K. MNpU3HaYeHHA
PO3AiN10BOI MiHIi 3a/IMLWIAETLCS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nvwe ANns 3pyYHOCTi KOBTaHHS,

a He AN NoAiny Ha piBHi 403W.
HemoxnusicTb noginy TabneTku
Ha piBHI [O31 He BN/MBa€E Ha
Tepanito, OCKi/IbKN J03YBAHHSA 2
mr/5 mr/0,625 mr ta 4 mr/1,25
Mr/75Mr 3apeecTpoBaHi. 3MiHK
BHECEHI [0 iHCTPYKUii ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"Nikapcbka opma” (LLoao
OCHOBHUX (PI3UKO-XIMIYHUX
B/1aCTVMBOCTEN), AIK HACMIAOK Y
po3ain "Cnocib 3acTocyBaHHA Ta
[031" - BUnNyYeHHs iHdopmadiii
LLIOA0 MOX/IMBOCTI NOAjiNy
TabneTtok. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHn | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y meTofax
BMNpo6yBaHHA Adl abo
BMXiAHOrO
mMaTepiany/npombKHOro
npoAayKTy/pearenTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLUI 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(BKTHOYatOUM 3aMiHy ab0o
[0MNoBHEHHRA) AD| abo
BVIXiZLHOr0/MPOMIXKHOr0
NPOAYKTY) - BHECEHHS 3MiH A0
Cneuudpikauii / MeTogy
BMNpo6yBaHHA Ad| IHpanamvig
3a NoKasHWKoM "Po3Mip YacTok"
30Kpema: BBejeHHsA HOBOT
mogeni npunagy (Malvern
Mastersizer 3000) gnsa nasepHoi
Andppakuii NpoBefeHoro Cyxmm
ancnepryBaHHAM. OCKiNbKn
PO3Mip YaCTUHOK 3a/1eXUThb Bif
MeToay aHasi3y, TOMy 3aBAsKM
HOBOMY TuUMy 06/1aAHaHHS, SKNIA
Mae€ iHLUi HanawTyBaHHsA
NOPIBHAHO 3 NONEepPeaHbLOD
MOAenbio, pesynbTatu
BIAPI3HATLCA, TOMY 3MiHEHI
ponyctumi mexi

crneundikauii.BBegeHHs 3MiH

92



Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npoTArom 6-Tu MicAUiB micns
3aTBEPKEHHS.
86. KO-AMJIECCA Tabnetkn, 8 mr/2,5 mr/5 KPKA, a.4., Hoso CnoseHis BMPOBHMUTBO "in CnoseHisi/ BHECEHHS 3MiH 0 3a peyernmom UA/14678/01/01

mr no 10 TabneTok y MecTo bulk", nepBuHHe Ta Monbwa/ peecTpauiiHux maTepianis:
6nictepi; no 3 a6o 6, BTOPVIHHE HimeuunHa 3MiHKM | TUNY - 3MiHU 3 AKOCTI.
abo 9 6nicTepiB y nakyBaHHs, oTOBMIA NiKapcbKuii 3acio.

KapTOHHIA Kopoo6Li

KOHTpOsb cepii,
Bunyck cepii: KPKA,
n.40., HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs: KPKA,
A0.4a., Hoso mecTo,
CnoBeHifi; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb cepil,
BMNycK cepii: KPKA
Monbwa Cn. 3 0.0.,
MonbLa
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: TALL ®apma
rm6X, HimevunHa;
KOHTponNb cepii: TAL
dapma N'vbX,
HimeyumnHa;
KOHTPO/b
Mikpob6ionoriyHoi
yncToTyn cepii (y
BUMNaKy KOHTPOIO
cepii TAL ®apma
'v6X): Nlabop N1C
CE & Ko. KT,
HimeuunHa

CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProsOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peanibHOro yacy) - 36ibLIeHHs
TepMiHy npugaTtHocTi [N13 3 2
POKiB A0 3 pOKiB. 3MiHK
BHeCeHi [0 iHCTPYKUil Ans
MeAUYHOr0o 3aCTOCYBaHHs
nikapcbKkoro 3acoby y po3ain
"TepMiH npuaaTHocTi".
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro nikapcbKoro
3aco06y (iHLUi 3MiHW) - OHOB/IEHHSA
BXe 3aTBepAKeHNX MeTofiB
KOHTPOJIO SKOCTI NiKapCbKOro
3aco0y, a came: BUKIafeHHS
TEKCTY AepXXaBHO MOBOIO
3riHO CyYaCHWX BVMOT.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPOXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO

BUKOPUCTOBYIOTLCS Y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
CepTudikaty BigNoBiAHOCTI
€sponeiicbkiii hapmakonei R1-
CEP-2004-233-Rev 00 gnsa Aol
MepuHgonpuny epbymiH Big
HoBoro Bmpo6Huka Oril Industrie,
France. BBeaeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHSA. 3MiHu | Tvny -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuyudikauii
Ta/abo fonyCcTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(BWMNYYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
iAeHTMikalis 6apBHUKIB Un
CMakoBUX [06aBOK)). BHeceHHs
3MmiH go Cneumdikauii N3,
30KpeMa: BUTy4YeHHs napameTpy
"O[HOPIAHICTb MacK po3aineHnx
Tabnetok" Ansa go3yBaHb 4
mr/1,25 mr/10 mr Ta 8 mr/2,5
Mr/10 mr. Po3sgintoBasibHa fiHis
(hi3nMyHO) 3anMwIaeTbcsa Ha
TabneTkax, ane BoHa BTpatuia
MOX/NMBICTb NoAiNy TabneTkn Ha
[Bi piBHI 03K. MNpr3HaYeHHs
PO3A4iN0BOI NiHIT 3a/MLIaETbCA
nvwe Ans 3pyYHOCTi KOBTaHHS,
a He 4719 NOoAiy Ha piBHI 03K,
HemoxnusicTb noginy tabnetku
Ha piBHI 1031 He BMN/IMBAE Ha
Teparito, OCKiNIbk1 403yBaHHS 2
mr/5 mr/0,625 mr Ta 4 mr/1,25
Mr/75Mr 3apeecTpoBaHi. 3MiHN
BHECEeHi [0 iHCTPYKUiT Ans
MeAUYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Jlikapcbka dpopma” (Loao
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n/n

Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

87.

KOPBA/TION®

Kpanni opasbHi, in bulk:

AT "®dapmak”

YKpaiHa

AT "dapmak”

OCHOBHUX (PI3UKO-XIMIYHUX
B/1aCTMBOCTE), IK HACNiAOK Y
po3ain "Cnocib 3acTocyBaHHA Ta
[031" - BUnyYeHHs iHdopmadii
LLIOA0 MOX/IMBOCTI NoAiny
Tabnetok. BeegeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEepMKEHHS. 3MiHK | TUny -
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOro
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpPoGyBaHHSA
(Bkntovaroumn 3amiHy abo
[0MnoBHeHHs) A®| abo
BUXiQHOrO/NPOMIXHOro
NPOAYKTY) - BHECEHHS 3MiH A0
Cneuudpikauii / MeTtogy
BMNpoGyBaHHA A®I IHpanamig
3a NoKa3HMKoM "Po3Mip YacTok",
30Kpema: BBejeHHA HOBOT
mogeni npunagy (Malvern
Mastersizer 3000) gns nasepHoi
Andppakuii NpoBeAeHoro Cyxum
ancnepryBaHHAM. OCKiNbky
PO3Mip YaCTUHOK 3a/1eXUTh Bif
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TUMy 06/1aAHaHHSA, AKUiA
Mae iHLWIi HanawTyBaHHSA
MOPIBHSHO 3 NonepeAHbLO
MoAenbto, pesynbratu
BiIPi3HATLCS, TOMY 3MiHEHI
[OnyCTUMI Mexi
cneundikavii.BBeeHHA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

no 300 n, a6o 350 7,
abo 500 ny
KOHTeliHepax

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis:3miHu | Tuny -
BBEJEHHS NepiognYHOCTI
KOHTPOJHO 40401 pEYOBUHN
eTnnoBoro edipy o --
6pomizoBasiepiaHoBOT KUCIOTH
3a nokasHukom "MikpobionoriyHa

yncrToTa': neplua Ta KoxHa

UA/7843/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
fAecaTa HacTynHa cepisi, ane He
pigle ofHOro pasy Ha pik; 3MiHW

| TNy - He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax
KOHTPOSIO SIKOCTI Aitoyoi

pevoBUHM ETUOBOTO edhipy o --

6pomi3oBanepiaHoOBOI KNCIOTK

3a nokasHukom "T'ycTuHa", a

came BU/yYEHHS i3
Cneuudikauii Ta meTogis

KOHTPOJII0 NOCUMAHHA Ha MeTozA,

|, 3a/IMLIAETLCA TiNbKN

nocunaHHsa Ha 4oy, 2.2.5,;
3MiHW | TUMY - BUNYYEHHS

nokasHukis «Po3mipu hnakoHa»

Ta «Po3mipn npo6kmu» i3
cneuundikavii BXigHoro

KOHTPO/I0 MEePBUHHOI YNaKkoBKu

(cbnakoH) ansa cybeTaHuii

eTnnoBwuii edip o —
6pomizoBasiepiaHoOBOT KNCIOTU.
3anponoHoBaHo: O6’em
chnakoHa 2000 mn 5000 mn H
Mae Bignosigatv fokymeHTawil
BMPO6HUKa D ------ ; 3MiHM | Tuny
- NoAaHHA OHOBEHOTO
cepTtudpikaTy BifnoBigHOCTI
€Bponelicbkin hapmakonei R1-
CEP 2003-017-Rev 03 ans
Lir040i pevoBuHU
heHobapbiTany Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Harman Finochem Limited,
India, y 3B’A3Ky i3 3MiHOIO
afpecy BUPOGHMYOT AiNbHUL
Shendra, 6e3 3miHM micus
BUPOGHMLITBA. 3aTBEPMAKEHO:

& D-1, MIDC Industrial Area,
Shendra, Aurangabad,

TakoX [0AaHo iHghopMaL,ito
LLIOA0 yNakoBKa Ajtyoi

Plot Ne A-100, MIDC Industrial
Area, Shendra, Aurangabad —
431007, India 3anponoHoBaHo:
Plot Ne A-100, A-100/1, A-100/2

Maharashtra — 431007, India A

peyoBuHu: «The substance is
packed in double polyethylene

bags placed in either a
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

polyethylene or a laminated fibre
drum»

UA/2554/03/01

88.

KOPBANON®

Kancynm m'siki, no 10
kancyn y 6nictepi; no 1
ab6o no 3 6nictepu B
naJui 3 KapTOHy

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHu | Tuny -
BBE/lEHHS NepiogNYHOCTI
KOHTPO/IIO Ail040i PEYOBUHN
eTnnoBsoro eqipy d -
6pomizoBasiepiaHOBOI KNCIOTH
3a nokasHukom "MikpobionoriyHa
yucToTa": nepLua Ta KoxHa
[ecsiTa HacTynmHa cepis, ane He
pigwe oAHOro pasy Ha pik; 3MiHK
| TMNy - He3HayHa 3MmiHa y
3aTBEPMKEHUX MEeTOoAax
KOHTPO/II0 SIKOCTI Aitoyoi
peyoBMHM eTUN0BOro edipy o -
6pomizoBasiepiaHOBOI KNCIOTH
3a nokasHukom "l'yctuHa", a
came BUNYYeHHS i3
Cneuudikauii Ta MeTogiB
KOHTPOJTI0 NOCUAHHA Ha MeToA
I, 3aNMLWaETbCA TiNbkN
nocwnaHHAa Ha ey, 2.2.5.

BHECEHHS 3MiH [0

6e3 peyenma

25 M1 — 6e3

UA/2554/01/01

89.

KOPBANON®

Kpanni opasibHi, no 25
a60 no 50 mn y chnakoHi
3 Npobkoto-
KpanenbHuLeto; no 1
dhnakoHy B nauui 3
KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

peecTpauinHux
marepianis:3miHu | Tuny -
BBEJEHHS NepiognyYHOCTI
KOHTPOIO Ajit040T pevoBUHN
eTnn0Boro eqipy a --
6pomizoBanepiaHoBOI KNCIOTK
3a nokasHukom "MikpobionoriyHa
yucToTa": nepLla Ta KoxHa
[ecArta HacTyrnHa cepisi, asie He
pigle ofHOro pasy Ha pik; 3MiHW
| TUny - He3HayHa 3MiHa y
3aTBepKeHNX MeToaax
KOHTPOIO SIKOCTI Aitoyoi
pPeyoBUHM €TUI0BOro edipy o -
6pomizoBanepiaHoBOI KNCIOTK
3a nokasHukom "T'yctuHa", a
came BW/yYEHHS i3
Creuvndikauii Ta MeToais
KOHTPOJI0 NOCUNAHHA Ha MeTop,
|, 3a/IMLIAETLCA TiNbKN
nocunaHHs Ha oY, 2.2.5.;

peyenma, 50
M/ —3a
peyenmom

3MiHM | TUNY - BUYYeHHs]
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3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Ha3sBsa nikapcbko20
3acoby

(nikapcbka ¢hopma,

dopma sunycky

ynakoska)

3asiBHUKa

BUPOGHUKa

nokasHukiB «Po3mipu chnakoHa»
Ta «P0o3Mipy NPo6Kn» i3

CaHoBersb 1nay

TypeyuunHa

cneuudikauii BXigHOro
KOHTPO/110 NEPBUHHOI YNaKoBKU
(chnakoH) onsa cybeTaHuii
eTunoswii ecpip o -
6pomi3oBasiepiaHOBOI KUC/IOTK.
3anponoHoBaHo: O6'eM
chnakoHa 2000 mn 5000 mn H
Mae Bignosigatv fokymeHTauii
BUpO6GHUKa D ------ ; 3MiHK | TUNYy
- NOJAaHHs OHOB/IEHOTO
cepTtudikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei R1-
CEP 2003-017-Rev 03 ansa
Ait040T pEYOBYHN
heHobGapbiTany Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
Harman Finochem Limited,
India, y 3B’A3Ky i3 3MiHOIO
azpecy BUPOOGHWYOT AifibHUL
Shendra, 6e3 3miHM Micusi
BUPOGHMLITBA. 3aTBEPMAKEHO:
Plot Ne A-100, MIDC Industrial
Area, Shendra, Aurangabad —
431007, India 3anponoHoBaHo:
Plot Ne A-100, A-100/1, A-100/2
& D-1, MIDC Industrial Area,
Shendra, Aurangabad,
Maharashtra — 431007, India A
TakoX AoJaHo iHdhopmaLo
LL0A0 YNnakoBKa Ajto4oTl
peyoBuHmn: «The substance is
packed in double polyethylene
bags placed in either a
polyethylene or a laminated fibre
drum»

BHECEHHS 3MiH ao

3a peyenmom

UA/14714/01/01

90.

KOPCAP®

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 80 wr, no 14
TabneTtok y 6nictepi; no
2 abo 7 6nictepiB y
KOpOO6Lii 3 KapTOHY

AT "®dapmak”

YKpaiHa

CaHai Be Tugxapet
A.LL.

peecTpavuinHMx maTepianis:
3MiHM | TUny - AAMiHICTpaTWBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3ac06y. 3MiHU BHECEHI LW0A0
Ha3BW Nikapcbkoro 3acoby.
3arsepaxeHo: KAPAOIMAH-
caHoBe/lb. 3anponoHOBaHO:
Kopcap®. BBefieHHs1 3MiH
NpOTArom 6-Tv MicALiB nicns

3aTBEPMKEHHS. 3MiHu | Tvny -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHM Wwoao

6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3araslbHEeHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarangy).
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag. fdivoua
pefakuisi: BitkoBcbka TeTaHa
BiTaniisHa. MponoHoBaHa
pepakuis: Kopgepo MNannHa
AHApiiBHA. 3MiHa KOHTaKTHUX
[aHuX yrnoBHOBaXXeHO! 0cobu
3a8BHVKa, BigNoBigabHOT 3a
hapmakoHarnsg,.
3MiHa MicLs 3AiCHEHHS
OCHOBHOI fiS/IbHOCTI 3
thapmakoHarnsgy.3miHa
MiCLIe3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HOoMepa Ha npenapart Kopcap®,
TabneTku, BKPUTI NNiBKOBOKO
060/10HKO0, Mo 80 mr, abo no
160 mr, no 14 TabneTok y
6nicTepi; no 2 abo 7 6nictepis y
KopobLi 3 kapToHy; abo no 320
Mr, no 14 TabneTok y 6nicTepi;
no 2 6nictepu y kopobui 3
KapTOHYy.
3MiHu | TUnNYy - 3MiHK Wwoa0
6e3nekn/edpeKTUBHOCTI Ta

dhapmakoHarnagy (iHwi 3miHu).

99




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHN BHECEHi B TEKCT
MapKyBaHHS yNakoBOK
NiKapcbKoro 3acoby y 3B'A3Ky 3i
3MIHOI0 3a5IBHUKA, 3MiHOKO Ha3Bu
niKapcbKoro 3acoby Ta He3HauHi
npasku Mo TEKCTy. 3miHa
3asBHMKa (BnacHuKa
peecTpaLiiHOro NocBigYEHHS)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): fitoua
pepakuis: CaHoBenb 1ns4 CaHai
Be TumkapeT A.LL.
MponoHoBaHa pepakuis: AT
"apmak” BBefeHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

91.

KOPCAP®

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 160 mr, no 14
Tabnetok y 6nictepi; no
2 abo 7 6nictepiB y
KOpOO6Lii 3 KapTOHY

AT "®dapmak”

YKpaiHa

CaHoBersb 1nay
CaHai Be Tugxapet
A.L

TypeyuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - AOMiHICTpaTWBHI
3MiHW. 3MiHa Ha3BW NikapCbKoro
3ac06y. 3MiHU BHECEHI LWoA0
Ha3BW Nikapcbkoro 3acoby.
3arsepaxeHo: KAPAOIMAH-
caHoBe/lb. 3anponoHOBaHO:
Kopcap®. BBefieHHs1 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemun chapmakoHaraingy).
3MiHa yNnoBHOBa)XKeHOi 0cobu

3a peyenmom

UA/14714/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3as1BHVKa, BiANOBiAa/IbHOT 32
thapmakoHarnag. ditova
pefakuist: BiTkoBcbka TeTsiHa
BitaniiBHa. NponoHoBaHa
pegpakuis: Kopaepo MNanvHa
AHApiiBHA. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag.
3MiHa Micus 34iiCHEeHHS
OCHOBHOT fisifIbHOCTI 3
thapmakoHarnsagy.3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa Ha npenapat Kopcap®,
TabneTku, BKpUTI NNiBKOBOKO
060/10HKO0, 1Mo 80 mr, abo no
160 mr, no 14 TabneTok y
6nicTepi; no 2 abo 7 6nicTepis y
KOpo6Lii 3 KapToHy; abo no 320
mr, no 14 TabneTok y 6nicTtepi;
no 2 6nictepu y kopobui 3
KapToHY.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
3MiHN BHECEHI B TEKCT
MapKyBaHHS yNakoBOK
NiKapcbKoro 3acoby y 3B'A3Ky 3i
3MIHOI0 3a5IBHUKA, 3MiHOKO Ha3Bu
niKapcbKoro 3acoby Ta He3HauHi
npasku Mo TEKCTy. 3miHa
3asBHMKa (BnacHuKa
peecTpaLiiHOro NocBigYEHHS)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): fitoua
pepakuis: CaHoBenb 1ns4 CaHai
Be TumkapeT A.LL.
MponoHoBaHa pepakuis: AT
"apmak” BBefeHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

92.

KOPCAP®

TabneTtku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 320 mr, no 14
Tabnetok y 6nictepi; no
2 6nicTepun y Kopobu,i 3
KapTOHY

AT "®dapmak”

YKpaiHa

CaHoBersb 1nay
CaHai Be Tugxapet
A.L

TypeyuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AAMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3ac06y. 3MiHU BHECEHI LWoA0
Ha3BW JIiKapCbKOro 3aco0y.

3a peyenmom

UA/14714/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3areeppxeHo: KAPAOIMAH-

caHoBe/lb. 3anponoHOBaHO:
Kopcap®. BeBefeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy hapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiiNOBIAabHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarniagy).
3MiHa yNnoBHOBaXKeHOT 0cobun
3as1BHVKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pefakuist: BiTkoBcbka TeTsiHa
BitaniiBHa. NponoHoBaHa
pegpakuis: Kopaepo MNanvHa
AHApiiBHA. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag.
3MiHa Micus 34iCHEeHHS
OCHOBHOT fisifIbHOCTI 3
thapmakoHarnsagy.3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
Homepa Ha npenapat Kopcap®,
TabneTku, BKPUTI NNiBKOBOKO
060/10HKO0, 1Mo 80 mr, abo no
160 mr, no 14 TabneTok y
6nicTepi; no 2 abo 7 6nicTepiB y
KOpo6Lii 3 KapToHy; abo no 320

Mr, no 14 TabneTok y 6aicTtepi;
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 2 6nictepu y kopobu, 3
KapTOHYy.
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHN BHECEHI B TEKCT
MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby y 3B’s13Ky 3i
3MIHOIO 3asiBHMKa, 3MIHOK Ha3BU
NiKapcbKoro 3acoby Ta He3HauHi
npaBKW Mo TeKCTy. 3MiHa
3anBHVKa (BNacHvka
peecTpauiiHoro NocBigYEHHS)
(3rigHo Haka3zy MO3 Big,
23.07.2015 Ne 460): fjtoua
pepakuis: CaHoBenb lnsy CaHai
Be Tugxapet A.LL.
MponoHoBaHa pepakuis: AT
"®dapmak" BBefeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.

93.

KOCONT BK

Kpanni O4Hi, pO34H; Mo
10 Mn y donakoHi 3
[103aTOPOM Ta KPULLIKOHO;
no 1 dpriakoHy 3
[103aTOPOM Ta KpPULLIKOIO
3 KOHTPO/IEM MEPLLIOrOo
PO3KPUTTS B KAPTOHHIl
Kopobui

CaHTteH AT

DiHNAHAIA

CaHreH AT,
PiHnaHaia
(BMPOGHUK,
BiANOBiAa/IbHWIA 3a
BMNyCK cepil);
Ty6inokc ®apma
C.N.A., Itanis
(BUPOBHUK,
BiANOBIAa/IbHNIA 3a
BMPOBHULITBO in-
bulk, nepBuHHy Ta
BTOPWHHY YNaKoBKY,
BMNPOGYBaHHSA
LLOA0 AKOCTI)

diHnsaHgia/
ITania

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarningy).
3MiHa yNnoBHOBaXKEHOT 0cobmn
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
[enbiHa BepTpam, 4.d.H.,

3a peyernmom

UA/18106/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[OKTOP HayK. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
dhapMakoHarasng,.
94. KPUHOH® renb BariHasibHWin 8 %; Apec TpeiigiHr C.A. LLiBeiiuapis [eHapoH BpeHac BenukobputaH BHECEHHS 3MiH 0 3a peyenmom UA/3490/01/01
no 1,45 r (wo Niviten, i/ LWseliyapis peecTpauinHnx
BignoBigae Ao3i gns BenukobpuTaHis marepianiB:3mMiHN 3 AKOCTI.
BBeAeHHs 1,125T) B (BUPOBHYK [oTOBMIA NikapcbKuii 3acio.
0/}HOL,030BOMY Hepo3chacoBaHoi 3MiHN Y BUPOGHULTBI. 3MiHN
ansikaTopi, BknageHomy npoaykuii Ta BMNpo6yBaHb abo AOMyCTUMUX
B 6araToLuapoBy KOHTPO/Ib AKOCTI); MeX, BCTAHOBNEHNX Y
ynakoBky; no 6 a6o 15 Maponak ar, crneumgikauisx, nig vac
0HOL030BUX LBeiiuapis BMPOGHMLTBA FOTOBOIO
ansikaTopiB Y KapTOHHIlA (nepBuHHa niKkapcbKoro 3acoby
Kopoobui ynakoBka); Xepg, (PO3LUMPEHHSA 3aTBEPIKEHUX
MaHgi PivapacoH OOMNYCTUMMX MEX ANA
Nimiten, NOKa3HWKIB, SIKi MOXYTb MaTu
BenukobpuTanis iCTOTHWI BNIMB Ha 3arasibHy
(KOHTpO/Ib AKOCTI); AKICTb FOTOBOTO JliKapCbKoro
LleHTpan ®apma 3aco6y)(b.11.6.5. (1), II)
(KoHTpakT MekiHr) 3MiHa KpuTepiiB NPUAHATHOCTI
Niviteq, 3a NoKa3HMKOM «BigHocHa
BenvikobpuTaHis ryCTVHa», KM BU3HAYAETLCS
(BTOPMHHa ynakoBka ansa rento in bulk 3 gogasaHHAM
Ta BUMycK cepii) BiANOBIAHOr0O MOCW/IAaHHS Ha
3aranbHy ctartio €9, 2.2.5.
3anponoHoBaHo:
MokasHuk Kputepii
NPUAHATHOCTI AHaniT4YHa
~ NMpoueaypa
BigHocHa ryctuHa
(npu 25 °C) 1,02-1,06 €Bp.
Papm. 2.2.5
95. KPOMBU NNCTA nvcts no 30 r abo no 50 MpAT "“NikTpasu" Ykpaina MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/7000/01/01

Iy navkax 3 BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTti; no 20
PiNbTp-NakeTiB y naywi
abo y nauui 3
BHYTPILLHIM NakeTom

peecTpauinHux
marepianis:3miHu | Tuny - 3MiHN
3 AKoCTi. F0TOBWIA NiKapCbKuii
3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHWi 3MiHW) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3acib, a came BHECEHHS
YTOUHEHHS, LWOA0 Naykn ans
iNbTp-NakeTiB: «404aTKOBO
nayknm MoxyTb obroprartucs
330BHi N/1iBKOIO
noNinponisIEeHOBOK»
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(3aTBEPAXEHO «330BHI NAYKM
obropTalTbcs NNIBKOK
noninponineHoBo»), 3

BiANOBIAHVUMY 3MiHamMK B p.
"Ynakoska" MKA 113.
3anponoHosaHo: MoapibHeHa
cupoBuHa no 30 r, 50 r B nakeTw,
BUrOTOB/IEHI 3 Nnanepy
nakyBasIbHOrO BOJOTOCTIliKOro,
abo kpadT-nanepy, abo nanepy
raseTHoro, abo B nakeTu,
BWUIOTOB/IEHI 3 N/IBKU 3
noniMmepHux matepianis, abo y
nakeTu 3 NNiBkU NakyBasibHOI 3
HaCTYNHUM BKNaLAHHAM B Mayku
KapTOHHI. MNMOpOLLIOK KpynHUiA No
1,5 r B (hinbTp-nakeTn,
BWrOTOB/IEHI 3 Nanepy
TEepMO3BaploBasIbHOTO
MOPUCTOrO, WO HEe PO3MOKaE, 3

HacTynHUM yknagaHHam no 20
hiNbTp-NakeTiB B Na4ku

KapTOHHiI. [loaaTKoBO Navkm

MOXYTb 06roptaTucs 330BHi

N/1iBKOKO NMONINPONiNIEHOBOLO.

MopoLok kpynHuii no 1,51 B

PiNbTP-NakeTn, BUrOTOB/IEHI 3

nanepy Tepmo3BaproBasibHOr0

MOPUCTOrO, WO HEe PO3MOKaE, 3
HacTynHUM yknagaHHam no 20
hinbTp-NakeTiB B NakeTw,
BWUIOTOBJIEHI 3 MN/1iBKU 3
nonimepHux marepianis 3
HaCTYMHVM YKNafaHHAM B Nauku

KapTOHHiI. [loaaTKoBO Navku

MOXYTb 06roptatucs 330BHi

NAiBKOK NO/IiNPONiJIEHOBOK.

96.

KCAJIKOPI

kancynu no 200 mr; no
10 kancyn y 6nictepi; no
1 a6o no 6 6nictepiB y
KapTOHHIlA KOpooLi

NMOANSEP
EAY.CLMI.
KOPMOPENLLH

CWA

Mdpaiizep
MeHtochekuypuHr
[oituneng MreX

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AkocTi. ADI. KoHTposib AdI.
BHeceHHs 3MmiH fo crneumdikawi
A®I, a came, BUgasieHHA
nokasHuka "Backki metanu".
3MiHN | TURY - 3MiHK 3 AKOCTI.
A®|. BupobHuuTBO. 3MiHa
BUPOGHMKa
BVIXiZLHOr0/MPOMiXXHOr0
npoayKTy/peareHty, Wwo

3a peyenmom

UA/14081/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BUKOPVCTOBYHOTBCS Y
BMPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHMKa (BKIHOYaou,

e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOJII0 AKOCTI)

A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MIHN
[0 3ax04iB, NOB'A3aHNX 3
KOHTposiem A®l, abo fofaBaHHA
AiNbHULI, Ae NPOBOANTLCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBefeHHA anbTepHaTUBHOI
AinbHuui Pfizer Asia
Manufacturing PTE Ltd. (31
Tuas South Ave 6, Singapore
657578), BignosifanbHOi 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepili
AD| KPU30TUHIG. 3MiHK | TUNY -
3MiHUM 3 AKoCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKaA

BUXiQHOro/NPOMIXHOro

npoaykTy/peareHty, Lo

BUKOPVCTOBYHOTBCS Y
BMpPOGHMYOMY npoLieci A®I, abo

3MiHa BMPOGHMKa (BKIHOYaouW,

e HeobxiaHo, micue

NpoBeAeHHSA KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3anponoHoBaHWin BUPOBHMK
HanexuTb Ao Tiei camoi
BVMPOGHWYOI rpynu NignpUEMCTB,
LLIO Vi 3aTBEPAKEHNIA).
[JlofaBaHHs anbTepHaTVBHOIO
BMPOGHMKA Ai04OT PEYOBUHN
KpU3oTuHI6 Pfizer Asia
Manufacturing PTE Ltd. (31
Tuas South Ave 6, Singapore

657578). 3miHu | Tvny -

afMiHICTpPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLii MPOBaKEHHS AiSNIbHOCTI
BMpO6HUKa (BK/IOYaKoUK, 3a
HeobXxigHOCTI, Micue
npoBeAeHHA KOHTPOJIK0 SKOCTI),
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

abo BracHuka mactep-cpaiina
Ha A®l, abo nocTavasbHUKa
Adl/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOI OMNOMIKHOI
PEYOBMHM (SIKLLLO 3a3HaYEeHO y
nocbe). 3MiHa Ha3Bu Ta agpecu
BMPOGHUKA AP| KPU3OTUHIOY 3
Pfizer Ireland Pharmaceuticals
(Little Island, County Cork,
Ireland) Ha Upjohn
Manufacturing Ireland Unlimited
Company (Little Island, Co.
Cork, T45 F627, Ireland).
[opaTkoBo, gns ainbHuui Pfizer
Ireland Pharmaceuticals
(Ringaskiddy) B HanucaHHi
afpecu TakoX 3MiHUIN
HanncaHHs County Cork Ha Co.
Cork. 3ateBepmxeHo Pfizer
Ireland Pharmaceuticals Little
Island County Cork Ireland
Pfizer Ireland Pharmaceuticals
Ringaskiddy API Plant P.O. Box
140 Ringaskiddy County Cork
Ireland 3anponoHoBaHo Upjohn
Manufacturing Ireland Unlimited
Company Little Island Co. Cork,
T45 F627 Ireland Pfizer Ireland
Pharmaceuticals Ringaskiddy
API Plant P.O. Box 140
Ringaskiddy Co. Cork Ireland

97.

KCANKOPI

Kancynu no 250 mr; no
10 kancyn y 6nictepi; no
1 a6o no 6 6nictepis y
KapTOHHIA KopoobLi

NOAV3EP
ENY.CLIL.
KOPMOPEWILLH

CLUA

Mdpaiizep
MeHtoghekUypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
3 AkocTi. A®l. KoHTponb Ad®I.
BHeceHHs 3MiH [0 cneuudikauii
A®I, a came, BuganeHHs
nokasHuka "Baxki metanu'.
3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®I. BupobHuuTBO. 3MiHa
BMPOBGHMKA

3a peyernmom

UA/14081/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BVIXiZLHOr0/MPOMIXXHOr0
npoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BK/TOUaouY,
e HeobxiaHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY A0CHE)(3MiHU
[0 3axofiB, NOB'A3aHNX 3
KoHTposiem A®l, abo JoaaBaHHSA
AOinbHWUI, e NPOBOAUTLCSA
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBefAeHHA anibTepHaTUBHOI
ninbHuui Pfizer Asia
Manufacturing PTE Ltd. (31
Tuas South Ave 6, Singapore
657578), BignoBsiganbHOI 3a
KOHTPO/Tb SIKOCTi Ta BUNYCK cepili
A®| KpM30TWHIG. 3MiHK | TUNY -
3MiHU 3 AKocTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOr0/MPOMiXKHOr0
npoayKTy/peareHTy, WWo
BMKOPUCTOBYIOTbCSH Y
BMPOGHMYOMY npouieci Adl, abo
3MiHa BUPOGHMKa (BK/TOUaouM,
e HeobxigHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3anponoHoBaHWi BUPOBGHUK
HaNeXuTb A0 TiEl camol
BMPOGHMYOI rpynu NignpUeEMCTB,
LLLO 11 3aTBEPMAXEHNIA).
[JlofasaHHs aslbTepPHATVIBHOIO
BMPOGHMKA Ait040T PEYOBUHN
Kpn30oTuHIO Pfizer Asia
Manufacturing PTE Ltd. (31
Tuas South Ave 6, Singapore
657578). 3miHu | TNy -
aAMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLii NPOBAKEHHSA AiSNIbHOCTI
B/MpO6HMKa (BK/IKOYaKUK, 3a
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HeobXigHOCTI, Micue
nNpoBefileHHA KOHTPOSIK0 AKOCTI),
abo BrlacHuka mactep-caiina
Ha A®l, abo noctavasibHNKa
Adl/BuxigHOro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y [0CbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikara BiZNoOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY AOCbE, ab0
BUPOBHMKA HOBOI LOMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y
nocbe). 3miHa Ha3BM Ta agpecu
BMPOGHUKa AD| KPU3OTUHIOY 3
Pfizer Ireland Pharmaceuticals
(Little Island, County Cork,
Ireland) Ha Upjohn
Manufacturing Ireland Unlimited
Company (Little Island, Co.
Cork, T45 F627, Ireland).
[opaTkoBo, ons AinbHuui Pfizer
Ireland Pharmaceuticals
(Ringaskiddy) B HanncaHHi
azpecy TakoX 3MiHWUN
HanucaHHa County Cork Ha Co.
Cork. 3atBepaxeHo Pfizer
Ireland Pharmaceuticals Little
Island County Cork Ireland
Pfizer Ireland Pharmaceuticals
Ringaskiddy API Plant P.O. Box
140 Ringaskiddy County Cork
Ireland 3anponoHoBaHo Upjohn
Manufacturing Ireland Unlimited
Company Little Island Co. Cork,
T45 F627 Ireland Pfizer Ireland
Pharmaceuticals Ringaskiddy
API Plant P.O. Box 140
Ringaskiddy Co. Cork Ireland

98.

KCENbAH3

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 5 mr; no 14 tabneTtok
y 6nicTepi; no 1 a6o 4
6nicTepn y KapTOHHIl
nauui

Mdpaiizep Eny.Ci.Mi.
KopnopeiiwH

CLUA

BMPOGHULITBO 3a
MOBHUM LVIK/TOM:
Mdpaiizep
MeHtochekuypuHr
[oituneng MreX

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu 1l TUny - 3MiHK Woao

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHu y
TepaneBTUYHUX MOKa3aHHSIX
(oopaBaHHA HOBOTO
TepaneBTUYHOTO MokKa3aHHs abo

3a peyenmom

UA/14485/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa y 3aTBEpAKEHOMY
rnokasaHHi) - 3MiHM BHECEHO [0
IHCTPYKUiT 4Nns MeanyHoro
3acTocyBaHHA Ta KopoTKol
XapaKTepucTuKy NikapcbKoro
3acoby Ao po3giny "lMokasaHHsA",
a came fofaBaHHSA
TepaneBTUYHOTO NoKasaHHs -
"/likyBaHHS1 aKTUBHOIO
noniapTUKyIAPHOrO
IOBEHI/IbHOrO ifjjonaTnyHoro
apTputy (KOIA) y gopocnux Ta
navujieHTIB ANTAYOTO BiKY 3
mMacoto Tina 6inbLue 40 kr'. Ak
HacnifoK 3MiHN BHECEHO [0
IHCTPYKUIiT 4Nns MeanyHoro
3aCTOCyBaHHSA NiKapCcbKoro
3acoby Ao po3ginis
"®apmakooriyHi B1acTuBocTi”,
"TpoTunokasaHHsa",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHS Ta 403K,
"[iTn", "Mo6iuHi peakyii” Ta
BiANOBIAHI 3MiHM A0 KopoTkoi
XapaKTepucTuKu NikapcbKoro
3acoby fo po3ainis "4.2. lo3n
Ta cnoci6 3actocyBaHHs", "4.3.
Aitn", "4.4. MNMpoTnokasaHHs",
"4.9. Mo6iyHi peakui,"5.
dapmakosioriyHi BNacTneocTi".
BBegeHHs 3MiH NpoTArom 6-tm
MicALiB Nic/a 3aTBePAXKEHHS.

99.

KCE®OKAM®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 4 mr no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHiIl
Kopobui

AciHo ®apma Al

LLisefuapis

Takega 'm6X, micue
BMPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif

3a peyenmom

UA/10245/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y

po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarangy).
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MmiHa
MiCLIe3HaxXOpKeHHs1 macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
HoMmepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT AisNbHOCTI
3 chapmakoHarnsgy.

100.

KCE®OKAM®

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 8 mr no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHiIl
Kopobui

AciHo dapma Al

LLiBefiuapis

Takepa M'mM6X, Micue
BUPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarningy).
3MiHa yNnoBHOBaXKEHOT 0cobmn
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.

3a peyernmom

UA/10245/01/02
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PeecmpayjitiHa npoyedypa

Ymosu

Howmep

n/n

Ne Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

D. 3MiHa KOHTaKTHUX AaHKX

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Himeuunna/

YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3MiHa Micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 hapmakoHarisgy.
BHECEHHS 3MiH [0

3a peyenmom

UA/2593/02/01

101.

KCE®OKAM®

NOPOLLOK A/15 PO3YNHY
Ans iH'ekuii no 8 mr 5
h/1aKOHIB 3 MOPOLLKOM Y
KapTOHHIlA KOpooLi

AciHo ®apma Al

LLiBeiiuapis

Baccepbyprep
ApuHalimiTTenbBepk
'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
nakyBaHHs); Takefa
ABcTpisi TM6X,
ABCTpIsi (BTOPUHHE
nakyBaHHA Ta
BUMYCK Cepiid)

AscTpis

peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemun chapmakoHaraingy).
3mMiHa yNnoBHOBaXkKeHOT 0cobum
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapMakoHarnag. 3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarsgy Ta moro
HoMmepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI
3 chapmakoHarnsgy.

3a peyenmom

HimeyuynHa

BHECEHHS 3MiH 0

UA/2593/03/01

AciHo ®apma Al

LLiBeliLapis Takeaa M'm6X, Micue

102.

KCE®OKAM®

TabneTkn, BKpUTI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PANIA,

N/1iBKOBOK 06GO/IOHKOLO,
no 8 mr; no 6 TabneTok y
6nictepi; no 1 6nictepy
B KapTOHHI kKopo6ui

BMPOGHMLTBA
OpaHieHbypr

peecTpauiiHnx
mMartepianis:3aMiHu | TUny - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cmcTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOT 0co6M
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta oro
HoMepa. 3MiHa Micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 hapmakoHarisgy.

103.

KYBAH®

TabneTky po3ynHHI No
100 wr; no 30 a6o no
120 TabneTok y
nonieTnaeHoBoMy
thnakoHi; no 1 dpnakoHy

BioMapwvH
IHTepHewwHn Jimiteq,

IpnaHgis

BioMapuH
IHTEepHeLWwHN
Niviten, lpnaxgis
(BignoBifanbHuWii 3a
BUMYCK cepii);

Ipnangis/
HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis:3miHu | Tuny -
aAMIHICTPATUBHI 3MiHW.
BunyueHHsi BupobHuka A®I

Y KapTOHHIli kopobLi BioMapuH (CanpontepuHy
IHTEepHELUHN ourigpoxnopuay) Rohner AG
Nimiten, Ipnaxgis (Rohner Chem AG), Lseiuapis.
(mapkyBaHHs 3aTBepaKeHi BUPOOHUYI
donakoHiB Ta OiNbHUUI, WO 3aNULWLINANCS,
BTOPVHHE BMKOHYIOTb Ti cami (OyHKL,i, L0
nakyBaHHS); BUIyYeHa

3a peyenmom

UA/12202/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ekcenna 'm6X eHg,
Ko. KI', Himeyunxa
(BPO6GHMLTBO
Hepo3dacoBaHoi
npoAayKLii, NepBnHHe
nakyBaHHs y
hnakoHn Ta
KOHTPO/b AKOCTI
nikapckoro 3acoby);
Na6op /1IC CE eHa
Ko. KI', Himewyunxa
(KOHTpO/b AKOCTI
nikapcbKoro 3acoby
(mikpobHe
TecTyBaHHs));
MinnmayHT
Xenckeap /114,
IpnaHgis
(mapkyBaHHs
hnakoHiB Ta
BTOPWHHE
nakyBaHHs); CI'C
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa
(KOHTpO/b AKOCTI
niKapcbkoro 3acoby
(mikpobHe
TECTyBaHHs))

104.

NEBIHOP

po34uH ans iHgysiii 0,5
%; no 100 mn a6o 150
My naswui; no 1
NAAWLI Y nayLi

MpuBatHe
akujioHepHe
TOBapUCTBO

"IHdpy3ia"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"IHdpy3in”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3aco06y (iHLWi 3MiHN) - y 3B'A3KY 3
BBeZleHHAM [04aTKOBOT
YNakoBKN HOMiHaNIbHUM 06'€MOM
150 M y nnswWwLj, BHOCATLCA
3MiHM B cneumdikayiio Ta
MeTOAW KOHTPOJO, a came
HOpMYBaHHs A1a 06'emy 150 mn
y NOKa3HWK "MexaHiuHi
BK/IIOYEHHS: HEBUAVMI YacTkn'.
3MiHn Il Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO liKapCbKOro 3acoby
(3miHa macu/o6'eMy BMICTY

3a peyenmom

UA/15477/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTelHepa 6aratof030B0ro
CTepUILHOTO NiKapcbKoro
3acoby (abo ogHOL030B0OrO,
4aCTKOBOrO BUKOPUCTaHHSA) Ta
6araTo,030B0ro /likapCbKoro
3acoby
6ion10riYHOro/iMyHOMOriYHOrO
NOXOMKEHHA ANs
napeHTepasibHOro
3aCTOCYBaHHSA) — BBELEHHSA
[,00aTKOBOI ynakoBku no 150 mn
y NAswWkKax, 3 BiANoBiAHUMY
3MIHUMU Y p. «YNakoBKa». 3MiHM
BHECEHI B IHCTPYKL,t0 ANns
MEJUYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"YnakoBka" ik HacnifoK nosisa
[04aTKOBOrO NaKyBaHHS.
BBegeHHA 3MiH npoTArom 6-tm
MicALiB Nic/a 3aTBEPIAXKEHHS.

105.

NEBOKCUME],

Kpansi O4Hi, po3ynH, 5
Mr/M; o 5 mny
dhnakoHi-kpanenbHUL;
no 1 donakoHy-
KpanesnbHuULi B
KapTOHHIlA KOpooLi

TOB "YOPA[,
MEANLAH"

Ykpaina

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

PymyHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHa 3asBHUKa (B/1acHUKa

peecTpavuinHOro Noceig4YeHHs)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460):
3areBepaxeHo: YOP/[,
MEOVNLIVH ODTAIbMIKC
NIMITEA, Benuka BputaHis /
WORLD MEDICINE
OPHTHALMICS LIMITED,
United Kingdom.
3anponoHosaHo: TOB «YOP/1[,
MEANLH>», Ykpaina / WORLD
MEDICINE, LLC, Ukraine.
TepMmiH BBELEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEePMKEHHS. 3MiHK | Tuny -
3MiHV Wwoao
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapMakoHarnsay; KOHTaKTHOI

3a peyernmom

UA/14769/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnisgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cmcTeMu dpapmakoHarnagy).
3MiHa yNnoBHOBaXKeHOT 0co6M
3a8BHVKa, BigNoBigaNbHOT 3a
thapmakoHarnsg. divoua
pepaxuis: Casiwesa Jlapuca /
Savishcheva Larisa.
MponoHoBaHa pepakuisi: Myano
laHHa CtaHicnasisHa. 3MiHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKeHHSA MacTep-
thaiina cuctemu
dhapmakoHarnsgy.

106.

NEBO®NOLYH
250

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 250 mr no 5 TabneTok
y 6nicTepi; no 1
6nicTepy B nauui 3
KapToHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | TUny - 3MiHW
3 AKocTi. CepTudikar
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpONEiiChKilt
thapmakonei/moHorpadii.
MogaHHA oHoBneHoro CEP Ne
RO-CEP 2019-023-Rev 01
(nonepegaHs sepcia Ne RO-CEP
2019-023-Rev 00) y 3B'A3Ky 3
BK/TIOYEHHAM [04aTKOBOrO
noctavanbHmka Mongolia Yuan
Hong Fine Chemical gns
BMXiAHOT cnpoBuHY Levofloxacin
Q-Acid. 3miHu | TURY - 3MiHK 3
akocTi. CepTudpikar
BignosigHoCTI/TE-cepTudcpikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/MoHorpadii.
MopaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI EBPONEChKIN
dpapmakonei Ne RO-CEP 2019-

3a peyenmom

UA/2397/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

023-Rev 00, y 3B'A3Ky 3 TUM, L0
BMpo6HUK "Neuland Laboratories
Limited", IHais oHoBuB AM®
BiANOBIAHO A0 MOHOrpadii
07/2019:2598 Ta oTpMmMaB
cepTtudikaT BiAnoBigHOCTI, AK
Hacnigok, 3MiHWIach
crneundikalis KOHTpoo API.
3anponoHosaHo RO-CEP 2019-
023-Rev 00. 3miHu | TNy -
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW). OHOB/EHHSA BXe
3aTBEPAXKEHNX MEeToIB
KOHTPOJTH0 SIKOCTI NTiKapCbKoro
3acoby, a came BUKNaAeHHs
TEKCTY [epXaBHOK MOBOIO
3riAHO CyYacHUX BUMOT. 3MiHu |
TUNY - 3MiHW 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MogaHHA oHoBneHoro CEP Ne
RO-CEP 2019-023-Rev 02
(nonepepaHs sepcis Ne RO-CEP
2019-023-Rev 01) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Neuland Laboratories Limited,
India, y 3B’A3Ky 3i 3MiHOIO
afpecu snacHuka CEP.
3anponoHosaHo 11th Floor (5th
Office Level), Phoenix IVY
Building, Plot No. 573A-IIl, Road
No. 82, Jubilee Hills, Hyderabad
— 500033 Telangana, India

107.

NEBO®/IOLUNH
500

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOIO,
500 mr no 5 TabneTtok y
6nictepi; no 1 6nictepy
B Nauuj 3 KApTOHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEiChKil
hapmakonei/MoHorpadil.
MogaHHA oHoBneHoro CEP Ne
RO-CEP 2019-023-Rev 01
(nonepepaHs Bepcis Ne RO-CEP
2019-023-Rev 00) y 3B'A3Ky 3
BK/TIOYEHHAM [0aTKOBOrO

3a peyenmom

UA/2397/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

noctavanbHmka Mongolia Yuan
Hong Fine Chemical ans
BUXigHOT cupoBuHK Levofloxacin
Q-Acid. 3miHu | TURY - 3MiHK 3
AKocTi. CepTudpikat
signosigHocTi/TE-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MmoHorpadii.
MopaHHA HOBOrO cepTudiikaTa
BiANOBIAHOCTI EBPONEChKIl
hapmakonei Ne RO-CEP 2019-
023-Rev 00, y 3B'A3Ky 3 TUM, L0
BMpo6HuK "Neuland Laboratories
Limited", IHgjs oHoBUB AM®
BIANOBIAHO A0 MOHOrpadii
07/2019:2598 Ta oTpumas
cepTugikaT BiANOBIAHOCTI, K
HacnifoK, 3MiH1nach
cneuudikauis KoHTposio AdI.
3anponoHoBaHo RO-CEP 2019-
023-Rev 00. 3minu | Tny -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby
(iHWi 3MmiHM). OHOB/EHHSA BXeE
3aTBEPMKEHNX MeToAIB
KOHTPOJIIO SIKOCTI NiKapCbKOro
3acoby, a came BUKIaeHHSA
TEKCTY AepXXaBHO MOBOIO
3riAHO CyYacHUX BUMOT. 3MiHN |
TUMY - 3MiHW 3 AKOCTI.
CepTudoikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MmoHorpadii.
MopgaHHA oHoBneHoro CEP Ne
RO-CEP 2019-023-Rev 02
(nonepepaHs Bepcis Ne RO-CEP
2019-023-Rev 01) Big BXe
3aTBEPAKEHOIO BUPOOHMKA
Neuland Laboratories Limited,
India, y 3B’A3Ky 3i 3MiHOIO
agpecu BnacHuka CEP.
3anponoHoBaHo 11th Floor (5th
Office Level), Phoenix IVY
Building, Plot No. 573A-1Il, Road
No. 82, Jubilee Hills, Hyderabad
— 500033 Telangana, India

108.

NEKPO/IIH®

Kpannai o4Hi, 40 mr/m;

CaHTteH AT

DiHNAHAIA

MaHydhakTypiHr

Higepnanawn/

BHECEHHS 3MiH Ao

3a peyenmom

UA/2383/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 5 mn y doakoHi-
KpanensHuuj; no 1
(h/1aKOHY B KapPTOHHii
Kopobui

Makarinr ®apmaka
(MMNo) B.B.,
HigepnaHgm

(anbTepHaTMBHWMIA

BUPOBHUK,
BiZiNOBIgabHUIA 3a
BTOPUHHE
nakyBaHHs);

Hekctdapma AT,

diHnAHZISA
(BUPOBHWK
BiZiNOBIgabHUIA 3a
BMPOGHMLTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs,

KOHTPO/Ib SIKOCTI);

CaHTeH AT,
diHnAHZISA
(BUPOBHWK

BiZiNOBIAabHUIA 3a

BWMYCK Cepil)

diHNsaHAIA

peecTpauiiHnx
mMartepianis:3aMiHu | TUny - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cmcTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOT 0co6M
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
Nensdina BepTtpam, 4.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
dhapMakoHarasng,.

109.

NNn KBITKN

KBiTW, N0 50 'y naykax 3
BHYTPILLHIM NakeToMm; no
1,5 ry chinbTp-nakeTi; no
20 hinbTp-nakeTiB y
nadyui abo y nauui 3
BHYTPILLHIM NaKkeToM

MpAT "NikTpasn"

YKpaiHa

MpAT "NikTpasun"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AKOCTi. FoTOBWMIA NikapCbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHWi 3miHn)

- BHECEHHSA 3MiH Ao p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3acib, a came BHECEHHs
YTOUYHEHHS, LWOA0 Naykn Ans
iNbTp-NakeTiB: «404aTKOBO
nauknm MoxyTb obroprartucs
330BHIi N/1iBKOIO
noninponizIeHoBO»
(3aTBEpAXKEHO «[Maykm 330BHI
06ropTalnTbCs M/IIBKOK

6e3 peyenma

UA/5977/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

noninponineHoBo»), 3

BiANOBIAHMMU 3MiHaMU B p.

"Ynakoska" MK#A /13
3anponoHoBaHo: MoapibHeHa
cupoBuHa no 50 r B nakeTw,
BWUrOTOB/IEHI 3 Nanepy
nakyBa/lbHOrO BOJIOTOCTIViKOTO,
abo kpapT-nanepy, abo nanepy
raseTHoro, abo B naketu 3
NAiBKM NakyBasibHOI 3
HaCTYMHUM BK/18aHHAM B Nayku
KapTOHHi.

Mopowwok kpynHuii no 1,51 B
PiNbTP-NakeTn, BUrOTOB/IEHI 3
nanepy TepmMo3BaproBasibHOT0
MOpUCTOroO, LLIO HE PO3MOKAE, 3
HacTynHUM yknagaHHAM no 20

hiNbTp-NakeTiB B Na4ku

KapTOHHI. [loAaTKoBO navkm

MOXYTb 06ropTaTucst 330BHi

NAiBKOK NOJINPOMNiIEHOBOLO.

Mopowok kpynHuii no 1,51 B
PiNbTP-NakeTn, BUrOTOB/IEHI 3
nanepy TepmMo3BaproBasibHOT0
MOpUCTOro, LLIO HEe PO3MOKAE, 3
HaCcTynHUM yknagaHHAM no 20

hiNbTp-nakeTiB B NakeTw,
BUFOTOBJIEHI 3 N/IIBKA 3
noniMepHuUx matepianis 3
HaCTYMHUM BK1aAaHHAM B Nayku
KapTOHHI. [loAaTKoBO navkm
MOXYTb 06ropTaTucst 330BHi
NAiBKOK NOAINPONiJIEHOBOK).

110.

NIHEBIOTUK

pO34uH A8 iHdysild, 2
mr/mn, no 300 mny
thnakoHi, no 1 dpnakoHy
Y KapTOHHIli kopobLi

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrnis

Bewm Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianiB:TeXHIYHa NomMusKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460).
BunpaBneHHs TeXHIYHOT
NOMWJIKM 3rigHO N.2.4. po3ainy
VI Haka3zy MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y pepakuii
Haka3ly MO3 Ykpainu Big
23.07.2015 p Ne 460),
[0NYLLEHOT Y 3aTBEPKEHUX MPU
npoBefeHHi npouenypw
peecTtpauii MKA M3 (Hakas
MO3 Ykpainu Big 11.08.2021
Ne1725 Pl UA/18904/01/01), a

3a peyernmom

UA/18904/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

came B cneupudikauii B po3gini
«BbakTepianibHi eHAO0TOKCUHU» B
3a3Ha4yeHHi PO3MipHOCTI.
3anponoHoBaHo:

Ha Bunyck Ha TepmiH
npugaTHocTi MeToau KOHTPOso
10.BakTepianibHi eHAO0TOKCUHN <

0,5 MO/mr < 0,5 MO/mr
USP<85>
3asHayeHi BunNpaseHHs
BignoBigaTb MaTepianam
peecTpauiiiHoro Aocke
(p.3.2.P.5.1).

111.

NIHE3ONIAVNH

pO34uH ANs iHQysild, 2
mr/mn, no 300 mny
nAswyi; no 1 naswuyi B
nauui

MAT "Tanuudapm”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AKOCTi. FoTOBWMIA NiKapCbKuii
3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuyndikauivi Ta/abo
[ONYCTUMUX MEX NEPBUHHOT
yNakKoBKM rOTOBOTO NiKapCbKOro
3aco6y (iHwWwi 3miHK). CynyTHA
3MiHa
- 3MiHu 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y meTogax
BMNPOGYBaHHA NEPBUHHOT
yNaKkoBKM rOTOBOTO /liKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax
BMNPOGYBaHb (BK/IOYaYM
3amiHy abo gogaBaHHs)) -
BHECEHHS 3MiH 10 MaTepianis
peecTpaLiniHoOro 4ockbe, a came y
p. 3.2.P.7. Cuctema koHTelHep/
3aKynoproBasibHWIA 3acib BHECEHI
3MiHM g0 cneuudikauii Ta
METOZAiB KOHTPOO A1 NALLIOK
(dbnakoHIB) CkIAHMX: 3@ M.
«ApCeH» - METOAMNKY AN
NpOoBefeHHS KOHTPO/IO apCeHy
afanToBaHO A0 HasiBHOTO Ha
niANPMEMCTBI aTOMHO-
eMICIliHOro cneKkTpomeTpa 3
iHOYKUHO 3B’s13aHOK0 N1a3MOK0
AEC-I3IM (noka3Huk
KOHTpO/H0BaBCS hipMoto

3a peyenmom

UA/11948/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMKOM); 3a M. «TOBLLMHA
CTiHKM Ta TOBLUMHA AHa» Ha
niANPUEMCTBI 3aKynieHo
TOBLLMHOMEP, BifMnoBigHO
BMHMK/1A HEOOXIAHICTb BHECTU
3MiHM B cnevumdikadiio, Wwoao
BMKOHaHHS KOHTPO/IIO (Ha AaHwui
4yac KOHTPO/Ib NPOBOANTb
hipma-BUPOBHKK); - NpUBEAEHHS
n. «ligponiTnyHa CTilKicTb» A0
Bumor Y.

112.

MACTO-rPAH

rpaHynm no 10 ry
neHani noniMepHomy; no
1 neHany B nauuj 3
KapToHy

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

MpAT "HaujoHanbHa
[omeonaTtnyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - NEPeHeCceHHs
BVMPOGHMYOT AiNnbHULI ANTeka

"HauioHanbHa FoMeonaTnyHa
Cninka"Nel ans A®l Calcium
fluoricum 30CH.
3anponoHoBaHo: Kuis, By/I.
TypreHescbKa, 76-78, rpyna
npumM. Ned5 Ykpaina; 3minu |
TUNY - NepeHeceHHs1 BUPOGHMYOT
OinbHUUl AnTeka "HauioHanbHa
FomeonatnyHa Cninka"Nel gns
A®I Conium 200CH.
3anponoHoBaHo: Kunis, By/I.
TypreHescbka, 76-78, rpyna
npumM. Ne45 YkpaiHa; 3miHu |
TUNY - NepeHeceHHs BUPOOGHNYOI
AinbHuui Anteka "HauioHanbHa
FomeonatnyHa Cninka"Nel ans
A®| Asterias rubens 30CH.
3anponoHoBaHo: Kunis, By/l.
TypreHescbka, 76-78, rpyna
npum. Ned5 YkpaiHa; 3MiHu |
TUNY - NePeHeCceHHs1 BUPOGHNYOT
OinbHUUi AnTeka "HauioHanbHa
FomeonatnyHa Cninka"Nel ans

A®| Conium 30CH.
3anponoHoBaHo: Kuis, By/I.
TypreHescbKa, 76-78, rpyna
npumM. Ned5 Ykpaina; 3minu |

TUNY - NepeHeceHHs1 BUPOGHMYOT
OinbHUUI AnTeka "HauioHanbHa
FomeonatnyHa Cninka"Nel ans

A®| Phytolacca 30CH.
3anponoHoBaHo: Kunis, By/I.
TypreHescbka, 76-78, rpyna

6e3 peyenma

UA/3825/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npum. Ne45 YkpaiHa
113. | ME/IbAOHIN PO34MH ON8 iH KL, TOB "tOpia-®apm” Ykpaina TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/14638/01/01
100 mr/mn, no 5 mn B peecTpauinHnx
amnyni, no 5 amnyn'y MarepianiB:TeXHI4YHY NOMUIIKY
KOHTYPHIli YapyHKOBIi BUNPaB/IEHO B TEKCTI
yNakoBLji, M0 2 KOHTYPHI MapKyBaHHS Ha BTOPWHHIM
YapyHKOBi YNakoBKW B ynakoBLji MikapcbKoro 3acoby.
nauui 3anponoHosaHo: 7. IHLLI
OCOB/IBI BACTEPEXEHHA
CTepusbHWiA. BinbHuii Big
6akTepia/ibHUX eHAOTOKCUHIB.
3a3HayeHe BUMNpaB/IeHHA
BiANOBigae marepianam
peecTpauiiHoro AoChe. NEHHS
TEXHIYHOT NOMUIIKN B
NPUMIpPHUKaX MapKyBaHHS
114. | MIKAPOAUCN/IKOC® | Tabnetku, 80 mr/12,5 mr; BepiHrep HimeuyunHa BepiHrep peuisi/ BHECEHHS 3MiH 0 3a peyenmom UA/0465/01/02
no 7 TabneTtok y IHrenbxanm IHrenbxaiim Ennac HimeuunHa peecTpauinHnx
6nicTepi; no 4 6nictepu IHTepHewHn M6 X A.E., I'peuis mMartepianis:3MiHun | Tuny - 3MiHn
Y KapTOHHIli kopobLyi (Bnpo6HULTBO, wopao 6e3snekv/epekTMBHOCTI Ta
nepBuHHE Ta thapmakoHarnsgy. BeegeHHs
BTOPWHHE a60 3MiHU [0 y3araslbHEHNX
nakyBaHHS, [aHuX nNpo cuctemy

KOHTPO/b AKOCTi Ta
BUNYCK cepil);
BepiHrep
IHrenbxanm ®apma
v6X i Ko. KT,
HimeuyunHa
(Bupo6HuuTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTi Ta
BUNYyCK cepii)

thapmakoHarnsgy (BBefeHHs
y3araJlbHeHnX AaHux npo
cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3AiCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHaraingy).
3mMiHa ynoBHOBaXkeHOT 0cobm
3asBHMKa, BiANOBIAA/ILHOT 38
thapmakoHarnag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHUX gaHuX
YNOBHOBaXEHOT 0CO6M,
Bi4noBiganbHOT 3a
hapmakoHarnsg.

3MiHa KOHTaKTHOT 0co6U
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3as1BHVKa, BiANOBiAa/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
Monisuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapmMakoHarnag B YKpaiHi.

115.

MOBANIC®

TabneTtkn no 7,5 mr; no
10 TabneTok; no 2
6nicTepy B KAPTOHHIi
Kopobui

BepiHrep
IHrenbxaim
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaiim Ennac
A.E., I'peuist;
BepiHrep
IHrenbxaiv ®apma
'm6X i Ko. KT,
HimeuunHa

Ipevis/
HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | TUny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cmcTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOi 0COOU 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaii.

3a peyenmom

UA/2683/02/01

116.

MOBANIC®

TabneTkn no 15 mr; no

BepiHrep

HimeyunHa

BepiHrep

peuis/

BHECEHHS 3MiH 0

3a peyenmom

UA/2683/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10 TabneTtok; no 1 a6o 2
6nicTepy B KAPTOHHIi
KopoobLi

IHrenbxanm
IHTepHewHN M6 X

IHrenbxaiim Ennac
A.E., I'peuist;
BepiHrep
IHrenbxanv ®apma
'm6X i Ko. KT,
HimeuunHa

HimeuunHa

peecTpauiiHnx
mMartepianis:3aMiHu | TUny - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cmcTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOT 0co6M
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOB&XeHOT 0cobwy,
BignoBiganbHOI 3a
thapmakoHarnag.
3MiHa KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnsg B YKpaii.

117.

HITPOIMNILEPUH

TabneTkun cy6niHrBabHi
no 0,5 mr no 40
Tabnetok y 6aHkax abo
no 40 Tabnetok y
6aHkax nonimepHmx abo
3i ckia, no 3 6aHkn y
6nicTepi 3 dhonbroto abo
6e3 conbru, no 1
6nictepy y nauui 3
KapTOHyY; no 25

TOB HB®
«MIKPOXIM»

YKpaiHa

TOB HB®
«MIKPOXIM»

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIl
ynakoBL{i FOTOBOro NiKapcbKoro
3aco6y (SKICHWIA Ta KiTIbKICHWI
cknag) - Teepai nikapcbki

6e3 peyenma

UA/0129/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6aHkax

nonimepHmx abo 3i ckna,
no 3 6aHkn y 6nictepi 3
chonbroto abo 6e3
chonbru, no 1 6nicrepy y
nauuj 3 KapToHy

chopmu - fofaBaHHS
a/IbTEPHATUBHOT NEPBUHHOT
ynakoBku — 6aHku 3i ckna |
rigponiTUYHOro Knacy
KOPUYHEBOTO KOMbOPY
Bupo6bHuuTea KENO PHARMA
LIMITED, KnTaii 3 KpULLKOO
(HDPE) Ta 6aHku 3i ckna |
riApoNITUYHOTO KNacy
KOPUYHEBOTO KO/IbOPY
BMpo6HUUTBa Jinan Horizon
International Co., Ltd, Kutaii 3
NoNiNpPoniNIEHOBOI KPULLKOK A0
3apeecTpoBaHoro Tuny
NepBUHHOT yNakoBKKn (6aHku
noniMepHi BiTYN3HAHOTO
BUpo6HMKa TOB «AlK
YkpaiHa»), 3 BiAnoBigHUMYN
3MiHaMu o p. «YNnakosBkay.
BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHwWi 3mMiHW) — foAaBaHHSA
[10 3apeecTpoBaHoro Buay
yNaKkoBKM [OATKOBKX YMaKOBOK,
AKi 6e3nocepegHbO He
KOHTakTytoTb 3 13 (6nicTep, B
SIKWIA BKNageHo no 3 6aHkn no
25 a60 40 TabNeToK B KOXHIl), 3
BIANOBIAHUMU 3MiHAMW Y p.
«YnakoBka»: «no 40 TabneTok y
6aHkax nosimMepHUx abo 3i ckna,
no 3 6aHkn y 6nictepi 3
donbroto abo 6e3s gonbru, no 1
6nicTepy y nauuj 3 kapToHy; No
25 TabneTtok y 6aHkax
nonimepHux abo 3i ckna, no 3
6aHkun y bnicTepi 3 honbror abo
6e3 dponbru, No 1 6nictepy y
nauui 3 KapToHy». BBefeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
TUny - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasIbHUiA

3aci6. 3miHa hopmun abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pO3Mipy KOHTelHepa un
3aKynoplBasIbHOTO 3ac0by
(NepBMHHOI ynakoBkm)
(HecTepunbHI nikapcbki 3aco6n)
— BBEJIEHHSA YNakoBOK 3 HOBMMY
reoMeTpUYHMM po3Mipamu, a
came no 40 Ta no 25 TabneTok y
noninponisieHoBi 6aHkK 3
KPULLIKOIO, 6€3 3MiHM AKICHOTo Ta
KiNbKiCHOTO cknagy
nakyBas/lbHOro Matepiany Big
3aTBEPAKEHOro BUPO6HMKa TOB
«AlK YkpaiHa», y 3B'A3Ky 3
yHicpikauieto npouecy
thacyBaHHS Ta NakyBaHHs 3
MEeTOH0 36i/bLUEHHS
NPOAYKTUBHOCTI BUPOOHULITBA.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO JliKapCbKOro 3acoby
(3MiHa KiflbkoCTi 0ANHULb
(Hanpwviknag Tabnetok, amnyn
TOLLLO) B ynakoBsLi:) - 3miHa nosa
AianasoHoM 3aTBepayKeHNX
pO3MipiB yNakoBKM - AOAABAHHS
[0 3aTBEPAKEHOrO BUAY
ynakoBku (no 40 TabneTok y
6aHkax) foAaTKkoBOro BUAy
ynakoBku (no 40 TabneTok y
6aHKax nonimepHUx abo 3i ckna,
no 3 6aHku y bricTtepi 3
oonbroto abo 6e3 ponbru; no 1
6nicTepy y nauyui 3 kapToHy; abo
no 25 TabneTok y 6aHkax
nonimepHux abo 3i ckna, no 3
6aHkn y 6nicTepi 3 ponbroto abo
6e3 chonbru; no 1 6rictepy y
naJui 3 KapToHy), 3
BiAMNOBIAHMMW 3MiHamMK [0 p.
«YnakoBka». BBefeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

118.

HOBOCEBEH®

MOPOLLIOK
niochinizoBaHuin ans
NPUroTYBaHHSI PO3YNHY
018 iH'eKUiA no 5 mr

A/T Hoeo Hopgaick

[Oanis

BVPOGHWK Ajto4oi
peyoBUHY, TOTOBOTO
NpPoOAYyKTYy Ta
BUPOGHUK,

[aHin

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHW | TMNYy - 3MiHK 3 AKOCTI.
oTOBMIA NNikapcbkunii 3aci6.

3a peyernmom

UA/5178/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(250 KMO) 1 cknsHwit BiANOBIAa/IbHNIA 32 Cucrtema
chnakoH 3 BUMNYCK Cepiii KOHTeliHep/3aKynoproBasibHWi

niodpinizoBaHnmM
MOPOLLKOM Y KOMMNJIEKTi 3
1 nonepeHbLO
3arnoBHEHUM LUMPULIOM,
AKWIA MiCTUTb 5 M
PO34MHHMKA (FICTUAVH,
BOJa ANS iH'eKLiN),
LUTOKOM MOPLUHSA,
nepexigHvkom gns
onakoHa B
iHOVBIAYyaNbHiiA ynakoBsLj
Y KapTOHHili kopobLi

rOTOBOrO NPOAYKTY:
A/T Hoso Hopagick,
[aHis;
AinbHUUA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BUNPOGYB
aHHS cepii roToBoro
NPOAYKTY:
A/T Hoso Hopgick,
JIEGTER
A/T Hoso Hopgick,
[NaHis;
[inbHnus, Ha skl
npoBOANTLCA
BUrOTOBJIEHHS
PO3YMHHVKKA Y
nonepegHL0
HanoBHEHOMY
Linpuui Ta iioro
nepBuHHE
nakyBaHHS:
BetTtep ®apma-
®epTiryHr FTM6X yHA,
Ko. KI', HimeuuunHa;
LinbHnus
BMpOOHULTBA, Ha
AKi NpoBOANTLCA
KOHTPO/1b/BMNPOGYB
aHHA PO34YMHHUKA Y
nonepeaHL0
HanoBHEHOMY
Lnpuwi:
BetTtep dapma-
®epTiryHr F'M6X yHA,
Ko. KI', HimeuunHa;
OinbHuus
BMPO6HMLITBA, Ha
AKi NpoBOANTLCA

3aci6 (iHWi 3MiHW) - 3MiHW Y
po3gaini «Ynakoeka» B MKA /13
06yMOB/IEHI NPUBEAEHHAM
iHchopmawii LWoA0 NepBUHHOTO
nakyBaHHs y BifnoBigHICTb f0
marepianiB peecTpadiiHoro
[0Cbe. 3MiHW BHECEHO 10
IHCTPYKUIiT 4ns MeanyHoro
3aCTOCyBaHHSA NiKapCbKoro
3acoby Ao po3giny
"YnakoBka".BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS
3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSX
(hopaBaHHs HOBOTO
TepaneBTUYHOrO NoKa3aHHS abo
3MiHa y 3aTBEpAKEHOMY
nokasaHHi). 3miHu Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(nopaBaHHs HOBOrO
TepaneBTUYHOTO NokKa3aHHA abo
3MiHa y 3aTBEpAKEHOMY
nokasaHHi). 3MiHu BHECEHO [0
IHCTPYKUIT ANS MeaUYHOro
3acTOCYyBaHHS NikapCbKoro
3aco6y Ao posginis "MokaszaHHS"
(3miHeHO 3aTBepaXeHe
nokasaHHs. BeefieHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBepMKEHHS. 3MiHn Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y

BTOPVHHE KOPOTKili xapakTepucTu,i
nakyBaHHs FOTOBOTO NiKapCcbKoro 3acoby, TEKCTi
NPOAYKTY: MapKyBaHHs Ta iHCTpYKLiT Ans
A/T Hoso Hopgick, MeAMNYHOro 3aCTOCyBaHHA y
JIEGTER 3B'AA3KY i3 HOBMMU JaHUMU 3
A/T Hoso Hopgick, AKOCTI, AOKTIHIYHUMM,
[NaHis; KMIHIYHUMW A@aHMU Ta JaHumn 3
OinbHUUS dhapmakoHaragy.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMLITBA, Ha 3MiHN BHECEHO A0 IHCTPYKLiT
AKi NpoBOANTLCA ANA MeANYHOro 3acToCyBaHHs
BUPOBHMLTBO nNiKapcbKoro 3acoby A0 po3ainy
Hepo3dacoBaHoro "Oco6NMBOCTI 3aCTOCYBaHHSA" -
NpoAayKTY, BWU/IyYeHO iHhopMaLito Wwopo ait
hiNbTpyBaHHS, [OMNOMDKHOT PEYOBUHM 3rifHO
HamnoBHEHHS Ta pekomeHgauii EMA. BBeeHHS
niocpinisayis 3MiH NPOTAroM 6-Tu MicALiB
MOPOLLKY: nicnsa 3aTBepKeHHs
AIT Hoso Hopagick, 3MiHn Il Tuny - 3miHn Wwoao
[aHia 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOro 3aCTOCYBaHHS y
3B’A13KY i3 HOBUMM AaHUMK 3
SKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMuy 3
dhapmakoHarnsgy
119. | HOBOCEBEH® MOPOLLIOK A/T Hoso Hopgaick [JaHis BVMPOGHWK Ajto40oi NaHis BHECEHHS 3MiH 0 3a peyenmom UA/5178/01/05

niocpinizoBaHuin ons
NPUroTyBaHHS PO3YNHY
ANs iH'eKuili no 2 mr
(100 KMO) 1 cknsiHwia
onakoH 3
niodhinizoBaHnM
MOPOLLKOM Y KOMMNJIEKTi 3
1 nonepeHbLO
3arnoBHEHUM LUMPULIOM,
AKUIA MICTUTB 2 MAT
PO34MHHMKA (FICTUAMH,
BOAA ANS iH'eKLin),
LUTOKOM MOPLUHSA,
nepexigHvkom ans
onakoHa B
iHOVBIAYanbHii ynakoBsLj
Y KapTOHHIli kopobLi

PEYOoBVHM, FOTOBOTO
NpoAyKTy Ta
BUPOBHUK,
BiANOBiAa/IbHWIA 3a
BUMNYCK Cepiit
rOTOBOrO NPOAYKTY:
A/T Hoso Hopagick,
[aHis;
AinbHUUA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGYB
aHHS cepii roToBoro
NPOAYKTY:

A/T Hoso Hopgick,
JIEGIER
A/T Hoso Hopgick,
[NaHis;
[inbHUus, Ha kil
npoBOANTLCA
BUrOTOBJIEHHS
PO3YMHHVKKA Y
nonepeaHLo
HanoBHEHOMY
Linpuui Ta ioro
nepBuHHE
nakyBaHHS:
BetTep ®apma-

peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6 (iHWi 3MiHW) - 3MiHW Y
po3gini «YnakoBka» B MKA /13
06yMOB/IEHI NPUBEAEHHAM
iHchopmawii LWoA0 NepBUHHOTO
nakyBaHHs y BifnoBigHICTb f0
marepianis peecTpadiiHoro
[0Cbe. 3MiHW BHECEHO A0
IHCTPYKUIiT 4ns Mean4Horo
3aCTOCyBaHHSA NiKapCbKOro
3acoby A0 po3giny "Ynakoska'.
BBegeHHS 3MiH NpoTArom 6-tm
MiCAILiB NicNsa 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHWi 3MiHW). 3MiHn 1l TURY
- 3MiHM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHu y
TepaneBTUYHUX MOKa3aHHSIX
(oopaBaHHA HOBOTO
TepaneBTUYHOTO MokKa3aHHs abo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
®epTiryHr F'M6X yHA, 3MiHa y 3aTBEpAKEHOMY
Ko. KI', HimeuunHa; nokasaHHi). 3MiH1 BHeCeHo [0
LinbHuus IHCTPYKLUIT ANs MEANYHOTO
BMPOGHMLITBA, Ha 3aCTOCyBaHHSA NiKapCbKOro
AKili NpoBOAUTBLCSA 3acoby Ao po3zinis "Moka3aHHA"
KOHTPO/b/BUNPOGYB (3miHeHo 3aTBEpAXEHE
aHHA PO3YMHHUKA Y nokasaHHs. BeeieHHs 3MiH
nonepegHsL0 NpOTArom 6-Tv MicsLiB nicns
HanoBHeHOMY 3aTBepMKEHHsI* 3MiHu |l Tuny -
LINpUL: 3MiHM Wwoao
BetTtep dapma- 6e3nekn/edeKTUBHOCTI Ta
®epTiryHr F'M6X yHA, thapmakoHarnagy. 3MiHn y
Ko. KI', HimeuunHa; KOPOTKili XapakTepucTu,i
LinbHnus nikapcbKoro 3acoby, TEKCTi
BMPOGHMLITBA, HA MapKyBaHHS Ta IHCTpYKLU|i Ans
AKi NPOBOANTLCA MeAMYHOro 3aCTOCYBaHHS y
BTOPWHHE 3B’A13KY i3 HOBUMM AaHUMK 3
nakyBaHHsi TOTOBOIO SKOCTi, AOKTIHIYHMMM,
NPOAYKTY: KMIHIYHUMW JaHUMKU Ta aHUMK 3
A/T Hoso Hopgick, hapmakoHarnsagy. 3minu Il Tuny
[Janis; - 3MiHM Wwoao
A/T Hoso Hopagick, 6e3nekn/edeKTMBHOCTI Ta
[anis; hapmakoHarnsgy. 3miHu y
AinbHUUA KOPOTKili xapakTepucTu,i
BMPOGHMLTBA, Ha NiKapCcbKoro 3acoby, TEKCTi
AKili NnpoBOAUTBLCA MapKyBaHHS Ta IHCTPYKLUi AnA
BVMPOGHMLTBO MeZMYHOro 3aCTOCYBaHHS y
Hepo3dacoBaHOro 3B'A3KY i3 HOBUMM JaHNMU 3
nNpoayKTY, AKOCTI, AOKTIHIYHUMM,
hiNbTpyBaHHS, KMIHIYHUMW A@aHMU Ta JaHumn 3
HarMoBHEHHA Ta dhapmakoHarnsgy. BeegeHHs
niocpinisayis 3MiH NPOTAroM 6-Tu MicALiB
MOPOLLIKY: nicns 3aTBeppKeHHs
AIT Hoso Hopagick,
[JaHis;
AinbHUUA
BMPO6HMLITBA, Ha
AKi NpoBOANTLCA
BMPOGHMLTBO
Hepo3dacoBaHOro
NpoAYyKTY,
hiNbTpyBaHHS,
HarnoBHEHHA Ta
niocpinisayis
MOPOLLIKY:
AIT Hoso Hopagick,
[JaHis
120. | HO-WUNA® PO34uMH N8 iH'ekuin, 20 TOB "Onenna Ykpaina XIHOIH 3aBog, YropwumHa BHECEHHS 3MiH 0 3a peyenmom UA/0391/02/01

mr/mn Ne25 (5x5): no 2

Xesnckea YkpaiHa"

dapmaueBTUYHUX Ta

peecTpauiiHnx
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

M B amnysii; no 5
amnys, po3milleHnx y
nigaoHi; no 5 nigaoHis y
KapTOHHI KopoobLi

XimiyHnx MpogykTis
MpaiisiT Ko. NT4,,
Nignpuemcteo Ne 3
(NignpvemcTBo B
YaHikBenb/b)

marepianiB:TexXHIiYHa nomuska
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460).
BunpasneHo TexHiuHy NoMuKy
B IHCTPYKLUIT ANS MeANYHOro
3acTOCYyBaHHS NikapCbKoro
3acoby (JoagaTok 26).
3AMNPOINOHOBAHO:
3ATBEP)XEHO
Haka3 MiHicTepcTBa 0XOpPOHHM
3[0p0B’A YKpaiHu
14.07.2017 Ne 798
PeecTpauiiHe nocsig4eHHs
Ne UA/0391/02/01
3a3HayeHe BUMNpas/IeHHSA
BiANOBIAAE apxiBHUM
marepianam peecTpauiiHoro
[OCbE.

121.

OrPAHIA®

Kancynu no 75 mr; no 7
Kancyn y 6nictepi; no 2
6nictepy y nauui

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
mMarepianiB:yTOYHEHHS
peecTpaLujiiHoi npoueaypv B
Hakasi MO3 YkpaiHu Ne 1725
Big 11.08.2021p. B npoueci
BHECEHHS 3MiH: 3MiHu | TRy -
3MiHU 3 AKOCTi. FoTOoBUIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii
Ta/abo fonycTMMUX MeX Ans
[0MOMIKXHOT PEYOBUHM
(BUNy4yeHHs 3i cneundikawi
He3HayHOro nokasHuka
(Hanpviknag 3actapinoro
NOKa3HWUKA)) - BUSTYYEHHS 3i
crneundikaii Ta aHaITUUHNX
METOZiB BXiJHOr0 KOHTPO/IH0 Ha
Kancynu TBepAi )enaTtuHoBi
HEe3HayYyHOro nokasHuka
«eoMeTpuyHi po3mipn» Ta
«Baxki meTanu»

3a peyernmom

UA/15217/01/01

122.

OrPAHIA®

Kancynm no 75 mr; no 7
kancyn y 6nictepi; no 2
6nictepn y nauyui

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3mMiHn
3 aKkocTi. A®l. KoHTponb AdI.
3mMiHa y MeToAax BUNpobyBaHHS
A®l abo BuxigHoro
mMaTepiany/npomiKHOro

3a peyernmom

UA/15217/01/01

131




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoayKTy/pearenTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI
3MiHN Y 3aTBEPAKEHUX METoAAX
BMNPOOGYBaHHS) -
BHECEHHS 3MiH B aHaNiTUYHY
meToanky Ha Ad| MNperabasiH 3a
nokasHukoMm «CynpoBigHi
fomiwkn» (APY, 2.2.29; 2.2.46)
Big BMpoGHMKa M/13.

123.

OrPAHIA®

kancynu no 150 mr, no
10 kancyn y 6nictepi; no
3 6nicTtepu y navi

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AkocTi. ADI. KoHTposib AdI.
3miHa y meToAax BunpobyBaHHS
A®l abo BuxigHOro
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpo6HUUTBA AD| (HE3HAYHI
3MiHW y 3aTBEPAKEHNX MeTofax
BMNPOGYBaHHS) -
BHECEHHS 3MiH B aHaNiTUYHY
meToaunky Ha A®| MNperabaniH 3a
nokasHukom «CynpoBigHi
Oomiwkm» (OPY, 2.2.29; 2.2.46)
Bif BMpOo6HMKa M13.

3a peyenmom

UA/15217/01/02

124.

OrPAHIA®

kancynu no 300 mr; no
10 kancyn y 6nictepi; no
3 6nicTepun y nauu,i

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauinHux
marepianis:3miHu | Tuny - 3MiHK
3 AkocTi. API. KoHTposib AdI.
3MiHa y MmeTofax BUNpo6yBaHHs
Adl abo BuxigHoro
mMartepiany/npomiKHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci
BMPOGHMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNPOGYBaHHS) -
BHECEHHSA 3MiH B aHaNiTUYHY
meToauky Ha APl MperabaniH 3a
nokasHukom «CynpoBigHi
OoMilwkn» (OPY, 2.2.29; 2.2.46)
Bif BUpo6HMKa M13.

3a peyernmom

UA/15217/01/03

125.

O®EB®

Kancynu m siki no 100
mr; no 10 kancyn y

BepiHrep
IHrenbxanm

HimeuunHa

A eHg Em LUTa6TecT
'mM6X, HimeuyunHa

HimeuunHa

BHECEHHS 3MiH A0
peecTpauinHux

6nicTepi; no 6 6nictepis IHTepHewwHn M6 X (anbTepHaTMBHA marepianis:3miHu | Tuny - 3MiHa
Y KapTOHHIli ynakoBuj na6oparopist gns YNOBHOB&XEHOT 0CO6U
npoBefeHHs 3as1BHUKA, BiAMoBiAa/IbHOI 3a

3a peyenmom

UA/16115/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

KOHTPOJ0 AKOCTi (3a
BUK/OYEHHAM
MiKpo6ionoriyHoi
ynctoTwn)); BepiHrep
IHrenbxaim ®apma
m6X i Ko. KT,
HimeuunHa
(nepBuHHE
(6nictepn) Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/b SIKOCTi 3a
NOKa3HUKOM
MikpobiosnoriyHa
yucToTa Ta BUNycK
cepiii nikapcbkoro
3acoby); KataneHt
HimeuunHa E6epbax
'm6X, HimeyunHa
(BUpOGHMLTBO,
ynakoBka Ta
KOHTPO/Ib AKOCTI (3a
BUK/OYEHHAM
Mikpo6ionoriyHoi
YNUCTOTU) Kancyn
bulk (e
po3dhacoBaHoi
npoaykuii); Slaéop
N+C Al, Himeuunna,
HimeuyunHa
(anbTepHaTMBHA
nab6oparopis gns
npoBefeHHs
KOHTPO/O SIKOCTI
Mikpo6ionoriyHoi
yucToTm); HyBicaH
'm6X, HimeyunHa
(anbTepHaTMBHA
nab6oparopis ons
npoBefeHHs
KOHTPO/O AKOCTi (3a
BUK/OYEHHAM
MiKpo6ionoriyHoi
yuctoTwn)); Crc
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa
(anbTepHaTMBHA

thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnsg B Ykpaii.
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

nab6oparopis gns
npoBefeHHs
KOHTPO/O SIKOCTI
Mikpo6ionoriyHoi
unctoTn); Papmsior
dapma JlogxicTik
mM6X, HimewunHa
(anbTepHaTnBHA
AinbHUUA Ans
BTOPVHHOIO
nakyBaHHA Ta
MapKyBaHHs);
LLiteremaHH
NboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuyunHa
(anbTepHaTMBHA
OinbHUUS gns
BTOPVHHOrO
nakyBaHHSA Ta
MapKyBaHHs)

UA/16115/01/02

126.

O®DEB®

Kancysm m'siki no 150
mr; no 10 kancyny
6nicTepi; no 6 6rictepis
Y KapTOHHIl1 ynakoBLi

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeyunHa

A eHp Em LWTabTect
'm6X, HimeyunHa
(anbTepHaTMBHA
na6oparopis Ans
npoBefeHHs
KOHTPO/0 AKOCTi (3a
BUK/TOYEHHAM
Mikpob6ionoriyHoi
ynctoTwn)); BepiHrep
IHrenbxaiim ®apma
'm6X i Ko. KT,
Himeuunna
(nepBuHHE
(6nictepn) Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/b SKOCTI 3a
NOKa3HUKOM
MikpobiosnoriyHa
yucToTa Ta BUNycK
cepiin nikapcbkoro
3acoby); KataneHt
HimeuyunHa E6epbax
'm6X, HimeyunHa

(BMPOGHMLTBO,

HimeuunHa

BHECEHHSA 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHa
yMNOBHOBaXEHOI 0co6Yu
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOi 0COOU 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnsg B Ykpaii.

3a peyenmom
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBka Ta

KOHTPO/Ib AKOCTI (3a
BUK/IOYEHHAM
Mikpo6ionoriyHoi
4yncTOTH) Kancyn
bulk (e
po3dhacoBaHoi
npoaykuii)); labop
N+C A, HimeuyunHa,
HimeuunHa
(anbTepHaTnBHA
nab6oparopia ans
npoBefeHHs
KOHTPO/O AKOCTI
Mikpob6ionoriyHoi
ynctoTu); HysicaH
'mM6X, HimeuunHa
(anbTepHaTMBHA
nab6oparopis gns
npoBefeHHs
KOHTPO/O AKOCTI (3a
BUK/OYEHHAM
Mikpo6ionoriyHoi
unctoTn)); Crc
IHCTUTYT dpeseHiyc
'mM6X, HimeuunHa
(anbTepHaTMBHA
nab6oparopis gns
npoBefeHHs
KOHTPO/O SIKOCTI
Mikpo6ionoriyHoi
unctoTn); Papmsior
dapma JlogxicTik
mM6X, HimewunHa
(anbTepHaTuBHA
AinbHUUA Ans
BTOPVHHOIO
nakyBaHHA Ta
MapKyBaHHs);
LLiteremaHH
NboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuyunHa
(anbTepHaTMBHA
OinbHUUS gns
BTOPVHHOIO
nakyBaHHSA Ta

MapKyBaHHs)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
127. | ODNIOKCALUUH MOPOLLIOK KpUCTaUTIYHUIA BE3 ®apmaxem XopBaTis XKeisHr IcT-Asis Kutaii BHECEHHS 3MiH 0 - UA/5417/01/01
(cybeTaHuis) y 4.0.0. $apmaceyrTikan Ko., peecTpauiiHux maTepianis:
noABiHMX nrp. 3MiHY | TUny - AOMiHICTpaTUBHI
noninponisieHoBMX 3MiHW. 3MiHa HaliMeHyBaHHs
naketax gns Ta/abo afpecu micus
BMPOGHULITBA NPOBaKEHHA AiANbHOCTI
CTepu/ibHUX Ta BMPOGHMKa (BKItOYatouHn, 3a
HecTepusIbHUX HeobXigHoCTI, Micue
Nikapcbknx hopm NpoBefEHHS KOHTPOJIHO SKOCTI),
abo BracHuka mactep-cpaiina
Ha A®l, abo nocTavasibHUKa
Adl/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOI OMOMIKHOI
PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[OCbE) - 3MiHa agpecu
BMpo6HUKa Zhejiang East-Asia
Pharmaceutical Co., Ltd., China
128. | OPTAKBIKC® Kpanni o4Hi, 5 mr/mn; no CaHTeH AT PiHNAHAIA Hekctdapma AT, PiHNAHAIA BHECEHHS 3MiH 0 3a peyenmom UA/11401/01/01
0,3 mMn y TIO6UK- PiHNAHAiA peecTpauinHnx
KpanenbHuui; no 10 (BMPOGHYMK mMarepianis:3miHu | Tuny - 3MiHa
THOOUK-KpanenbHULb y BiANoBigabHUIA 3a yMNOBHOBaXEHOI 0co6Yu
nakeTi 3 chonbru; no 1 BMPOGHMLTBO in 3asBHVKa, BigNoBigaIbHOT 3a
nakeTy B KapTOHHii bulk, nepBuHHe Ta thapmakoHarnsag.
Kopobui BTOPVIHHE MponoHoBaHa pefakuis:
nakyBaHHs, [Nenbdina BepTtpawm, 4.¢.H.,
KOHTPO/Ib SIKOCTI); [OKTOp HayK. 3MiHa KOHTaKTHUX
CaHTeH AT, LaHnX YNOBHOBaXeHOI ocobu,
diHnAHgisA BignoBigasIbHOI 3a
(BUPOGHNK, hapmakoHarnsg,.
BiANoBigabHUIA 3a
BWMNYCK Cepii)
129. | OPTAH®TUMOO Kpanni o4Hi 0,5 % no 5 CaHTeH AT PiHNAHAIA MaHydakTypiHr Higepnanaw/ BHECEHHS 3MiH [0 3a peyernmom UA/5052/01/01
n M1y chnakoHi 3 MaxkariHr ®apmaka PiHNAHAIA peecTpauinHux
KpanensHuueto, no 1 (MNe) B.B., marepianis:3miHu | Tuny - 3MiHa
dhiakoHy B KapTOHHIi Higepnanan YMOBHOBaXeHOT 0cobm
Kopobui (anbTepHaTMBHWMIA 3asBHMKa, BiANOBIAA/ILHOT 38
BUPOBHUK, thapmakoHarnsg. NponoHoBaHa
BiANOBiAa/IbHWIA 3a pepakuis: Jenbgita bepTtpam,
BTOPVIHHE 0.00.H., AOKTOP HayK. 3MiHa
nakyBaHHs); KOHTaKTHUX AaHnX
Hekct®apma AT, YNOBHOBaXEHOI 0CobY,

136




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
diHnAHZISA BignoBigasibHOI 3a
(BUPOGHUK, thapmakoHarnag,.
BiZiNOBIAabHUIA 3a
BMPOGHMLTBO in
bulk, nepBuHHy Ta
BTOPWHHY YNaKoBKY,
KOHTPO/Ib SIKOCTI);
CaHTeH AT,
PiHNAHAIA
(BMPOGHKK
BiANOBigabHUIA 3a
BUMNYCK cepi)
130. | MAHTEHON Tabnetkn no 100 Mr no TOB "MIBE YkpaiHa mi6e Mm6X HimeuunHa BHECEHHS 3MiH 40 6e3 peyenma UA/11523/01/01
20 a6o 50, a6o 100 YKPAIHA" ApuHaliMiTTeNb peecTpaujiiHnx
TabneTokK y CKIsiHOMY marepianis:3miHun | Tuny - 3MiHN
chnakoHi; no 1 donakoHy 3 akocTi. CepTudikar
B KapTOHHI navui BignosigHoCTI/TE-cepTudcikat
BiANOBIAHOCTI EBPONENChKIN
thapmakonei/MoHorpadii.
MofaHHA OHOBEHOrO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2006-233-Rev 03
(3atBepaxeHo: R1-CEP 2006-
233-Rev 02) gns Adl
[eKCrnaHTeHoNy Big, yxe
3aTBEPAKEHOr0 BUPOGHMKA
BASF SE, Germany. 3miHu |
TUNY - 3MiHW 3 SIKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MofaHHA OHOB/IEHOrO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 1997-113-Rev 03
(3aTBEepaxeHo: R1-CEP 1997-
113-Rev 02) ana Al
[leKCnaHTeHONy Big yxe
3aTBEPAKEHOTO BUPOOHMKA
DSM Nutritional Products Ltd.,
United Kingdom.
131. | NAHTO30/ TabneTkun, BKPUTI "FOHik IHAin tOHiK IHAis BHECEHHS 3MiH [0 3a peyenmom UA/11508/01/01
KVLLKOBOPO3YMHHOIO PapmacboTuKan dapmacbloTUKan peecTpauinHnx

060n0Hkoto, no 40 Mr no
10 TabneTok y 6nictepi;
no 1 a6o 2 a6o 3
6nicTepn B KOpoo6L 3

Na6opaTtopiz"
(BipLineHHs dipmmn
"[x. B. Kemikan3
eHg

Na6opaTopi3
(BipLineHHs chipmmn
"Ix. B. Kemikan3
eHf

mMarepianis:3aMiHu | Tuny -
BMMNpPaB/IEHHS TUMOrpadiCbKUX

NOMWUIOK Y MeToAMKax Ta
npvBeAeHHs A0 BanigauiiHnx
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHY dapmacbloTUkan3 dapmMacbloTUKaI3 3HayeHb, a came:
nra.) nrat)

- 3@ NOKa3HMKOM «OHOPIAHICTb
[030BaHNX OUHULIb>
BUNPAB/IEHO [OBXUHY XBWi
(3aTBEpPAXEHO: 294 HM;
3anponoHoBaHo: 290 HM),
OAVHWL BUMIPY iHXEKLLT
(3aTBEpPAXKEHO: 20 M/T;
3anponoHoBaHo: 20 W),
MOJIEKYIAPHY Macy
naHTonpasosy HaTpito
(3aTBepmxeHo: 405,36;
3anponoHoBaHo: 432,4) Ta
YTOUYHEHO napameTp y dopmyni
po3paxyHkKy (aogaHo
C/TIOBOCMOJTYYEHHS «y
nepepaxyHky Ha 6e3B0fHYy
PEYOBUHY»); - 3@ MOKA3HNKOM
«Po34nHeHHA» BUNpaBieHo
OAVHWLi BUMIPY iHXeEKL,T
(3aTBEpPAXKEHO: 20 M/T;
3anponoHoBaHo: 20 wi) Ta
YTOUYHEHO napameTp y dopmyni
po3paxyHkKy (aogaHo
C/TIOBOCMO/TYYEHHS «y
nepepaxyHky Ha 6e3B0fHYy
PEYOBUHY»);

- 3a MOKa3HNKOM «CymnyTHi
[LOMILLKM» BUNPAaB/IEHO PO3MIp
KOMOHKM (3aTBepakeHo: 12,5
CcM%4,6 MM, 5 ;
3anpornoHosaHo: 12,5 cmx4,0
MM, U5) Ta 3a3HayveHo
AeTaslbHUI pO3paxyHOK
[OMILLOK; - 38 MOKa3HUKOM
«KinbKicHe BU3HaUYeHHs»
BUMPaB/IEHO PO3YNHHUK, AKUI
BVIKOPUCTOBYETLCA MNP
NPUroTyBaHHi €TaNIOHHOTO Ta
TECTOBOrO PO34MHIB
(3aTBEpKEHO: BOAA OUMLLEHA;
3anponoHOBaHO: MObBifIbHa
hasa) i yTouHeHo napameTp y
hopMyni po3paxyHky (fogaHo
C/IOBOCMO/TYYEHHS Y
nepepaxyHky Ha 6e3BoAHYy
peyoBUHy»). 3MiHu Il Tuny -
npuBefeHHs cneundikauii Ta

METO/IB KOHTPO/IK Aitoyoi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

PEYOBVHM NaHTONPAa3osy HaTpito
cecksirigparty y BiZnoBigHICTb 40
BMMOT MOHorpadii
«Pantoprazole Sodium» USP, a
came:

- 3MiHM g0 po3ginis
«Description», «Solubility»;

- 0o po3giny «ldentification»
popaHo metog HPLC;

- BUJIyYEHO po3ainn «pH» Ta
«Heavy metals»;

- 3MiHa HMXHBLOT MeXi 3a
nokasHukom «Water content»
(3aTBEpAXEHO: 4,0% - 8,0%);
3anponoHoBaHo: 4,5% - 8,0%);
- 3MiHa NpogiNo AOMILLIOK,
[OMYyCTUMUX MEX Ta METOAUK
3a nokasHukom «Related
substances»;

- 3MiHa BEpPXHbOI Mexi Ta
METOAMKM 3a NOKa3HNKOM
«Assay» (3aTBEpmkeHo: 98,0% -
101,0%; 3anponoHosBaHo: 98,0 —
102,0%).
3anponoHoBaHo: Test — Organic
Impurities (Test 2):

- Benzimidazolethiol derivative
(pantoprazole related compound
C): NMT 0.10a %

- Pantoprazole sulfone
(pantoprazole related compound
A): NMT 0.20 %

- N1-Methyl pantoprazole
(pantoprazole related compound
D) and N3-Methyl pantoprazole
(pantoprazole related compound
F): NMT 0.20b %

- Pantoprazole dimer
(pantoprazole related compound
E): NMT 0.10 %

- Pantoprazole sulfide
(pantoprazole related compound
B): NMT 0.15 %

- Any other individual impurities:
NMT 0.10 %

- Total impurities: NMT 0.5 %
a At 305 nm
b Impurities D and F are not full
resolved and should be
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Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
integrated together
132. | MENOHA pO34uH ANs iHQysili Ta K'e3i ABCTpIs Anbdpacirma C.n.A., ITania/ BHECEHHS 3MiH 0 3a peyenmom UA/15097/01/01
OpasIbHOTO dapmac'ioTikens ITanis (BMpo6HNLTBO AscTpis peecTpauinHnx
3actocyBaHHs, 20 v6X bulk, nepBuHHe Ta mMarepianis:3miHu | Tuny - 3MiHN
Mmr/mn; no 1 mn B BTOPVIHHE oo 6e3sneku/epekTMBHOCTI Ta
amnyni, no 5 amnyn'y nakyBaHHs, thapmakoHarnagy. BHeceHHs
KOHTYPHIli YapyHKOBIi MapKyBaHHs1, abo 3miHa(1) fo 3060B'A3aHb Ta
ynakoBLi, M0 2 KOHTYPHI KOHTPO/Ib SIKOCTI); YMOB Buaui peectpauiiiHoro
YapyHKOBI YNakoBKY B .. dapma M'méX, noceigyeHHs, Bknoyaroun Mnax
KapTOHHIA Kopoo6Li ABcTpist ynpaBAiHHA py3vkamn (iHLi
(MapkyBaHHSA Ta 3MiHK). 3asABHUKOM HaAaHo
BTOPVHHE OHOBJ/IEHWIA NaH yNpas/liHHA
nakyBaHHs); K'e3i pu3nkamu Bepcia 14.0 ans
dapmac'ioTikens nikapceKoro 3aco6y MEVIOHA,
'M6X, ABCTpis PO3unH aNs iHdysili Ta
(Bunyck cepii) OpasibHOro 3acTocyBaHHs, 20
Mmr/mn; no 1 mn B amnyni; no 5
amnyn y KOHTYpPHIi YapyHKOBIl
YMaKoBLi, MO 2 KOHTYpPHI
YapyHKOBI YNaKoBKV B KapPTOHHIl
KOpOoO6Li 3 MapKyBaHHAM
iHO3eMH1MKN MoBamK 3i
CTMKEPOM YKPAIHCLKOH MOBOIO;
no 1 mn B amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBI ynakoBLi,
Nno 2 KOHTYpPHi YapyHKOBI
YMakoBKMN B KAPTOHHI kopobL,i 3
MapKyBaHHAM YKPaiHCLKOK Ta
aHrNificbko MoBamMu.
CtpykTtypy MNMYPa oHoBNEeHO
BiAMOBIAHO [0 pekomeHaawii
Guideline on good
pharmacovigilance practices
(GVP) Module V — Risk
management systems (Rev
2.0.1)
133. | NEHTAJITIH IC® Tabnetku no 10 ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 UA/8694/01/01

Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy; no 10
TabneTtok y 6nicrepax

[04aTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

peecTpauinHux
marepianis:3miHu | Tuny - 3MiHK
Loao 6e3nekn/edpeKkTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy thapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay; KOHTakTHoI

140




n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnisgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cmcTeMu dpapmakoHarnagy).
3MiHa yNnoBHOBaXKeHOT 0co6M
3a8BHVKa, BigNoBigaNbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnag.

134.

MNEHTA/TH ©C
EKCTPA KANCYNN

kancynu, no 10 kancyny
6nicTepi; no 1 abo 2
6nicTepy B KAPTOHHIi
nauuj

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | Tuny -
nogaHHa oHossieHoro CEP Ne
R1-CEP 2004-309 - Rev 02 ans
A®| napaueTtamony Big,
3aTBEPAKEHOr0 BUPOGHMKA
Zhejiang Kangle Pharmaceutical
Co., Ltd., KuTaii (3aTBEpXEHO:
CEP Ne R1-CEP 2004-309-rev
01); 3MiHM | TUMY - BHECEHHSA
3MiH f0 cneuudikauii APl
napaueTtamosny BMpobHULTBa
Zhejiang Kangle Pharmaceutical
Co., Ltd., KnuTait y BignoBigHicTb
0,0 BUMOT MOHorpadii
Paracetamol EP

3a peyernmom

UA/10881/01/01

135.

MEHTA/TTIH-®C

Tabnetku no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy; no 10
Tabnetok y 6nictepax

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHn
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeliChKil
thapmakonei/moHorpadii.
MopaHHsA HOBOro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTuchikata BiANOBIAHOCTI
€Bponelicbkili thapmakonei: ans

3a peyenmom

UA/2617/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Adl; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOIro
NPoOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; Ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - NOAAHHS HOBOrO
CEP R1-CEP 2005-143-Rev 02
ana A®| metamizony HaTpito
MOHOrigparty Big, HOBOro
BUPOGHMKa Xebeii LigixeH
dapmacstoTikan Ko., /174,.,
KnTaii oo BXe 3aTBEpAKEHOro
BMUPOGHUMKA. 3MiHU | TUMY - 3MiHK
3 AkocTi. A®l. KoHTponb AdI.
3MmiHa y napameTpax
cneumdikain Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BUXIZAHUA/NPOMiXHWIA
npoAayKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA AP (iHLUI 3MiHN) -
[ONoBHEHHSA cnevudikauii AdI
MeTami3ony Hatpito
MOHoOrigparty, BUpobHuLTBa
Xebeii LIsixeH PapmacbioTikan
Ko., NiTa., Kutaii npumiTkoto:
«lgeHTudikayis» - 1
[0MyCcKaeTbCA NPOBOANTYN TECT
MeToAoM PamaHiBCbKOl

cnektpomeTpii (EP 2.2.48).
Mpoueaypa NpoBefeHHs TecTy
Ta Bifbip Nnpob onucaHi y
BignosigHux COIM; 3MiHn | Tuny -
3MiHM 3 skocTi. A®I. KoHTponb
A®I. 3miHa y meTogax
BMNpobysaHHA Ad| abo
BMXiAHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLi 3MiHK Y
mMeTofax BUNPo6yBaHHSA

(BK/IKOYAKOYM 3aMiHy ab0
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0MnoBHeHHs) A®| abo
BUXiQHOrO/NPOMIXHOro
NPoOAYKTY), BBEEHHS METOANKN
KOHTPOJIO NOKa3HUKa
«3aNLLKOBI PO3YNHHUKU» ANS
A®| meTamizony HaTpito
MoHorigpaty TOB «dapma
CtapTt». 3MiHu | TNy - 3MiHK 3
AKoCTi. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3aco6y (iHLWi 3MiHu),
3aTBEPAKEHHSA METOLAIB
KOHTPOJIIO 4151 NIKaPCbKOro
3acoby NMEHTA/TIH-®C,
Kancysim yKpaiHCbKO MOBOIO

136.

MNEHTANTIH-®C

TabneTku no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy; no 10
TabneTtok y 6nictepax

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
3 akocTi. CepTudikar
BignosigHoCTI/TE-cepTudikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakoner) -
OHoBneHn cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
nogaHHa oHossieHoro CEP Ne
R1-CEP 2004-309 - Rev 02 ans
A®I| napavuetamorny Big
3aTBEPAKEHOTO BUPOOHMKA
Zhejiang Kangle Pharmaceutical
Co., Ltd., Kutaii (3aTBEepaxeHo:
CEP Ne R1-CEP 2004-309-rev
01. 3MiHu | TUMY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMNX MeX,
BM3HAYEHUX y cneundpikaulisx Ha

3a peyernmom

UA/2617/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
A®I, abo BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLeCi
BMPO6HMLTBA AP (iHLWi 3MiHN) -
BHECEHHS 3MiH 0 cneuudikauii
A®I napauetamony
BMPO6HMLUTBA Zhejiang Kangle
Pharmaceutical Co., Ltd., Kutaii
Yy BifnoBigHICTb [0 BUMOT
MoHorpadii Paracetamol EP
137. | NIPAUETAM- pO34uH AN iH'ekuiid, 200 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 UA/7498/01/01
30POB'A Mmr/MA, o 5 mn B obmexeHor 06MexeHo peecTpauinHnx
amnyni; no 10 amnyn y BiANOBIAA/ILHICTIO BiANOBIAA/LHICTIO mMarepianis:3miHu | Tuny - 3MiHN
Kopobui; no 5 mn B "PapmaLeBThYHA "PapMaueBTNYHA 3 AkocTi. CepTudikar

amnyni; no 5 amnyn'y
6nicTepi; no 2 6nictepu
B KOopo6Li; no 10 mn B
amnyni; no 5 a6o 10
amnyn y KapTOHHIl
Kopobui

KomnaHis "3gopos'a"

KomnaHis "3gopos'a”

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONEiChKil
hapmakonei/MoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTuchikata BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: Ans
A®I; pns BuxigHoro
mMaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMIXHOT PEYOBUHM
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAXXEHOr0 BUPOGHMKA -
nofaHHs OHOB/IEHOTO
cepTtudikaTy BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2004-083 - Rev 07
(3aTtBepaxeHo: R1-CEP 2004-
083 - Rev 04) ans A®l
MipaueTtam Big Aito4oro
BMpo6Huka NORTHEAST
PHARMACEUTICAL GROUP
COMPANY, LIMITED, China. Ak
HacnifoK, yTOYHEHHS
KOHTaKTHUX AaHVX BUPOGHUKA,
BVAAIEHHS 3acTapinoi AinbHuL
BMPOOHULITBA, BHECEHHS 3MiH A0
cneungikauii Ta meToais
BXiZJHOrO KOHTPO/IHO AKOCTi
3rigHo EP fjto4oro BugaHHs.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHK y npoveci BUpobHuuTBa
Ta cxemi cuHTesy APl He
Bigbynocs
138. | MIPUOOKCUHY KpMcTaniyHWii NOPOLLIOK TOB "BAJIAPTIH YkpaiHa IbxaHrkci TbAHKCIH Kutaii BHECEHHS 3MiH 0 - UA/14182/01/01
rigpoxnoprup (cy6eTaHuin) y PAPMA" dapmacbioTikan Ko., peecTpauiiHux
(BITAMIH B6) nonieTnIeHoBmX nrp. marepianis:3miHu | Tuny - 3MiHN
naketax gns 3 akocTi. CepTudikar
hapMaLeBTUYHOIO BignosigHoCTI/TE-cepTudcpikat
3aCcTOCyBaHHA BiANOBIAHOCTI EBPONEChKIN
thapmakonei/mMmoHorpadii.
nofaHHA OHOB/IEHOTO
cepTuchikata BiANOBIAHOCTI
€sponelicbkiin hapmakonei CEP
Ne R1-CEP 2013-165-Rev 00
Bif, BXeE 3aTBEPAKEHOro
BVMPOGHMKA 3 BUTYYEHHSAM i3
cneumdikayii nokasHrka «Baxki
MeTann» Ta BBeAEHHSIM nepiogy
NepeKoHTPOSII0 3aMiCTb TEPMIHY
NpWUAATHOCTI. 3anponoHOBaHO:
CEP Ne R1-CEP 2013-165-Rev
00
139. | NONIDKNHAKC Kancysnu sariHasibHi no 6 Na6opaTopis PpaHLis Brpo6HuK, PpaHuis/ BHECEHHS 3MiH 0 3a peyenmom UA/10193/01/01
Kancyny 6nictepi; no 1 IHHOTEK BiANOBiAaIbHNIA 3a LLseiiuapis peecTpauiiHnx matepianis:
abo 2 6nictepu y IHTepHacbiioHasb nakyBaHHs, 3MiHM | TUNY - 3MiHU 3 AKOCTI.
KapTOHHIlA KopooLi KOHTPO/b | BUMYCK [oTOBMIA NikapcbKuii 3acio.
cepii: 3MiHM Yy BUPOGHMLTBI. 3aMiHa

IHHOTepa LUys3i,
dpaHuisn; BupobHuk,
BiANOBIAaIbHNIA 3a
BMPOGHMLTBO in
bulk: KataneHt
®paHy, BeitHxelim
CA, ®paHuis
abo CBICC KEMNC
Al Wseiiuapis, abo
IHHOTepa LUys3i,
PpaHuis

ab0 BBeAEeHHS 104aTKOBOI
OiNbHUL BUPOBGHULTBA A/1A
4acTVHM abo BCbOro
BMPOGHNYOro npouecy rotoBoro
NiKapcbkoro 3acoby (ainbHuLSA,
Ha SKiii NpoBOAATLCA Oy Ab-AKi
BMPOGHUYI CTaAji, 3a BUHATKOM
BUMYCKY CepiiA, KOHTPOSIIO AKOCTI,
NepBNHHOIO Ta BTOPUHHOTO
nakyBaHHs, /19 HECTEPUSIbHUX
nNiKapcbKknx 3acobis) - BBEAEHHS
[,04aTKOBOro BMPOGHWMKa in bulk:
IHHOTepa LUy3i, PpaHLuis
(3aTBEpAXEHO: KaTaneHT ®dpaHL,
BeliHxelim CA, ®paHuis Ta
CBICC KEIC Ar, Lseiiuapis).
3MiHU BHECEHO B TEKCT
MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby LoAo
[ofaBaHHA BUPOOHUKA,
BiANOBIA&/IbHOIO 3a
BUPO6HMUTBO in bulk. 3MiHK |
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

TUny - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HMLTBA)
Ha eTani iHkancynauii
(encapsulation step) napameTp
BiHOCHOI BOMOrOCTi
afanTyeTbCcsa A0 06n1aAHaHHSA
IHHOTepa LUysi
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Y BUPOGHULITBI. 3MiHN Y
npoLeci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA MPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6bHNULTBA) -
He3HauHi 3MiHM Y npoueci
BMPOGHULITBA, a came, Ha eTani
iHkancynsauji (encapsulation
step) nepemillyBaHHs XenaTtuHy
[10 BUKOPUCTAHHS BUAANAETLCA.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHW Y BUPOOHULITBI. 3MiHN Y
npoweci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y mpoueci BUpo6bHMULTBA) -
He3HauHi 3MiHK B Npoueci
BMpo6HULTBA /13, a came, 3MiHa
TemnepaTypHOro napameTpy:
nigsuLLeHHs Big 60 o 65 °C Ha
cTagii B (BMpo6HMLTBO
XXenaTtnHoBoi macu). 3miHu |
TUny - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y

BMPO6GHMUTBI. 3MiHK y mpoueci
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA MPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHMLITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHNLTBA)
He3HauHi 3MiHK B Npoueci
BMpOGHUMLTBA J13: Nnig Yac
BWIOTOB/IEHHS BHYTPILUHBbOT
thasu | JonomikHa peyoBrHa
Tedho3®63 3pigKyeTLCA HE B
HarpiBasibHil Wwadi, a B EMHOCTI
3 TEepMOpery/1b0BaHoo
cuctemoro. 3MiHu | Tuny - 3MiHn
3 AKOCTi. [0TOBWIA NiKApCbKNii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo
J0NyCTUMUX MEX,
BCTaHOB/IEHUX Y cnieuundikauisx,
nig yac BUpo6HULITBA FOTOBOTO
niKapcbKoro 3acoby (BU1yYEHHS
HecyTTEBOro BUNPobyBaHHS B
npoweci BUpobHULITBA) B
npoLeci KOHTPO/IIO Nig, Yac
BUPOGHMLTBA NepeBipka
TOBLUMHW XXENaTUHOBOT CMY>KMN
BUAAIAETLCA AK HECYTTEBUI
napameTtp (Gelatine strip
thickness). KoHTponb macu
BMICTY Ta Macyi 060/10HKM BXe
BUKOHYETbLCS A1 Kancynu i €
[ocTaTHil Ana aeMoHcTpauii
BiANOBIAHOCTI kancyn i3
[03yBaHHAM 415 OAVNHUL
npoAaykTy. A napameTpu
Karcynm KOHTPOOITLCSA
NPOTArOM ycbOoro etany
iHkancynauii. 3miHum | Tiny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA MPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
nNiKapcbKoro 3acoby (iHLUi 3MiHW)
3MiHa TepMiHy 36epiraHHs ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MPOMIKHOro NpoAykTy. TepmiH
36epiraHHsa 5 micsAuis 6yB
niaTBEPLXEHNIA BUPOOHMKOM
IHHOoTepa Ly3i. 3miHu | Trny -
3MiHW 3 SKOCTi. FOTOBUIA
nikapcbkuii 3acié. KoHTponb
[OMOMDKHMX PEYOBUH. 3MiHa Y
mMeToAax BUNpoGyBaHHSA
[OMNOMDKHOT peYOBUHM (iHLLI
3MiHM y MeTogax BUNpobyBaHHS
(BKTHOYatOUM 3aMiHy ab0o
[0faBaHHsA)) 3anponoHOBaHO
a/lbTEPHATUBHUI MeTof,
BU3HAYEHHA TemnepaTypu
NNaBNEHHS, KNI BUKOHYETLCA
BignosigHo Ao metogy Ph. Eur.
Monograph 2.2.14 npun KOHTpoANi
onii COEBOI riiporeHi3oBaHoil
BMPOGHMKOM IHHOTepa LLy3i
(3aTBEpmxeHo Ph. Eur.
Monograph 2.2.15). 3miHu | Tuny
- 3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
OHOBJIEHHSA TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOI
yNakKoBOK NiKapCbKoro 3acoby
LLOA0 BUAAIEHHS TEKCTY
pociiicbkoto MoBOt0. BBeaeHHs
3MiH NPOTArom 6-Tn micsuis
nicns 3aTBepAKEHHs.

140.

NMPALAKCA®

Kancynu TBepai no 75
mr: no 10 kancyn y
6nicTepi; no 1 a6o 3,
ab6o 6 6nictepiB y
KapTOHHI Kopobui

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeyunHa

BepiHrep
IHrenbxanm ®apma
v6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0Co6Y,

UA/10626/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy), ons
[03yBaHHA 110 mr Ta 75 Mr.
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsag. NponoHoBaHa
pepakuisi: Sven Kohler. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
MoniBuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
dhapmMakoHarnag B YKpaiHi.

141.

NMPAOAKCA®

Kancynu TBepgi no 110
mr: no 10 kancyny
6nictepi; no 6 6nictepis
Y KapTOHHIl kopoobui

BepiHrep
IHrenbxaim
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaivm ®apma
'M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemu dhapmakoHarnagy), ons
[03yBaHHA 110 mr Ta 75 Mr.
3MiHa YyNnoBHOBaXKEHOT 0cobm

3as1BHVKA, BiANoBiAa/IbHOI 32

UA/10626/01/02
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsg. MponoHosaHa
pegakuis: Sven Kohler. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa
KOHTaKTHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnsg B YKpaii.

UA/10626/01/03

142.

NMPAOAKCA®

kancynv TBepgi no 150
mr, no 10 kancyn y
6nicTepi; no 3 abo no 6
6nicTepiB y KAPTOHHIl
Kopobui

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN

chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS

po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -

YNOBHOBaXeHOI 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38

KOHTaKTHUX JaHWX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
KOHTaKTHOT 0CO6U 3asiBHYMKA,

BignoBigasibHOI 3a

woao 6e3nekn/edpeKkTBHOCTI Ta

hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y

0Nns fo3yBaHHA 150 Mr. 3miHa

thapmakoHarnsag. NponoHoBaHa
pepakuisi: Sven Kohler. 3miHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnag B Ykpaii.
MponoHoBaHa peaakuis:
Monisuak Onexa BikTopiBHa.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
dhapMakoHarnsg B YKpaiHi.

143.

NMPAKCBANHA®

PO34MH ANna
iH ekUji/iHdysiit, 2,5 r/50
M1, no 50 MA 'y doriakoHi;
no 2 cpnakoHn y
KapTOHHI Kopoobui

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeyunHa

BepiHrep
IHrenbxanm ®apma
mM6X i Ko.KT,
HimeuyunHa
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BUNyCK cepil);
KsoniTi AccictaHc
CA, benbris
(anbTepHaTnBHA
nab6oparopia ans
KOHTPO/O AKOCTI
npoTArom
BMNPOGYBaHHSA
cTabinbHOCTI)

Himeuunna/
Benbris

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3neku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa 415 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemun chapmakoHaraingy).
3mMiHa ynoBHOBaXkeHOT 0cobum
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX faHuX
YNOBHOBaXEHOT 0COo6M,
BignoBigasibHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0cobm
3asBHMKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis:
Monisuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
dhapmMakoHarnag B YKpaiHi.

3a peyenmom

UA/15467/01/01

144.

NPEAHI3ONOH

pO34nH AN11 iH'ekui, 30
Mr/ma; no 1 mn B

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3
"BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHnx

3a peyernmom

UA/1889/01/01

151




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

amnyni; no 5 amnyny
6nictepi; no 1 6nictepy
B NauyLj 3 KapToHy

marepianis:3miHu |l Tuny - 3miHM
3 AkocCTi. AP, (iHLWi 3MiHK).
OHoBneHHs pegakuii DMF
BMPOGHMKA Ha CybCcTaHLto

«[MpegHi30n0oH HaTpito
hocdat», BUpobHULTBA

«Henan Lihua Pharmaceutical

Co., Ltd», Kutaii 3 Bepcii AM®

09EPO001 AP-03, nov. 2019 Ha

Bepcito 09EP001 AP-04, march,

2020

145.

APEAHITON®

masb 0,25 % no 10,
abo 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHIW nayu,i

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e Mmo6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux
MaTtepianis:3amMiHu | Tuny —
BHECEHHS 3MiH Y cneumdikavio
Ha TepMiH NpuAaTHOCTi FOTOBOrO
nikapcbKoro 3acoby: BBeeHHs
nepiognyYHOCTI TECTYBaHHSA 3a M.
«Pa3mep yacTuu» (UCnbiTaHne
NPOBOAMTCA B HaYasle 1 KOHLE
CpoKa rofHoCTH); 3MiHW | Tuny —
BHECEHHS He3HaYHMX 3MiH A0
MeToAy BU3HAYEHHS po3Mipy
YaCTUHOK METOAOM ONTUYHOT
mikpockonii (EP 2.9.37); 3MiHu |
TUNY — BHECEHHSA 3MiH Y
cneumdikaLiio Ha TepMiH
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby: BBeeHHs
nepiognyYHOCTI TECTYBaHHSA 3a M.
«/peHTndmkaumsa» (McnbiTaHne
NpoBOANTCA B Havasne
nccneaoBaHuii no
cTabunbHOCTK); 3MiHK | TUNY —
BHECEHHS 3MiH Yy cneuudikadito
Ha TepMiH NpuaaTHOCTi rOTOBOro
nikapcbKoro 3acoby: BBeAEHHS
nepiogNYHOCTI TeCTYyBaHHSA 3a .
«Macca cofepXxumoro Tyobi»
(McnbiTaHne NPoBOAMTCA B
Havane uccnefoBaHuii Nno
CTabunbHOCTK)

3a peyernmom

UA/10283/02/01

146.

APEAHITON®

Kpem, 0,25 % no 10,
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHIi navui

TOB "MIBE
YKPAIHA"

YKpaiHa

mibe TmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0
peecTpauinHux
marepianis:3miHu | Tuny - 3MiHK
3 AKoCTi. F0TOBWIA NiKapCbKuii
3aci6. KoHTposb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii

3a peyernmom

UA/10283/03/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(IHLWi 3MiHW) — BHECEHHSA 3MIH Y
cneuudikaLiio Ha TEpMiH
NpVAATHOCTI FOTOBOrO
NikapcbKoro 3acoby: BBeAEHHS
nepioguYHOCTI TECTYBaHHSA 3a M.
«Pasmep yacTuu» (UcnbiTaHue
NPOBOAMTCA B HAYas1e U KOHLE
cpoka rogHocT). 3minn | Tuny -
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEPMXEHNX MeToAax
BUNPOBYBaHHSA) — BHECEHHSA
He3HauHWX 3MiH 40 meToay
BU3HAYEHHSA PO3Mipy YaCTUHOK
METOAO0M ONTUYHOT MikpocKonii
(EP 2.9.37). 3MiHun | TUMY - 3MiHK
3 AKOCTi. FoTOBWMIA NikapCbkuii
3aci6. KoHTposib rotToBoro
nikapcbKkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) - BHECEHHS 3MiH Y
cneumdikaLito Ha TepMiH
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby: BBeeHHs
nepiognyYHOCTI TECTYBaHHSA 3a M.
«peHTndmkaumsa» (ucnbiTaHne
NpoBOANTCA B Havasne
nccnepoBaHuii no
cTabunbHOCTW); KpiM TOrO,
NPOMNOHYETLCA KOPUTyBaHHSA
4acTOTV TECTYBaHHA Y
cneumdikauii Ha BUNycK Ta
TepMiH NpuaaTHOCTI 3a
nokasHukom «MikpobiosioriyHa
yuctoTta», 6e3 3miHu
BCTaHOB/IEHUX BUMOT
cneumdikavii. 3minn | TUny -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.
3MiHa napameTpiB cneundikauii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(iHLLi 3MiHW)- BHECEHHS 3MiH Y
cneuudikaLiio Ha TEpMiH
NpVAATHOCTI FOTOBOrO
NikapcbKoro 3acoby: BBeAEHHS
nepioguYHOCTI TECTYBaHHSA 3a M.
«Macca cofepX1Mmoro Ty6bl»
(ncnbiTaHne npoBoAMTCS B
Havane nuccnegosaHuii no
CTabuabHOCTH)
147. | NYNbMIKOPT cycneHsis ans ACTPA3EHEKA Ab Lseuis AcTtpa3eHeka AB, LLisewjs BHECEHHS 3MiH 0 UA/5552/01/01
po3nunexHs, 0,25 LLisewjs peecTpauiiHux
Mr/M; o 2 M B (BMPOGHULTBO, mMartepianis:3aMiHu | Tuny - 3MiHW
KOHTeHepi; no 5 KOHTPO/b SKOCTi Ta wopo 6e3snekn/ethekTMBHOCTI Ta
KOHTEiHepIiB Y KOHBEPTI; BUMYCK cepii); hapmakoHarnsgy (iHwi 3MiHn).
no 4 KoHBepTn y AcTpa3eHeka Ab, 3MiHV BHECEHO [0 IHCTPYKLUIT
KapTOHHI Kopoobui LLsewis (koHTpoOsb 015 MenYHOro 3acToCyBaHHA
AKOCTI) nikapcbKoro 3acoby [0 po3ainy
"Cnocib 3acTocyBaHHA Ta f03n"
(pepakuiiHi npaBkn). BBeaeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepAKeHHs.
148. | NYNbMIKOPT cycneHsis ans ACTPA3EHEKA Ab Lseuis AcTtpa3eHeka AB, LLiBewjs BHECEHHS 3MiH 40 3a peyenmom UA/5552/01/02
posnunenHs, 0,5 mr/mn; LiBeuis peecTpauiiHux
no 2 M/ B KOHTelHepi; (BMPOGHMLTBO, mMartepianis:3aMiHu | Tuny - 3mMiHn
no 5 KoHTelHepiB y KOHTPO/b SKOCTi Ta wozo 6e3snekn/edhekTMBHOCTI Ta
KOHBepTi; No 4 KOHBEPTU BUNYCK cepil); thapmakoHarnagy (iHwi 3MiHu).
Y KapTOHHili kopobLi AcTtpa3eHeka Ab, 3MiHV BHECEHO A0 IHCTPYKLUIT
LLBeuis (kOHTpOsb 015 MenYHOro 3acToCyBaHHSA
AKOCTI) nikapcbKoro 3acoby [0 po3ainy
"Cnoci6 3acTocyBaHHA Ta fo3n"
(pepakuiini npaskn). BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.
149. | NYPEFOH® PO34MH NS iH'ekuin, 833 OpraHoH CeHTpasi LLIseliyapis BetTtep ®apma- HimeuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/5023/01/01
MO/mn; no 0,420 mn lcT TM6X depTuryHr MrMoX i HigepnaHnamn peecTpauiiHux

(300 MO/0,36 mn) abo
0,780 mn (600 MO/0,72
MJ1) Y KapTpuaxi; no 1
KapTpUaXy Yy BigKpUTOMy
N1acTMKOBOMY /1IOTKY B
KOMM/IEKTI 3 ronikamu, no
2 KOMMJIEKTWN FONI0K — 2
KapTOHHiI KOPOGKM
(kOoXXeH KoMM/IeKT no 3
rO/IKW1, KOXHa rosika B
iHAVBIgYa/TbHOMY
n1acTMKOBOMY

Ko. KI', HimewunHa
(BUPOGHMLTBO
Hepo3dhacoBaHOl
npoaykuii Ta
nepBUHHA yNakoBka,
KOHTPO/b SIKOCTI,
TecTyBaHHs
CTepUbLHOCTI Ta
bakTepianbHKX
€HAO0TOKCUHIB
roTOBOro
NikapcbKoro 3acoby

marepianis:3minu |l Tuny - 3miHn
3 sikocTi. A®I. Bupo6HULTBO.
3MiHM B NpoLieci BUPOGHMLITBA
A®I (iHWi 3MiHK). He3HauHi
3MiHM B NpoOLLeCi BUPOGHMLTBA
A®I (choniTponiHy 6eTa), a came
BUAaIeHHs iHchopmauuu half
batches of cell free supernatant,
3aMiHa O4MHWLbL BUMIpY napTii
aKTMBHOI pevoBuHY 3 IU/vial to
grams /ml, OHOBNEeHO 610K -
CXEMY, & Came 3a3HayeHHs B
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTEIHepI) Yy KapTOHHIiA (kOoHTpO/b AKOCTI Ta

nauui

TecTyBaHHSA
cTabinbHocTi),
BisyasibHa
iHCnekuis); Bettep
Papma-dPepTuryHr
v6X i Ko. K,
HimeuyunHa
(BPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii Ta
nepBrHHA yNakoBka,
KOHTPO/b SIKOCTI,
TecTyBaHHSA
CTEepWIbLHOCTI Ta
HakTepianbHKX
€HAO0TOKCUHIB
roTOBOro
nikapcbKoro 3acoby
(KOHTPO/Ib IKOCTI Ta
TeCcTyBaHHs
cTabinbHOCTI),
BisyasibHa
iHcnekuisn); Bettep
Papma-dPepTuryHr
m6X i Ko. KT,
HimeuunHa
(Bi3yasibHa
iHCnekuis); Bettep
Papma-dPepTuryHr
v6X i Ko. K,
HimeuyunHa
(KOHTpOSb AKOCTI,
TecTyBaHHSA
CTepWIbHOCTI Ta
H6akTepianbHuX
€HAO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(kOHTpO/b AKOCTI Ta
TecTyBaHHSA
cTabinbHocTi),
BisyasibHa
iHcnekuis); H.B.
OpraHoH,
HigepnaHgm
(KOHTPO/Ib IKOCTI Ta
TeCcTyBaHHs

CTabiNbHOCTI,

CXeMi napameTpiB npoLecy;
OHOB/EHO ONUC CTafii O4YNCTKM,
Onmnc KaTioHOOMIHHOT KOMIOHKU Ta
36ip entoarty; 3MiHU MeToay
BUMNPOBYBaHHSA 415
BUMIpIOBaHHSA 6inka B nyni
reNibNpoHMKar4ofl
xpomartorpadii (GPC) 3 FSH
EIA (Follicle stimulating
hormone Enzyme
Immunoassay) Ha UV
(ultraviolet)
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BTOPWHHA yNnakoBKa,
[03BiN Ha BUMNYCK
cepii)

150.

PAHOCTON®

PO34MH AN
30BHILUHLOrO Ta
MicL,eBoro
3acTtocyBaHHsA 10 %, no
50 mn a6o 100 mny
thnakoHi, no 1 dpnakoHy
B nauui

MPAT "®ITOPAPM"

YKpaiHa

MPAT "®ITOPAPM"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa y cknagi
(/ONOMDKHMX pEeYOBUHAX)
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi fONOMDXHI pevyoBUHN) -
3amiHa ofHi€l AONOMDKHOT
PEYOBMHMN Ha iHLWWY 3 TUMK
caMuMy dOyHKLiOHa/TbHUMKN
XapaktepucTmkamy Ta Ha Tomy
camoMy piBHi 3amiHa OfHi€El
[L0MOMDKHOT peyoBUHU
MpokcaHon 268 Ha MNonokcamep
338. BBegeHHs 3MiH NpoTArom
6-TK MicALiB nicns
3aTBEPMKEHHS. 3MiHu | Tvny -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi
(BOMOMDKHMX pEeYOBUHAX)
roTOBOrO NiKapCbKOro 3acoby
(iHLWi [ONOMDKHI Pe4yoBUHM) -
Byap-Aka He3HauHa 3MiHa
KiNIbKICHOTO ck1agy AOMOMDKHUX
PEYOBUH Y FOTOBOMY
nikapcbkomy 3acobi.
3MEHLUEHHS KiIbKICHOro BMICTY
[ONOMDKHOT PEYOBUHY -
rniuepvHy 3 1,5rHa 0,43 1.
BBefeHHA 3MiH NPOTArom 6-1u
MicsILiB NicNs 3aTBEPAKEHHS.

6e3 peyenma

UA/8650/02/01

151.

PANITYC

cupon, 30 mr/5 mn, no
120 mn 'y cpnakoHi, no 1
pNakoHy 3 MipHUM
KOBMaYKOM Y KapTOHHiIl
ynakoBLi

Makneogc
PapmacbioTrKanc
Nimiten

IHAjA

Makneoac
PapmMacboTHKaNc
Nimiteq

IHAjA

BHECEHHS 3MiH [0
peecTpauinHux
marepianis:3miHu |l TUny - 3mMiHK
3 aKocTi. A®l. Bupo6HMLUTBO.
3MiHa BUpO6GHMKa
BVIXiZLHOr0/MPOMIXXHOr0
npoayKTy/peareHTy, WWo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BK/THOHaouY,
e HeobxiaHo, micue
NpPOBefEHHS KOHTPO/IO SKOCTI)
AdI (3a BigCyTHOCTI

3a peyenmom

UA/6153/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®I 3 HagaHHAM MacTep-thaiina
Ha A®l) - BBEEHHA
[0[aTkoBOro BUpobHuka Ad|
nesogponponisnHy PRECISE
CHEMIPHARMA PRIVATE
LIMITED, India.
152. | PENNATAN KOHUeHTpaT ans Laiiep IpnaHgis BiANoBigabHUIA 3a Ipnangis/ BHECEHHS 3MiH 0 3a peyenmom UA/15890/01/01
po3unHy Ans iHdysin, 1 dapmacbloTikans BWMNYCK Cepil: Himeuunna/ peecTpauiiHnx matepianis:
mr/mn, no 3,5 mn IpnaHgisa Nimiteq, Lariep CLIA/ 3MiHu | TUNY - 3MiHK 3 SKOCTI.
KOHLEeHTpaTy y h/1akoHi, dapmacbioTikans CnonyyeHe [oTOBMIA NikapcbKuii 3acio.
no 1 donakoHy B IpnaHgia Nimites, Koponiscteo/ 3MiHU Y BUPOGHMUTBI (iHLUi
KapTOHHIA KopoobLi IpnaHgis; HigepnaHvgm 3MiHU) - BHECEHHS YCiX
BMPOBHMLTBO 3aTBEPAKEHNX BUPOBHNUMNX

niKkapcbKkoro 3acooby,
KOHTPO/Tb AKOCTI
cepil, BisyanbHa
iHCnekujs:
Bettep ®apma-
depTirtoHr MmMoX
EHfA Ko. KT,
HimeyumnHa;
BUPOGHMLTBO
niKkapcbKoro 3acooby,
KOHTPO/Tb AKOCTI
rNn3:
KenpxiH
Baiio®apwma, T/,
(a6a EmeppxeHT
BalioConyLwiH3
(CibiAW), CLUA,;
KOHTPO/b AKOCTI
cepii, BisyasibHa
iHCneKuis:
BetTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuumnHa,;
BetTtep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuumnHa;
Bi3yasibHa iHCnekuis:
BetTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,

AiNbHULUb, SIKi 6epyTb yyacTb y
BMPO6HMUTBI /13 BignoBigHO A0
mMartepianis BUPO6HMKa. XKoaHUX

3MiH B po3gini 3.2.P.3.1.

Bupo6HuKM He BiabyBaeTbCS.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HimeyuunHa;
KOHTPO/Tb AKOCTI
rNa3:

LLaiiep XblomeH
[xeHeTik Tepanic,
CLUA;
KOHTPO/Tb AKOCTI
cepi:
Yapnb3 Pisep
Na6opaTopi3
Aiineng Nta,
IpnaHgjs;
KoaHc JlabopaTtopi3
NimiTen, CnonyyeHe
KoponiscTso;
MapKyBaHHS Ta
nakyBaHHS,
AvcTpubyuis
roTOBOro
niKkapcbKoro 3acoby:
EmiHeHT Cepsices
KopnopeiiwH, CLUA;
LiEAYEN Cannnaii
YeitH, Higepnangy;
LIiERYEN Cannnaii
YeiiH, HigepnaHan

153.

PE-CO/lb

NOPOLLIOK A/1A
OpasIbHOr0 PO34MHY MO
18,9 r NOpoLUKY Y NakeTi;
no 10 a6o 20 nakeTiB y
Kopobui

ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"GapmaueBTuyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”

YkpaiHna

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
YTOUYHEHHSs1 peecTpauiiiHol

npoueaypu B Hakasax MO3
Ykpainu Ne 2225 Big,
13.10.2021 Ta Ne 56 Big,
13.01.2022 B npoueci
BHECEHHS 3MiH - 3MiHuW | Tuny -
3MiHM 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONEiiChKilt
thapmaxonei/ moHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BUPO6HMUTBI ADI; ans

6e3 peyenma

UA/15043/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
HoBuii cepTudikar Big HOBOrO
BMpOo6HUKa (3amiHa abo
[OMOBHEHHS) - NOAAHHA HOBOrO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
RO-CEP 2018-159-Rev 00 gns
A®| kanito xnopuay Bif HOBOrO
BMpo6HMKa MACCO
ORGANIQUES, S.R.O., Czech
Republic (3onoBHeHHs).
3anponoHoBaHo: VASA
PHARMACHEM PVT. LTD.,
India; MACCO ORGANIQUES,
S.R.O., Czech Republic.
MpyBeaeHHs cneundikadii Ta
MeTOZIB BXifHOrO KOHTPO/IO
AKOCTI Ha fitody pevosuHy Kanito
X10pug, 3a NOKa3HUKOM
«CBUWHeLb» 0 MaTepianis
BMpOGHUKa cybCcTaHLji 3rigHo
npegacrassieHoro Hogoro CEP
154. | PECMNEPO Kancynu I". Monb-Bockamn HimeuyunHa Brpo6HMLUTBO HimeuyunHa BHECEHHS 3MiH 40 6e3 peyenma UA/4948/01/01
MUPTON KMLLKOBOPO34YUHHI N0 'm6X & Ko. KT. HEenoKpUTUX Kancyn: peecTpavuiiHux maTepianis:
120 mr no 10 kancyn y KataneHT [hxepmai 3MiHu | TURY - 3MiHK 3 SKOCTI.
6nicTepi; no 2 6nictepu E6epbax Mm6X, [oTOBMIA NikapcbKuii 3acio.
Y KapTOHHIli kopobLi HimeuunHa; I'. Monb- 3MiHM Y BUPOOHULTBI. 3amiHa
Bockamn M'v6X & abo BBeAEHHA 404ATKOBOI
Ko. KI, HimeuunHa; AiNbHULI BUpOGHMLTBA A/1A
MokputTa kancyn: I. 4acTVHM abo BCbOro
MNonb-Bockamn BMPOBHMYOrO NPOLEeCy roToBOro
v6X & Ko. KT, niKapcbkoro 3acoby (iHLwi 3MiHW)
HimeyumnHa; 3a3HaueHHs, BXe 3aTBEepIKEHNX
MepBuHHE Ta paHille, BUPOOGHNYNX AiNbHULb.
BTOPUHHE
nakyBaHHS:
. Monb-bockamn
v6X & Ko. KT,
HimeuunHa; Bunyck
cepii: . Monb-
Bockamn MM6X &
Ko. KI', HimeyunHa
155. | PECMNEPO Kancynm . Monb-Bockamn HimeuyunHa Bupo6bHmuTBO HimeuuunHa/ BHECEHHS 3MiH 0 6e3 peyenma UA/4948/01/02
MUPTO/T ®OPTE KWLLKOBOPO3YMHHI NO M6X & Ko. Kr. HENOKPUTUX Karncyn: LLseiiuapis peecTpauiiHnx matepianis:
300 mr no 10 kancyn y KaTtaneHt [hxepmaHi 3MiHKM | TMNY - 3MiHW 3 AKOCTI.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepi; no 2 6nictepu E6epb6ax Mm6X, [oTOBMIA NiKapcbKuii 3acio.
Y KapTOHHili kopobLi HimeuuuHa; Csicc 3MiHV Yy BUPOOHMUTBI. 3amiHa
Kanc AT, abo BBeEHHA 404ATKOBOI
LLiBeiuapis; AiNbHULI BUPOGHMLTBA 415
MokpuTTAa Kancyn: I. YyacTuHM abo BCbOro
MNonb-Bockamn BMPOBHMYOro NpoLEecy roToBoro
M6X & Ko. KT, niKapcbKoro 3acoby (iHLwi 3MiHW)
HimeuumnHa,; 3a3HayeHHs, BXe 3aTBepixeHnx
MepBuHHE Ta paHile, BUPO6HNUNX AibHALb
BTOPUHHE
nakyBaHHs:
. Monb-bockamn
v6X & Ko. KT,
HimeuunHa; Bunyck
cepii: . Monb-
Bockamn MM6X &
Ko. KI', Himeyunxa
156. | PUBACTUIMIH IC kancynu no 1,5 mr no 10 ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16388/01/01
Kancyn y 6nictepi; no 3 [04aTKOBOO [04aTKOBOO peecTpauinHnx
6nictepn y navui BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO mMarepianis:3miHu | Tuny - 3MiHa
"IHTEPXIM" "IHTEPXIM" yNOBHOBaXEHOI 0co6u
3asBHVKa, BigNOBigaIbHOT 3a
chapmakoHarnsg. MponoHosBaHa
pepakuis: HaropHa OneHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
dhapMakoHarnsng,.
157. | PUBACTUIMIH IC Kancynu no 3 mr no 10 ToBapucTBo 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16388/01/02
Kancyn y 6nictepi; no 3 [04aTKOBOO [04aTKOBOO peecTpauinHnx
6nictepn y navui BiANOBIAANLHICTIO BifNoOBiAaNbLHICTIO mMartepianis:3MiHu | Tuny - 3miHa
"IHTEPXIM" "IHTEPXIM" yNOBHOBaXeEHOI 0co6u
3asBHVKa, BigNoBiga1bHOT 3a
thapmakoHarnsag. MponoHosBaHa
pepakuis: HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a
thapmakoHarnsg.
158. | PUBACTUIMIH IC kancynu no 4,5 mr no 10 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16388/01/03

Kancyn y 6nictepi; no 3
6nictepn y nauui

[0AaTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

peecTpauiiHnx
mMartepianis:3MiHu | Tuny - 3miHa
YMNOBHOB&aXEHOT 0cobM
3as1BHVKa, BiANOBIAA/IbHOT 32
thapmakoHarnsg. MponoHoBaHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pepakuis: HaropHa Onexa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
dhapmakoHarnag.

159.

PUBACTUIMIH IC

Kancynu no 6 mr no 10
Kancyn y 6nictepi; no 3
6nictepy y nauui

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3miHa
YNOBHOBaXeEHOI 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg. MNponoHoBaHa
pepakuis: HaropHa Onexa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwu,
BignoBiganbHOI 3a
dhapmakoHarnng.

3a peyenmom

UA/16388/01/04

160.

PUHT
HA3ANbHUIA
CMPEN® 3
MEHTO/IOM

cnpeii HasanbHWiA, 0,5
mr/mn, no 10 mny
donakoHi pasom 3
HacocoM-£,03aTopoMm 3
posnuntoBayem; no 1
donakoHy B nauui 3
KapTOHY

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauinHux
marepianis:3minum | Tuny -
nofaHHA OHOB/IEHOTO
cepTudikara BiZNOBIAHOCTI
€Bponevicbkinn hapmakonei Ne
R1-CEP 2008-064-Rev 02 gnisa
Ad| okcumeTasoniHy
rigpoxnopuay Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Siegfried PharmaChemikalien
Minden GmbH, HimeuunHa, y
Hacnifok 36inbLUeHHs nepiogy
NOBTOPHOrO BUNPOGYBaHHA A0 5
pokis (6yno: 3 pokw)

6e3 peyenma

UA/12119/01/01

161.

POMALLKKWN KBITKA

KBiTKM no 30 r a6o no 40
r,abono50r, abo no 75
I'y naykax 3 BHyTPiLLHIM
naketom; no 1,5ry
inbTp-nakeTi, no 20
iNbTp-NakeTiB y naywi
ab6o y nauui 3
BHYTPILUHIM NakeToMm

MpAT "NikTpasn”

YkpaiHa

MpAT "MikTpasn”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3aMiHu | Tuny -
BHECEHHS 3MiH o p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3acib, a came BHECEHHSA
YTOYHEHHS, LWOA0 Navkn Ans
iNbTp-NakeTiB: «404aTKOBO
nauknm MoxyTb obroprartucs
330BHi N/1iIBKOIO
nosinponizIieHoBOK»
(3aTBEpPAXKEHO «330BHI NAYKM
06ropTalTbLCA M/IIBKOK

6e3 peyenma

UA/6027/01/01

161




n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

noninponineHoBo»), 3
BiANOBIAHMMU 3MiHaMU B p.
"Ynakoska" MKA 113;
3anponoHoBaHo: MNogpibHeHa
cuposnHa no 30r,40r,50T, 75
I B MaKeTW, BUrOTOB/IEHI 3
nanepy nakysasibHOro
BOJIOrOCTIiliKOro, abo kpadT-
nanepy, abo nanepy raseTHoro,
abo B nakeTun, BUTOTOB/IEHI 3
nNiBkK 3 NOMIMEPHUX MaTepiasiiB
3 HaCTYNHUM BK1afaHHsAM B
nayky KapToHHi. MopoLuok
KpynHuii no 1,5 r B cpinbTp-
nakeTun, BUrOTOB/IEHI 3 nanepy
TEepMO3BapoBasIbHOTO
MOPUCTOrO, WO HEe PO3MOKaE, 3
HacTynHUM yknagaHHam no 20
hiNbTp-NakeTiB B Na4ku
KapTOHHiI. [loaaTKoBO Navku
MOXYTb 06roptatucs 330BHi
N/1iBKOKO NMONINPONiNEHOBOLO.
MopoLuok kpynHWii no 1,5y
PiNbTP-NakeTn, BUrOTOBJIEHI 3
nanepy Tepmo3BaproBas/ibHOr0
MOPUCTOrO, WO HEe PO3MOKaE, 3
HacCTynHUM yknagaHHam no 20
hinbTp-NakeTiB B NakeTw,
BWUIOTOBJIEHI 3 MN/1iBKU 3
nonimepHuUx marepianis 3
HacCTYMHUM BKNafaHHAM B Mayku
KapTOHHiI. [loAaTKoBO Navkm
MOXYTb 06roptaTucs 330BHi

NAiBKOK NO/INPONi/IEHOBOK

UA/3745/03/01

162.

CANNTODPANBbK

CYNno3uTopIi peKTasbHI
no 250 mr; no 5
Cyno3unTopiiB y CTpuni;
no 2 cTpunu B KOpooLi 3
KapToHy

Op. ®ansk apma
6X

HimeyunHa

BignosiganbHuii 3a
BWMNYCK Cepiit

KiHLLeBOro NpoayKTy:

Op. ®anbk dapma
'm6X, HimeuunHa;
Brpo6HMK
[,030BaHoOi hopmu,
nepBUHHE Ta
BTOPUHHE
nakyBaHHA Ta
KOHTPO/b AKOCTI:
Bichop CA
LiBaviHizepnaccyHr
Megixemi ETTiHreH,
LLIBeliuapisi; J/lozaH

Himeuunna/
Llseiiuapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
CepTtudikat BignosigHocTI/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: Ans
A®I; pns BuxigHoro
mMaTepiany/peareHTy/MpomMiKHOIro

npoayKTy, 10

3a peyenmom
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dapma 'm6X, BUKOPUCTOBYIOTLCA Y
HimeuuunHa; BUPO6HUUTBI ADI; ans
Brpo6HMKK, [0MOMDKHOT pEYOBUHM

BiANOBiAa/IbHI 3a
KOHTPO/Ib SIKOCTi:
Jlo3aH ®apma M'm6X,
HimeuuunHa; Bichop
CA, WBeiiuapis;
Bioeksam AT,
LLiBeiuapis;
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
v6X, HimeyunHa

(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
nogaHHa oHossieHoro CEP R1-
CEP 2003-188-Rev 06 gns Adl
MecasiasuHy Bif 3aTBEPKEHOTO
BMpo6HUKa Chemi S.p.A. y
3B'A3KY 3i 3MiHOIO Ha3BW OAHOrO
i3 BUpo6HukiB AdI 3 Zhejiang
Sanmen Pharmaceutical Co.,
Ltd Ha Zhejiang Hengkang
Pharmaceutical Co., Ltd
3arsepaxeHo: CEP R1-CEP
2003-188-Rev 05); 3miHu | Tuny
- 3MiHu 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuyudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(iHLWi 3MiHW) - 3MiHa KpUTEPID
NPUAHATHOCTI Y cneuudikauii
"'N3 Ha TepMiH NpuaaTHoCTi 3a
MOKa3HNKOM «30BHILLHIl
BUINAA», WO 06yMOBNEHO
BHECEHHAM iHdhopmaLii
CTOCOBHO YTBOPEHHS 6inoro
Ha/IbOTY Nig vac 36epiraHHs y
3B’A3KY 3 NepekpucTanizauieto
TBEPAVX XMPiB. 3MiHWN BHECEHO
B IHCTPYKLitO AN1A MeANYHOro
3aCcTOCYyBaHHS NikapCbKoro
3acoby y p. "OCcHOBHi hi3uko-
XiMi4Hi BNacT1BOCTI"; 3MiHK |
TUNy - AAMIHICTPaTUBHI 3MiHK.
BunyyeHHsi BUPO6HUYOI
OinbHULI (BKNOYAKOUN AiNbHUL
ana A®l, npoMiXXHOro NpoAyKTy
abo roToBOro slikapCbKoro
3acoby, AinbHULi Ans
NPOBEeEHHS NaKyBaHHs,
BMPOGHWKA, BiAMOBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NpoBefEHHS KOHTPOIO cepii)
ab0 nocravanibHuKa BUXiAHOTO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (KO
3a3HayveHo y fOCbE) -
BW/TyYEHHS BUPOOHNYOT AiNbHUL
Op. ®anbk Papma MvbX,
HimeuunHa, Lo BignosiganbHa
3a a/ibTepPHATVBHE BTOPWHHE
nakyBaHHS1, OCKiJIbKM BinbLue He
BUKOPVCTOBYETLCA B AKOCTI
AaHoi dpyHKUiT; 3miHW | TMny -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOr0/MPOMIXKHOI0
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BUPOGHMKa (BK/TOUaouY,
e HeobXxiaHo, micue
NPOBeLEHHS KOHTPOSTIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOI AiNbHULI, fe
3[jICHIOETbCSA MIKPOHi3aLis) -
BBEJEHHS HOBOI AiNbHWL,, L0
BiAnoBigae 3a MikpoHisauio Ad|
(BupobHuyTBa Erregierre SPA,
Italy) — IMS S.r.l, Italy; 3miHu |
TMny - 3MiHK 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKaA
BUXiQHOro/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHMKa (BKIHOYaouW,
e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOI AiNbHULI, fe
3[jICHI0ETbCS MIKpOHi3aLis) -
BBEAEHHSA HOBOI AiNbHUL, L0
BiANoOBigae 3a MikpoHisauio Ad|
(Bupo6HULTBaA Erregierre SPA,
Italy) — Microchem S.r.l, Italy;

3MiHM | TMNY - 3MiHK 3 AKOCTI.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[oTOBMIA NiKapcbKuii 3acio.

3MiHV Yy BUPOGHMLTBI. 3amiHa

3MiHV Yy BUPOOHMUTBI. 3amiHa
abo BBeEHHA 404ATKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (finbHMULA
AN BTOPUHHOTO MakKyBaHHS) -
BBE/lEHHS BUPOOHUKA, LLIO
BiANOBIAa/IbHWI 32 BTOPVIHHE
nakysaHHs /13, JlozaH ®apma
'm6X, OTTO-XaH LWTpacce 13,
79395 HoeHbypr, HimeuunHa/
Losan Pharma GmbH, Otto-
Hahn-Strasse 13, 79395
Neuenburg, Germany; 3MiHu |
TUny - 3MiHK 3 sAKocTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBeEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHS) - BBE,EHHSA
BMPOGHUKa, L0 BiANoBiAabHMIA
3a nepBuHHe nakyBaHHA /13,
NoszaH ®apma M'v6X, OTTO-XaH
LLTpacce 13, 79395 HoeHbypr,
HimeuyunHa/Losan Pharma
GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany;
3MiHY | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.

abo BBeEHHA 404ATKOBOI
AiNbHULI BUPOGHMLTBA 415
YyacTVHM abo BCLOro
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BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (ginbHULSA,
Ha SKiii NpoBOAATLCA 6y Ab-SKi
BMPOGHUYI CTagji, 3a BUHATKOM

BUMYCKY CepiiA, KOHTPOSIIO AKOCTI,

NepBUHHOTO Ta BTOPYHHOIO
nakyBaHHS1, 4151 HECTePUTbHUX

NiKapCbKNX 3aco6iB) - BBEAEHHSA

BMPOGHUKa, L0 BiANOBiAabHMIA
3a BUPOGHMLTBO A,030BaHOI

dhopmu, JSlozaH Papma M'vbX,




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa PeecmpayjitiHa npoyedypa
BUPOGHUKa

Ymosu

OtT0-XaH LWTpacce 13, 79395
HoeH6ypr, HimeuunHa/Losan

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs
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Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg,
Germany; 3miHu | TUny - 3MiHu 3
AKocTi. FoTOBUIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
3[iACHIOETbCS
KOHTPOb/BUNPOBYBaHHSA cepii)-
[ofaBaHHsA BUPOBHYKa, Lo
BiANOBIA&/IbHNIA 32 KOHTPOSIO
akocTi N3, Bichop CA, PyT ge
MoHkop 10, 1752 Binnap-ctop-
naH, Weeiyapis/Vifor SA,
Route de Moncor 10, 1752
Villars-sur-Glane, Switzerland,;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AifbHUL, Ha Kl
3[jCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
fofaBaHHsA BUPOGHMKA, LU0
BiNOBIAaIbHUIA 32 KOHTPO/b
akocTi [N13, bioek3am AT,
Maivirogoutpacce 95a, 6006,
TouepH, Weeiiuapis/Bioexam
AG, Maihofstrasse 95a, 6006,
Luzern, Switzerland; 3miHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
34iACHI0ETbCS

KOHTPONb/BUNPOGYBaHHSA cepii) -
BBE/EHHS BUPOGHMKA, L0




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBiAabHNI 32 KOHTPO/Ib
skocTi 13, HaykoBo-AocnigHWi
iHCTUTYT Xennenep MM6X, Mapi-

Kiopi-LUTpacce 7, 79539
JNeppax,
HimeuuunHa/Investigation Institute
Heppeler GmbH, Marie-Curie-
Strasse 7, 79539 Loerrach,
Germany; 3MiHu | TUny - 3MiHn 3

AKOCTI. [0TOBWIA Nikapcbkuii

3aci6. 3MiHV Y BUPOOHULITBI.

3MiHa iMnopTepa/aMiiu, Lo

CTOCYHOTbCS BUMYCKY Cepii Ta

KOHTPO/II0 SKOCTi FOTOBOTO
nikapcbKkoro 3acoby (3amiHa abo

[0JaBaHHs Ai/TbHULI, Ha SKil

34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBE/leHHS BUPOOHMKa, L0

BiANOBiAaNbHWI 32 KOHTPOSIb
akocTi 13, NlozaH ®apma M'M6X,

Ew6axep WTpacce 2, 79427

Ewo6ax, HimeuunHa/Losan

Pharma GmbH, Eschbacher

Strasse 2, 79427 Eschbach,
Germany; 3miHu | TUny - 3MiHu 3

AKoCTi. FOTOBUIA Nikapcbkuii

3aci6. 3MiHV Yy BUPOOHULITBI.

3MiHa iMnopTepa/3miHu, Lo

CTOCYHOTbCSl BUMYCKY Cepii Ta

KOHTPOJIH0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo

[ofaBaHHA AinbHUL, Ha SAKIRA

3[iACHIOETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBE/IEHHS BUPOOHMNYOI AiNbHULY,
LLIO BiANOBiAaNbHa 3@ KOHTPO/b
akocTi [N13, NozaH ®apma 'M6X,

OTT10-XaH LWTpacce 13, 79395

HoeHb6ypr, HimeuunHa/Losan

Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg,
Germany; 3miHu | TUny - 3MiHu 3
AKoCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHu y npoveci BUpobHuuTBa
roTOBOrO /liKapCbKoro 3acoby,
BK/THOHAIOYN NPOMiXHUIA MPOAYKT,
LL|O 3aCTOCOBYETLCS MpU
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMPOBGHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBA) -
KOpUryBaHHS LIBUAKOCTI
3anoBHEHHS Cyno3uTopiiB Ans
aitoyoro BMpobHuka Bighop CA
LiBaiiHigepnaccyHr Megixemi
ETTiHreH, WBeiiyapis, wo
06yMOB/IEHO BUKOPUCTaHHAM
pi3HOro o6bnagHaHHA ans
nakyBaHHS, & TakoX BHeCeHi
He3HauHi aganTuBHiI Mipy A0
BVMPOGHMYOrO NMPOLECY Ha HOBIl
BMPOGHWUIl AinbHULI JTo3aH
dapma 'm6X, HoeHbypr,
HimeuuunHa; 3miHu | Tuny - 3miHn
3 AKOCTi. FoTOBWMIA NikapCbKuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo
[0NyCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx,
nig yac BUpo6bHULITBA FOTOBOTO
nikapcbKoro 3acoby (BUyYEHHS
HeCyTTEBOro BUNPOOYBaHHS B
npoeci BUPO6HMLTBA) -
BU/TyYEHHSA HE3HAYHOrO
Bunpob6yBaHHA “Yield” B npoueci
BVMPOGHMLTBA; 3MiHU | TVny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(oonoBHeHHs cneumndikauit
HOBUM MOKa3HUKOM 3
BiANOBIAHMM METOA0M
BUNPOOYBaHHS) - BBEEHHS
Apyroi igeHTudikayii giroyor
peyoBuHM A0 cneuundikauii FN3
MeTogom BEPX fo Bxe
3aTBEpPKEHOI ifeHTUdIKauil
MeTogom Y. logatkoBo
BHOCWTbCS pefjlakTopcbka
npaBka [0 METOANKN
BMNpo6yBaHHA 13 3a
nokasHnkom «MikpobionoriyHa
yncToTax; 3MiHW | Tuny - 3miHn 3
SIKOCTi. [0TOBWMIA Nikapcbknii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3aci6. Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa y NepBuWHHiiA
yMakoBLii FOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - 3MiHa Y
nepBuHHI ynakosui M3, a
came 3 nonepeaHbo
cchopMOBaHMX N1ACTUKOBUX
CMYXOK 0 HecthopmoBaHoi
chonbru, Wwo hopMyThCs y
npoeci BUPO6GHMLTBA; 3MiHY |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo
O0MYyCTUMUX MEX NEPBUHHOT
yMakoBKN rOTOBOrO NiKapCbKoro
3aco6y (J0MOBHEHHS
crneundikauii HoBUM
NOKa3HUKOM 3 BiANOBiAHNM
MEeTOOM BUMPOBYBaHHS) -
[OMOBHEHHS creuudikavii
NepBUHHOT yNakoBku (donbru)
MOKa3HNKOM «30BHILLHIl
BUrNAL»
Appearance/visually/opaque,
clear and undamaged; 3MmiHu |
TUny - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneumdikain Ta/abo
[ONYCTUMUX MEX NEPBUHHOIT
yNakoBKM rOTOBOTO /liKapCbKOro
3aco6y (L0NOBHEHHS
cneyudikaLii HOBUM
NOKa3HWKOM 3 BifnoBigHUM
MEeTO0M BUNPOBYBaHHS) -
[LOMNOBHEHHSA crieumdikawi
nepBUHHOI ynakoBku (hobrn)
nokasHukom “Konip» Colour
Ivisually/ white; 3miHn | TUny -
3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneumdikain Ta/abo
[ONYCTUMUX MEX NEePBUHHOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

YNaKoBKM rOTOBOTO /liKapCbKOro
3aco06y ([0NOBHEHHS
cneuudikaLii HOBUM

NOKa3HWKOM 3 BignoBigHNM
MeTOoLOM BMUNPOBYBaHHSA)-
[0NOBHEHHA crieumdikavi

NepBUHHOI yNakoBku (donbr)

NOKa3HNKOM «laeHTudikavis»
Identity (PVC & PE) by IR
spectroscopy. Corresponds to
reference spectrum; 3miHu | Tuny
- 3MiHu 3 siKocTi. FoTOBWMIiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo
O0MYyCTUMUX MEX NEPBUHHOT
yMakoBKN rOTOBOrO NiKapCbKoro
3aco6y (J0MOBHEHHS
crneundikauii HoBUM
NOKa3HUKOM 3 BiANOBiAHNM
MEeTOOM BUMPOBYBaHHS) -
[OMOBHEHHS creuudikavii
NepBUHHOT yNakoBku (donbru)
MOKa3HUKOM «TOBLUMHA»
Thickness/physical
inspection/126-157 pm; 3minu |
TUny - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa nocTavasibHNKa
nakyBanbHUX martepianis abo
KOMMNIEKTYHUMX (SKLLO
3a3Ha4yeHo B JOCbE) (BUTyYEHHS
noctavyasibH1Ka) - BUTyUYEeHHN
iHchopmauii wopo
noctavasibHUKiB NakyBasibHOro
matepiany 3 mogyno 3.2.P.7;
3MiHY | TUNY - 3MiHK 3 SKOCTi.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiZNoOBIAHOCTI
€sponelicbkili hapmakonei: ans

Adl; ans BUXigHOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mMarepiany/peareHTy/npomMiKHOro

NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBepKeHOro BUpobHuka (-
nogaHHs oHossieHoro CEP R1-
CEP 2003-203-Rev 02 gna Adl
MecanasuHy Bif BXxe
3aTBEPAKEHOIO BUPOOHMKA
Pharmazell GmbH, Germany.
(3aTBeppxeHo: R1-CEP 2003-
203-Rev 01); 3miHu | TUny -
3MiHu 3 sKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: Ans
A®I; pns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ons
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHossieHoro CEP Ne
R1-CEP 2004-049-Rev 04 pgnisa
A®| mecanasuHy Big,
3aTBEPAKEHOr0 BUPOGHMKA
Erregierre S.p.A.ltaly
(3arBepmxeHo: R1-CEP 2004-
049-Rev 03); 3MiHu | TUNY -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa

BiNOBIAHOCTi ab60 BU/TyYEHHSsI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepTucpikaTa BiANOBIQHOCTI

€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0NOMDKHOT PeyOoBUHU (iHLLI
3MiHW) - 3MiHa PYHKL,T
BMpo6HUKa Zhejiang Sanmen
Pharmaceutical Co., Ltd 3
BMPOGHMKA NPOMDKHOTO
NPOAYKTY Ha BUPOGHWMKa
MOBHOTO LuKy. [laHa 3miHa
6yna 4yacTuHo OHOBMEeHHs CEP
R1-CEP 2003-188-Rev 03 Ha
Rev 04 Big BupobHuka Chemi
S.p.A., ane 3miHa He byna
BiJoGpaxeHa y po3gaini
3.2.5.2.1. BUpo6HMK(K); 3MiHN |
MMy - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiZNoOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAyKTy, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; ans
[OMNOMDKHOT peYOBUHM (iHLLI
3MiHW) - BUTYYEHHS 3i
cneumnagikauii A®l mecanasuHy
KOHTPO/b Aomiwok 3-Kapbokeu-
5-ACA Ta 5-
rigpOKCUAHTPaHINoBOT KNCNOTU
NoAaHHA OHOBJIEHOTO, LLIO
GinbLe He cTocytoTbed CEP R1-
CEP 2003-188. fiitounint CEP He
MICTUTb ONNCY AOAATKOBUX
TecTiB. [JaHa 3miHa 6yna
YyacTuHoto oHoB/ieHHA CEP R1-
CEP 2003-188-Rev 04 Ha Rev

05 Big BUpo6HMKa Chemi S.p.A.;
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOOGHULTBI. 3MiHa
po3mipy cepii (BktoYaKun
[ianasoH po3mipy cepir)
roTOBOrO NiKapCbKOro 3acoby
(iHLWi 3MiHW) - BUNYYEHHS
po3mipy cepii M3 83,2 kr, Wwo
Bignosigae 40 000 cyno3uTopiis,
Aka b6inblwe He byae
BMKOPWUCTOBYBATMCS . IHLLI
3a3HaueHi po3mipu cepii 166,4 kr
o Bignosigae 80 000
Cyno3nTopiis i 249,6 kr, Wo
Bignosigae 120 000
Cyno3unTopiiB 3asIMLLEHi 6e3
3MiH; 3MiHM | TUNY - 3MiHK 3
AKoCTi. FoTOBUIA Nikapcbkuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3MiHa po3mipy cepil
(BK/IIOYAKOUM Adiana3oH po3mipy
cepii) roToBOro NikapcbKoro
3aco06y (iHWi 3MiHK) - 3MiHa B
TOYHOCTI 3asB/IEHUX KiflbKOCTel
KOMMOHEHTIB Y po3mipi cepii
113, a came OKpyr/1eHHs [0
[1eCATKOBOro po3psiay Ta
BBE/leHHA 4OAAaTKOBOroO PO3Mipy
cepii N3 499,2 kr, wo
Bignosigae 240 000
CynnosmnTopiiB

163.

CANNTODPANBbK

CYNno3uTopIi peKTasbHi
no 500 mr; no 5
Cyno3unTopiiB y CTpuni;
no 2 cTpunu B KOpooLi 3
KapToHy

Op. ®ansk dapma
6X

HimeyunHa

BignosiganbHuii 3a
BWMNYCK Cepiit
KIHLLeBOro NpoAyKTy:
Op. ®ansk dapma
'm6X, HimeuunHa;
Brpo6HMK
[,030BaHoOi hopmu,
nepBuHHE Ta
BTOPUHHE
nakyBaHHA Ta
KOHTPO/b AKOCTI:
Bichop CA
LiBaviHizepnaccyHr
Megixemi ETTiHreH,

Himeuuunna/
Llseiiuapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AAMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHUUI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoAayKTy
abo roToBoro NikapcbLKoro
3aco6y, AinbHuui Ans
NpPoBefeHHs NakyBaHHs,
BMPOGHMKa, BIANOBIA&/ILHOTO 3a
BWMNYCK Cepiid, MicLe
NpoBeLEeHHS KOHTPOSO cepii)
abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo

LLiBeiuapis; [L,0MOMIXHOT peYyoBUHU (SIKLLO
NosaH ®apma Mv6X, 3a3HayveHo y OCbE) -

HimeuumnHa; BWyYEHHS BUPOOHWNYOT AiNbHUL

BUpo6HMKN, [p. ®anbk Papma M'vbX,

3a peyenmom

UA/3745/03/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBiAa/IbHI 3a

KOHTPO/b AKOCTI:
Jlo3aH ®apma M'mM6X,
HimeuumnHa;
Bidhop CA,
LBeliuapis;
Bioeksam ATl
LLiBeiiuapis;
HaykoBo-gocnigHwii
iHCTMTYT Xennenep
'M6X, HimeuyunHa

HimeyunHa, W0 BigNOBida/IbHA
3a a/lbTepHaTVBHE BTOPWHHE
nakyBaHHS, OCKi/IbkW GinbLue He
BUKOPVICTOBYETLCA B AKOCTI
OaHoi pyHKLT; 3MiHW | Tvny -
3MiHu 3 sKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXiQHOro/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHMKa (BKHOYaou,
e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOJSII0 AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOI AiNbHULI, fe
3[jICHI0ETbCS MIKpOHi3aLis) -
BBEAEHHSA HOBOI AiNbHUL, L0
BiANOBigae 3a MikpoHisauio Ad|
(Bupo6HULTBaA Erregierre SPA,
Italy) — IMS S.r.l, Italy; 3miHu |
TMny - 3MiHK 3 aKocTi. ADI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/NMPOMiXHOr0
npoayKTy/pearenTy, Wo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdDl, abo
3MiHa BMPOGHMKa (BKTOHaouM,
e HeobxigHo, micue
NpPOBefEeHHS KOHTPOJIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiANoOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHA HOBOI AiNbHUL, Ae
3[iAICHIOETLCA MiKpPOHi3aUis) -
BBEJEHHSI HOBOI AiNlbHML,, LLIO
Bignosigae 3a MikpoHizauito Ad|
(BupobHuTBa Erregierre SPA,
Italy) — Microchem S.r.l, Italy;
3MiHuM | TUNY - 3MiHU 3 AKOCTI.
FOTOBWIA NniKkapcbkuMii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3amiHa
ab60 BBeieHHA 04aTKOBOI
AiNbHULI BUPOBGHMLTBA 415

4yacTuHM abo BCbOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMYOro NpoLecy roToBoro

doopMu; 3MiHM | TUNY - 3MiHK 3

CTOCYHOTbCSl BUMYCKY Cepii Ta

nikapcbkoro 3acoby (iHwWi 3MiHu)

nikapcbKoro 3acoby (AinbHMULA
AN BTOPUHHOTO MakKyBaHHS) -
BBEEHHS BUpPOo6HMKa M13
NozaH ®apma M'v6X, OTTO-XaH
Ltpacce 13, 79395 HoeHbypr,
HimeyunHa/ Losan Pharma
GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany,
LLIO BignoBifanbHa 3a BTOPVHHE
nakysaHHs '13; 3miHu | TNy -
3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 404aTKOBOT AiNIbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHUUSA NS NEPBUHHOIO
nakyBaHHs1) - BBEEHHSA
BMPOGHMKA, LU0 BiNOBIfaIbHNIA
3a nepBUHHe nakyBaHHA /13,
NozaH ®apma M'v6X, OTTO-XaH
Ltpacce 13, 79395 HoeHbypr,
HimeuyumHa/Losan Pharma
GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOBHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULUI BUpOGHMLTBA 415
4yacTuHM abo BCbOro
BMPOBHNYOro NpoLecy rotosoro

- BBEleHHS BNPO6HMKa J103aH
dapma M'mbX, OTT0-XaH
LLTpacce 13, 79395 HoeHbypr,
HimeuunHa/ Losan Pharma
GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany ,
Lo BignosifanbHa 3a

BMPOGHULITBO A030BaHOI

AKocTi. FoTOBUIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, Lo

KOHTPOJ1K0 AKOCTi rOTOBOrO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha Kl
3[jCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
[ofaBaHHs BUpobHuka M3
Bichop CA, Pyt ae Monkop 10,
1752 Binnap-ctop-InaH,
Leiiuapis (Vifor SA, Route de
Moncor 10, 1752 Villars-sur-
Glane, Switzerland), wo
BiANOBINIbHWIA 38 KOHTPO/Tb
akocTi [N13; 3miHu | TUNy - 3MiHK
3 AKOCTi. F0TOBWIA NiKapCbKNii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa iMnopTepa/amiiu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/II0 SKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
O0JaBaHHS Ai/TbHULI, Ha SKil
34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
JofaBaHHsA BUPOOHMKA, LU0
BiANOBiAaNbHMIA 32 KOHTPOSIb
sKocTi N3, Bioeksam AT,
Mavirogouitpacce 95a, 6006,
TMouepH, Weeiiyapis (Bioexam
AG, Maihofstrasse 95a, 6006,
Luzern, Switzerland; 3miHu |
TUny - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
3[iACHIOETbCS
KOHTPO/b/BUNPOGYBaHHSA cepii) -
BBE/lEHHS BUPOOHUKA, LLIO
BiANOBiAaIbHNI 32 KOHTPO/1b
skocTi [13, HaykoBo-A0cnigHWi
iHCTUTYT Xennenep MM6X, Mapi-
Kiopi-LUTpacce 7, 79539
Neppax, HimeuwunHa/
Investigation Institute Heppeler
GmbH, Marie-Curie-Strasse 7,
79539 Loerrach, Germany;
3MiHY | TUNY - 3MiHK 3 SKOCTi.
oTOBMIA NNikapcbkunii 3aci6.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
3[iACHIOETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBeeHHs1 BUPO6HMKa M13
NozaH ®apma M'm6X, Elwibaxep
LWTtpacce 2, 74427 Ewbax,
HimeuunHa/ Losan Pharma
GmbH, Eschbacher Strasse 2,
79427 Eschbach, Germany, wo
BiNOBIAaIbHUIA 32 KOHTPO/b
akocTi [N13; 3miHu | TUny - 3MiHK
3 AKOCTi. FoTOBWMIA NikapCbKuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa iMnopTepa/aMiHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AifbHUL, Ha Kl
3[jCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBEEHHS BUPOOHUYOT AiNbHALL
No3zaH ®apma Mv6X, OTTO-XaH
LLTpacce 13, 79395 HoeHbypr,
HimeuumnHa / Losan Pharma
GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany,
L0 BignoBigasnibHa 3a KOHTPO/Ib
akocTi [N13; 3miHu | TUny - 3MiHK
3 AKOCTi. [0TOBWIA NiKApCbKNii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHN y npoveci BUpobHULTBa
rOTOBOrO J1iKapCbKOro 3acoby,
BK/TIOHAI0YN NPOMIKHUIA MPOAYKT,
LLIO 3aCTOCOBYETbCS NpU
BMPOBGHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBA) -
KOpUryBaHHS LIBUAKOCTI
3anoBHEHHS Cyno3uTopiiB Ans
aitoyoro BMpobHuka Bighop CA
LiBaiiHigepnaccyHr Megixemi
ETTiHreH, WBeiiyapis, wo
06yMOB/IEHO BUKOPUCTaHHAM
pi3HOro o6nagHaHHA ons
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nakyBaHHS, TOMY LUBUIKICTb
HanoBHEHHS OHOBJIEHO 3
npn6amsHo 8500
cynnosuTopiis/rog o «16 000 —
22 000 cynnosuTopiis/roauHy»;
3MiHY | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHN
BMNpo6yBaHb abo AoNyCTUMUX
MeX, BCTAHOBNEHNX Y
cneuunaikauisx, nig vac
BMPOBGHULTBA rOTOBOrO
nikapcbKoro 3acoby (BU1yYEHHS
HecyTTEBOro BUNPoOyBaHHS B
npotieci BUPO6HMLTBA) -
BUJTYYEHHSA HE3HAYHOrO
BMNPo6yBaHHsA “Yield” B npoueci
BMPOGHMLTBA. B Linomy gaHuii
NOKa3HUK BUKOPUCTOBYETHLCS
AN KOHTPO/IO NPOAYKTUBHOCTI
BMPOGHMYOro npouecy. JaHuii
NOKa3HUK € aKTyasIbH!M 3
€KOHOMIYHUX NMPUYKH, OCKISIbKM
BM3HAYaE KiSbKiCTb NiKapCbKOro
3aco0by, oTpyMaHoro 3a
[10MOMOrOH0 CTapTOBUX
marepianis , 3a3Ha4YeHnX y
mogyni 3.2.P.3.2. Nicnsa
BMPOGHMYOro npouecy Ta
npoLecy nakyBaHHsi , napameTp
“Yield” He siBNsieTbCA
napameTpom, K1l MoXHa
BMKOPVCTOBYBATU A/151 KOHTPO/IHO
Ta perysitoBaHHsi BUPOGHNYOro
npouecy. MNapametp “Yield”
(number of final packages)
nignagae nig perynsaujio GMP, i
TOMY He € 060B’A3KOBUM A1
BU3HAYEHHS Y HOPMATWBHIlA
OOKyMeHTauii; 3miHu | Tuny -
3MiHK 3 sKOCTi. FOTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(3BY)XXEHHSA AOMYCTUMUX MEX) -
3BY)XXEHHS [OMYCTUMUX MEX
napameTpy cneumdikauii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«YuctoTa» (BEPX), (koxHoro

HEeBM3HAYEHOro NPOAYKTY
po3nagy 3aTeBepaxeHo: <0,1%,
3anponoHoBaHo: <0,10%); 3MiHK
| TMny - 3miHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.
3MiHa napameTpiB cneundikawii
Ta/abo fonycTUMUX MeX
roTOBOrO NikapCbKOro 3acoby
(AONOBHEHHS cneumdikawii
HOBMM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - BBEAEHHS
apyroi igeHTudikauii giroyoi
peyoBuHM A0 cneumndikauii FN3
metogom BEPX fo Bxe
3aTBepMKEHOI ifeHTHiKaui
MeToAoM Y®; 3miHu | Tuny -
3MiHu 3 sKocTi. [oToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.
3MiHa y meTogax BUNpoGyBaHHSI
roTOBOrO NiKapCbKoro 3acoby
(oHOBNEHHS NpoLeaypu
BUNPOOYBaHHA /19 NPVYBEAEHHS
Y BiANOBIAHICTb 3i 3MiHEHOIO
3arasibHoM cTaTTero AdY abo
€ponelicbkoi thapmakoner) -
OHOB/IEHHA NapameTpy
cneyudikauii «<Po3mip yacTok»
ONSA NpUBEAEHH:A Y
BignoBigHicTb A0 BuMor EP;
3MiHU | TURY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbknii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3MiHa y NepBUHHIN
ynakoBLi FOTOBOr0 NiKapCbKoro
3ac06y (iHLWi 3MiHK) - 3MiHa Y
NepBUHHIN ynakosui 13, a
came 3 nonepeaHbo
cchopMOBaHMX NNACTUKOBUX
CMY)XXOK Ha HecthopMOBaHO|
h0/1br U, WO POpMYOTLCH Y
npoueci BUPOGHULTBA; 3MiHN |
MRy - 3MiHK 3 AKOCTI. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema

KOHTelHep/3aKynopoBasibHUi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3aci6. 3miHa napameTpis
cneundgikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOT
YNaKoBKM rOTOBOTO /liKapCbKOro
3aco06y ([0NOBHEHHS
cneyudikaLii HOBUM
NOKa3HMKOM 3 BignoBigHNM
MeTOA0M BUNPOOYBaHHS) -
[0MNOBHEHHA crieumdikavi
NepBUHHOI yNakoBku (donbru)
NOKa3HUKOM «TOBLLMHA»
Thickness/physical
inspection/126-157 pm; 3minu |
TUny - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa nocTavyasibHVKa
nakyBa/lbHVX Matepianis abo
KOMMNIEKTYHUMX (SKLWO
3a3HayYeHo B 0CbE) (BUTyYEHHS
noctayasibHUKa) - BUYUYEHHS
iHchopmauii wopao
noctayasnbHUKIB NakyBaslbHOro
marepiany 3 mogynio 3.2.P.7;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; pns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ons
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
nogaHHa oHossieHoro CEP R1-
CEP 2003-188-Rev 06 gns Adl
MecasiasuHy Bif, 3aTBEPKEHOr0
BMpo6Huka Chemi S.p.A.y
3B'sI3KY 3i 3MiHOK Ha3BM OAHOIO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

i3 BUpo6HukiB A®I 3 Zhejiang
Sanmen Pharmaceutical Co.,
Ltd Ha Zhejiang Hengkang
Pharmaceutical Co., Ltd
(3arBeppxeHo: CEP R1-CEP
2003-188-Rev 05); 3miHu | Tuny
- 3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYy4YEHHS
cepTudikara BiZNoOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPKEHOr0 BUPOGHMKa —
nogaHHa oHossieHoro CEP R1-
CEP 2003-203-Rev 02 ana Adl
MecasiasvHy Bif BXxe
3aTBEPAKEHOTO BUPOOHMKA
Pharmazell GmbH, Germany.
OHOB/IEHHA 3aCHOBaHE Ha 3MiHi
Ha3BW OAHOr0 3 BUPOOHNYNX
MaigaHumnkis Pharmazell GmbH,
Germany - Pharmazell (Vizag)
Private Ltd o Pharmazell (India)
Private Limited. Ockinbku
mariganunk Pharmazell (India)
Private Limited € npomiXHUM
BMPOGHMKOM JaHa 3MiHa Ha3BM
He BifobpaxaeTbcsa y MeTopax
KOHTpONt0. Ha3Ba OCHOBHOI
AinbHuUi Ta BnacHuka CEP
Pharmazell GmbH, Germany
3a/MLWAETLCA HE3MIHHOLO.
(3aTBeppxeHo: R1-CEP 2003-
203-Rev 01); 3miHu | TUny -
3MiHu 3 sKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiNOBIAHOCTI €BpONeNiCbKili
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiZNoBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nogaHHa oHossieHoro CEP Ne
R1-CEP 2004-049-Rev 04 ans
A®| mecanasuHy Bif
3aTBEPAKEHOTO BUPOOHMKA
Erregierre S.p.A.ltaly
(3atBeppxeHo: R1-CEP 2004-
049-Rev 03); 3MiHu | TUNy -
3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiiChKilt
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa sBuxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0NOMDKHOT PeyOoBUHU (iHLLI
3MiHW) - 3MiHa PYHKL,T
BMpo6HUKa Zhejiang Sanmen
Pharmaceutical Co., Ltd 3
BMPOGHMKA NPOMDKHOTO
NPOAYKTY Ha BUPOGHWMKa
MOBHOTO LuKNy. [laHa 3miHa
6yna yacTuHo OHOBMEeHHs CEP
R1-CEP 2003-188-Rev 03 Ha
Rev 04 Big BupobHuka Chemi
S.p.A., ane 3miHa He byna
BigobpaxeHa y po3gini
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3.2.5.2.1. BUpo6HWK(M); 3MiHW |
TMNYy - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; onsa suxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ons
[0NOMDKHOT PeYOBUHU (iHLLI
3MiHW) - BUTYYEHHS 3i
cneundikauii A®l mecanasuHy
KOHTPO/b AoMiwokK 3-Kap6okeu-
5-ACA Ta 5-
riAPOKCUAHTPaHINOBOI KNCNOTH
nofAaHHs OHOB/EHOTO, LU0
6inbLe He cTocytoTbe CEP R1-
CEP 2003-188. fjtounint CEP He
MICTUTb ONNCY AOAATKOBUX
TecTiB. [laHa 3miHa byna
YyacTVHoW oHoBrieHHss CEP R1-
CEP 2003-188-Rev 04 Ha Rev
05 Big BUpo6HMKa Chemi S.p.A.;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHK
y MeTofax BunpobysaHb
(Bkntovaroum 3amiHy abo
[OMNOBHEHHS)) - OHOB/IEHHSA
MeTog BUNPOo6yBaHHSA
«YucToTta» (BEPX) 3
ypaxyBaHHAM 3BY)XXEHHA MeX Ta
[0[aTKOBOTO ifeHTudikauiiHoro
TeCTy; 3MiHK | TUny - 3MiHu 3
AKocTi. FoTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3aco6y. 3miHa
napamMeTpiB cneuudikaviii
Ta/abo foNyCTUMUX MEX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) - 3MiHa KpuTepito
NPUAHATHOCTI y cneumndikauit
'N3 Ha TepMiH NpuMaaTHOCTI 3a
NOKa3HUKOM «3O0BHiLLHii
BUINA4», WO 06YyMOB/IEHO
BHECEHHSAM iHchopmaLii
CTOCOBHO YTBOPEHHSA 6inoro
HanboTy Mif Yac 36epiraHHs y
3B'AA3KY 3 NepekpucTanizauieto
TBEPAMX XUPIB. 3MiHN BHECEHO
B IHCTPYKLilO 415 MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y p. "OcHOBHi hi3uko-
XiMiyHi BNactusocTi"

164.

CEHALEKCWH

TabneTkn no 70 mr; no
10 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi; no
10 6nicTepiB y nauyui

AT "Nly6Hnchapm”

YKpaiHa

AT "ly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
3 AKOCTi. F0TOBWIA NiKapCbKuii
3aci6. KoHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCcTUMUX MeX
roTOBOrO liKapCbKOro 3acoby
(iHLWi 3MiHW) - BBEAEHHSA
nepiognyHocTi KoHTposto MN3 3a
T."Mikpo6ionoriyHa ymctoTa"
(nepLuy Ta KOXHY AecaTy
HaCTYMHy cepito, ane He pigLe
HiX 1 cepito B piK)

Ne 10 - 6e3
peyenma, Ne
100 (10x10) -
3a peyernmom

UA/5432/01/01

165.

CUHYMNPET®

TabneTku, BKpUTI
060/10HKOI0 N0 25
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHIN
Kopobui

BioHopvka CE

HimevunHa

BioHopuka CE

HimeuunHa

BHECEHHS 3MiH [0
peecTpauinHux
marepianis:3miHun | Tuny - 3MiHN
[10 METOANKN BUMNPOOYBaHHSA
'N3 3a nokasHWKom «BmicT
€TaHO/10BOr0 3MiLLaHOro
eKCTpakTy, po3paxoBaHoro 3a
CYMOI0 nosigpeHonNiB» 3
KOPUryBaHHAM KpUTEpIto
NPUAHATHOCTI y cneuudikauii 26
-321/100 r po 27,5 -30,5 r/100 .
3MiHn | Tuny -

— BK/TIOYEHHS Y [OCbE
cneuuqikaLito Ha TepMiH
npugatHocTi ansa MNN3 wob uvitko
BU3HAYUTU NapameTpu Ta Mexi,
AKi MaloTb BIAHOLIEHHA A0
TepMmiHy npugatHocTi N3 Ta e
OCHOBOIO A1 NOTOYHMX

6e3 peyenma

UA/4373/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[ocnigpkeHb cTabinbHOCTI. 3MiHM
| TMNy - BBEA,€HHS HOBOI
BEPTUKaIbHOI KpanenbHuui (ST-
14) Ha 3aMiH 3aTBEPAXEHOT
KpanesnbHuui (ST-10). 3MiHu |
TUMY - OHOB/IEHHA crieumdikavi
IBMHTOBOI KPULLIKK, a came
[IONOBHEHO NapaMeTpoMm
«30BHILWLHINA BUrIAL». 3MiHU |
TANY - BBEAEHHS MALLKN
06’emom 50 M1 B IKOCTi HOBOTO
po3mipy ynakoBku gns M3.
3MiHn | TURY - 3mMiHa Ha3BuK
KOHTpaKTHOI nabopatopii, ge
NpPOBOAUTLCA KOHTPOL AD| Ta
rOTOBOrO JIiKapCbKOro 3acoby,
6e3 3MiHM MicLs BUpOOHMLTBA
3aTtBepakeHo: Labor L + S AG
3anponoHoBaHo: Labor LS SE &
Co. KG. 3miHu | Tuny - 3miHa
Has3BW Ta afpecu KOHTPaKTHOT
nabopartopii, Ae NpoBoAUTLCA
KOHTPO/b JIIKAPCLKOT POC/TUHHOT
cMpoBUHKW 3aTBepakeHo: Phytos
Labor fur Analytik von
Arzneimitteln GmbH Co. KG
Leibnitzstr. 9 89231 Neu-Ulm
3anponoHoBaHo: GBA Pharma
GmbH Ernst-Abbe-Strafe 40
89079 Ulm, Germany. 3miHu |
TNy - OHOB/IEHA METOAMKA
BUNPOBYBaHHA ap/IOTOKCUHIB
Bifl KOHTpPaKTHOI naboparopii
Phytos method PV.11.H019_02
=> Phytos method
PV.11.H019_ 03 ansa poc/MHHOT
CUPOBVIHN KOPEHS ropevasku
(Radix Gentianae). 3MiHu | Tuny
- LONOBHEHHA METOAUKN
BW3HAYEHHS BaXKVX MeTaiB y
POC/INHHII CUPOBUHI KOpPEHSI
ropeyasku (Radix Gentianae)
mMeToAoM «Mac-cnekTpomeTpist 3
iHOYKTVBHO-3B'A3aHOI0
nnasmoto» (ICP-MS) signosigHo
EP, 2.4.27. 3minu | TNy -
BW/IYYeEHHS 3 po3giny 3.2.5.4.1
Cneuudpikania (cneumdikadii)
POCAMHHOro npenapary
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

«CuHynpeT opasbHi kpanni —
eTaHOMbHWIA 3MiaHuii
eKcTpakT» napameTpy «Cmak».
3MiHun | TUNY - 4ONOBHEHHS
cneumdikauii N3 Ha BUNYycK
NMOKa3HWKOM SIKOCTi «AsKanoign
niponiananHy» 3 KpUTEPIEM
NpUAHATHOCTI < 1.0 MKr/AeHb 3
BiANOBIAHUM METOA0M
BMNpo6yBaHHA (LC-MS / MS)
SOP 805521Bia KOHTPaKTHOT
nab6oparopii PhytoLab GmbH &
Co. BK/IOYEHN A0 crieumdikai
BUWMYCKY rOTOBOrO NPOAYKTY.
3MiHu | TUNY - BUNYYEHHSA 3i
cneuudikauii /13 nokasHuka
«CMakK: apomaTHWuiA, FipKuii».
3MiHu | TUNY - BUNYYEHHSA 3i
cneuudikauii A®l Radix
Gentianae (KopeHi ropmyasku)
nokasHuka «3anax» BifnoBigHO
00 BuMmor moHorpadii EP
Gentianae radix., conc. 3miHu |
TUMY - BUIYYEHO HA3BM
noctadasibHUKIB NakyBasibHOTro
KOMMOHEeHTa (CKISAHI NNSALWKK),
OHOB/EHO p. «3.2.P.7 Cucrtema
3aKpUTTS KOHTEWHEPIB».
KOMMOHeHTH ynakoBkw, SiKiCHWi
Ta KinbKicHWIA cknag
KOMMOHEHTIB YMakoBKW Ta
MeTOAM KOHTPO/O AKOCTI
3a/IMLIAKTHECSA HE3MIHHUMMU.
3MiHu | TUMY - OHOBNEHHSA
MeToAMKM BUNPoByBaHHSA AdI
Radix Gentianae (kopeHi
ropuyaBKn) BU3HAYEHHS
AhNaToKCHHIB y KOPEHi
ropuyasku (NepeHeceHo o
rpynu matpuub B1 B2 G1 G2
«CknagHi matpui»). 3MiHEHO
SOP 805021, sunyck 1 => SOP
805038, Bunyck 2. 3miHun | Tuny -
OHOB/IeHa MeToauKa
BUNPOBYBaHHA afp/IOTOKCUHIB
BiJl KOHTpPaKTHOI naboparopii
Phytos method PV.11.H019_02
=> Phytos method
PV.11.H019 03 ans poc/iMHHoI
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Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CYPOBUWHMN TPasu BepbeHn
(Herba Verbenae). 3miHu | Tuny
- OHOBJIEHa MeToAMKa
BMNPO6YBaHHA atp/IOTOKCUHIB
Bi, KOHTpaKTHOT nabopatopii
Phytos method PV.11.H019_02
=> Phytos method
PV.11.H019_03 ans poc/iMHHoi
CVPOBUWHY KBITOK NepBOLBITY 3
yaweykoto (Flores Primulae cum
Calycibus). 3MmiHu | Tuny -
OHOBJ/IEHa MeTOAMKa
BMNPO6YBaHHA atp/IOTOKCUHIB
Bi, KOHTpPaKTHOT nabopatopil
Phytos method PV.11.H019_02
=> Phytos method
PV.11.H019_03 ans poc/iMHHoi
CMpoBUHKM Tpasw wasnio (Herba
Rumicis). 3MiHn | Tuny -
OHOB/IEHa MeToauKa
BMNPOBYBaHHA atp/IOTOKCUHIB
BiJl KOHTpPaKTHOI naboparopii
Phytos method PV.11.H019_02
=> Phytos method
PV.11.H019_03 ana poc/IMHHOT
CUPOBWHM KBITOK 6y3uHK (Flores
Sambuci). 3miHu | Tuny -
[IONOBHEHHS METOAVKN
BW3HAYEHHS BaXKVX MeTaniB y
POC/INHHIV CUPOBUHI KBITOK
nepsouBiTy 3 yaweukoto (Flores
Primulae cum Calycibus)
mMeTooM «Mac-cnekTpomeTpist 3
iHOYKTVIBHO-3B'3aHOI0
nnasmoto» (ICP-MS) BignosigHO
EP, 2.4.27. 3minu | TNy -
[IONOBHEHHS METOAVKN
BW3HAYEHHS BaXKVX MeTaniB y
POC/IMHHI CUPOBUHI Tpaswn
wasno (Herba Rumicis)
mMeToAoM «Mac-cnekTpomeTpist 3
iHAYKTVBHO-3B'A3aHOI0
nnasmoto» (ICP-MS) BignosigHo
EP, 2.4.27. 3miHu | TUNy -
[IONOBHEHHS METOAMKN
BW3HAYEHHS BaXKVX MeTaiB y
POC/MHHIA CUPOBUHI KBITOK
6y3uHu (Flores Sambuci)
MeToA0M «Mac-cnekTpomeTpist 3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

iHOYKTVIBHO-3B'A3aHOI0
nnasmoto» (ICP-MS) BignosigHO
EP, 2.4.27. 3minu | TNy -
[IOMNOBHEHHS METOAVKN
BW3HAYEHHS BaXKVX MeTaniB y
POC/IMHHI CUPOBUHI Tpasmn
BepbeHu (Herba Verbenae)
MeTof0M «Mac-cneKkTpomeTpis 3
iHAYKTVBHO-3B'A3aHOI0
nnasmoto» (ICP-MS) BignosigHo
EP, 2.4.27.

166.

CTEATE/Ib

pO34nH opasibHUiA no 1
r/10 mn; mo 10 mny
donakoHi; no 10
(h/1aKOHIB y KapTOHHIi
nauui

NPO®APMA
IHTEpHeLLHN
TpeiauHr fiviten

ManbTa

XENN C.A.

Ipeuis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AISNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
LOinbHUL BUNYCKY cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4A0UM BUMYCK Cepili) -
3MiHa Ha3BW BUpOGHKMKa M3,
6e3 3MiHK Micusa BUPOOHMLTBA.
3MiHV BHECEHI B iHCTPYKLIitO ANs
MeAMYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"BUpo6HMK" 3 BiAMNOBIAHMM
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBOK. BBefjleHHA 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.

6e3 peyenma

UA/12945/01/01

167.

CTEATENb

PO34UH A5 iH'eKUiA, 1
r/5 mn; no 5 mn B
amnyni; no 5 amnyn B
KapTOHHI nayw,i

NMPO®APMA
IHTepHeLwHN
TpeiguHr Miviteq

MasnbTa

XENM C.A.

Ipeuis

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHK | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPoBaKEHHS Ai/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHULI BUNYycKy cepii abo
MicLie NpOBeAEeHHSI KOHTPO/O
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBigae BMPOGHMK/iMNopTep,
He BK/IoYatoum BUNycK cepiid) -
3MiHa Ha3BM BMPOGHUKa M3,
6e3 3MiHM Micusl BUpOGHMUTBA.

3a peyenmom

UA/12945/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHV BHECEHI B iHCTPYKLtO ANS
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"BUpOo6HMK" 3 BigMOBIigHMY
3MiHamM¥ B TEKCTi MapKyBaHHS
ynakoBoOK. BBefieHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPKEHHS.
168. | TAHI3 EPAC TabneTku KPKA, a.4., Hoso CnoseHis nepBuHHE Ta CnoseHis/ BHECEHHS 3MiH 0 3a peyenmom UA/17109/01/01
MPOJIOHroBaHoI Aji No MecTo BTOpPUHHE Icnanisa/ peecTpauiiHux matepianis:
0,4 wr; no 10 TabneTok y nakyBaHHs, Higepnaxnawn/ 3MiHu | TUNYy - AgMiHICTpaTUBHI
6nicTepi; no 3 abo 9 KOHTPO/b cepii Yecbka 3MiHW. BunyyeHHs BMpoOHUYOI
6nicTepiB B KAPTOHHIA (ximiuHi/cpiznyHi Ta Pecny6nika/ AinbHUUI (BKTHOYAOYM AiNbHUL
Kopobui MiKPOGIONOriyHi HimeyunHa ans A®l, NpoMiXHOro NPoAyKTy

BMNPOGYBaHHS) Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib cepil
(XimiuHi/i3nyHi Ta
Mikpo6ionoriyHi
BUNPOBYBAHHS):
CiHTOH Icnania C.J1.,
IcnaHis; KOHTPosb
cepii
(XiMiYHI/i3nyHI
BMNPOOYBaHHS):
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpO/b cepii
(XiMiuHI/i3nyHI
BMNPOBYBaHHS):
CiHToH BB,
HigepnaHaw;
KOHTPO/b cepii
(XiMiYHi/i3nyHi
BUNPOBYBAHHS):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
KOHTPO/b cepii
(mikpobionoriyHi
BUNPOBYBAHHS):
Nab6op N1C CE & Ko.
KI', HimewunHa,

a60 roToBOro NikapcbLKoro
3acoby, AinbHuULi Ans
NpoBeeHHs NakyBaHHs,
BMPOGHMKA, BiAMNOBifa/IbHOTO 3a
BWMYCK Cepiid, Micue
NpOBeEHHSA KOHTPOIO cepil)
abo noctavyasibHUKa BUXiAHOrO
Marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayYeHo y A0CbE) BUTYUYEHHS
BMPOGHMKA BifNOBifaIbHOTO 3a
nepBUHHE | BTOPUHHE NaKyBaHHSA
MaHydhekuypiHr MekemxkiHr
dapmaka (MMNo) b.B,
HigepnaHaun. 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA MPOBAMKEHHS AiANbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoHa4n
LOinbHULL BUNYCKY cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
He BK/I0Yatoymn BUMYCK cepiii)
3MiHa HaliMeHyBaHHs
BUpo6HUKa N3
BiANOBIA&/IbHOrO 3a KOHTPO/1b
cepii (MikpobGionoriyHi
BMNPOBYBaHHS) 3
BUMPaB/IEHHSIM HaliMEeHYBaHHS
BY/ /UL 3a3Ha4eHOT YKpPaiHCbKO
MOBOI0, 6€3 3MiHU MicLA
BMPOGHULTBA. 3MiHK | TNy -
3MiHK 3 AKOCTi. FOTOBUIA

189




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTpO/b cepii nikapcbkuii 3aci6. KoHTponb
(mikpob6ionoriyHi roTOBOrO J1iKapCbKOro 3acoby
BMNPOBYBaHHSA): (iHLWi 3MiHW) OHOBNEHHSA BXe
ITECT nntoc c.p.o., 3aTBEPKEHUX METOAIB
Yecbka Pecnybnika; KOHTPO/I0 SAKOCTi NiKapCbKOro
BMPOBHMUTBO "in 3acoby, a came: BUKNaAEHHS
bulk", koHTposb TEKCTY [epXaBHO MOBOI
cepii 3riHO Cy4acHUX BUMOT Ta
(XimMiuHI/pi3nyHI BHECEHHS pefakLiiiHMX NpaBoK.
BMNPOOYBaHHS): BBefeHHs 3MiH NpoTArom 6-Tu
PotteHzopdh ®apma MiCALB NiCNA 3aTBEPAXKEHHS.
'm6X, HimeyunHa;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
PotTeHgopd dapma
mM6X, HimeuuunHa,;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: TALL ®apma
Mm6X, HimevunHa;
KOHTPO/Ib cepil
(XIMiYHI/i3nYHI
BMNPOOYBaHHS):
TAL ®apma MM6X,
HimeuunHa
169. | TANTIKOM® Kpanni o4Hi; no 0,3 Mny CaHTeH AT PiHNAHAIA Nab6opaTtyap HOHiTep PpaHuis BHECEHHS 3MiH 0 3a peyenmom UA/15538/01/01

THOOMKY-KpanenbHuLj; no

10 To6uKiB-
KpanenbHULpb Y NakeTi;
no 3 nakeTu y KapTOHHIl
Kopobui

peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi flaHi) Ta/abo 3MiHN y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
[Jenbdiva BepTtpam, a.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6M,
BignoBigasibHOI 3a
hapmakoHarnsag
170. | TA®IHNAP® kancynu Teepgi no 50 mr | Hosaptic ®apma Al LLisefuapis "nakco Bennkom Icnanis/ BHECEHHS 3MiH 0 3a peyenmom UA/14420/01/01
no 120 kancyny C.A., IcnaHis Benuka peecTpauiiHux
hnakoHax (BUPOBHVK oNs BpuTaHis/ marepianis:3miHu Il Tuny - 3mMiHK
nakyBaHHs Ta CnoseHisi/ wopo 6e3snekn/ethekTMBHOCTI Ta
BWMYCKy cepi); Icnanis thapmakoHarnagy. BHeceHHs
nakco OnepeiiLHe a60 3MiHa(1) L0 3060B'A3aHb Ta
HOK Nimiteq, Benuka YMOB Buadi peecTpauiiiHoro
BpuTtaHis (BUPOGHMK nocBig4YeHHs, Bkoyaroun Mnax
Hepo3dacoBaHoI ynpasniHHA pusnkamu
npoaykuii); ek (3acTocyBaHHs 3MiH(1), sKi(a)
dapmMacboTUKasIC BMMaratTb(€) NOJa/IbLLIONO
4.4., CnoseHis 06I'pyHTYBaHHA HOBVMMM
(anbTepHaTMBHA [04AaTKOBUM AaHVMW, L0 MaloTb
AinbHUUA HafaBaTnca KOMMNETEHTHUM
BignosigasbHa 3a OopraHoM, OCKiNlbKy BUMaraeTbcs
nepBuHHE Ta CyTTEBA OL|iHKA KOMMETEHTHUM
BTOPUHHE opraHom). 3asiBHVKOM HafiaHo
nakyBaHHs); OHOB/IEHUIA NNaH ynpaeniHHA
HosaprTic pu3nkamu Bepcia 10.1 ana
dapmacbloTrKa nikapcbkoro 3acoby TadiHnap®,
C.A., IcnaHis Kancynu TeepAi no 50 mr abo no
(anbTepHaTMBHA 75 wr; no 120 kancyny
AinbHUUS dhnakoHax. CtpykTypy MYPa
BignosigasbHa 3a OHOB/IEHO BiANOBIAHO A0
BUPOBHMLTBO pekomeHgaui Guideline on
Hepo3dacoBaHoi good pharmacovigilance
npoAaykuii Ta practices (GVP) Module V —
KOHTPO/b SIKOCTI) Risk management systems (Rev
2.0.1).
171. | TADIHNAP® Kancynu TBepai no 75 mr | Hosaptic ®apma Al LLiBeiiuapis "nakco Bennkom IcnaHis/ BHECEHHS 3MiH 0 3a peyenmom UA/14420/01/02
no 120 kancyny C.A., IcnaHis Benvika peecTpauinHnx
donakoHax (BMpOGHYKK Ans BpuTaHis/ marepianis:3miHu Il TMny - 3mMiHK
nakyBaHHs Ta CnoseHisi/ wopao 6esneku/epekTMBHOCTI Ta
BWMYCKy cepil); Icnanis thapmakoHarnagy. BHeceHHs

nakco OnepeiilHe

HOK Nimiten, Benuka

BpuTtaHis (BUPOGHMK
Hepo3sdiacoBaHol

abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB Buadi peectpauiiiHoro
nocBigYeHHs, Bkovatoun Mnax
ynpasAiHHA pUsnkamu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npoaykuii); ek (3acTocyBaHHs 3MiH(1), sKi(a)
dapmMacbloTuKasIc BMMaratoTb(€) NOJaIbLIONO
A.4., CnoseHis 06r'pyHTYBaHHA HOBUMM
(anbTepHaTmBHa [0ATKOBUM AaHVIMU, LLO MatoTh
AinbHnUA Ha/faBaTnca KOMMNETEHTHUM
BiAnoBigasbHa 3a OopraHoM, OCKi/IbK/ BUMAraeTbCcs
nepBuHHe Ta CyTTEBA OLjiHKa KOMMNETEHTHUM
BTOPWHHE opraHom). 3asiBHVKOM HafaHo
nakyBaHHs); OHOB/EHUIA NNaH ynpae/iHHA
HoBaprTic pu3nkamu Bepcia 10.1 ans
PapmMacbloThka nikapcbkoro 3acoby TadiHnap®,
C.A., IcnaHis Kancynu TBepAi no 50 mr abo no
(anbTepHaTMBHA 75 wr; no 120 kancyny
AinbHUUA chnakoHax. CTpyktypy MNMyPa
BignosigasnbHa 3a OHOBJ1EHO BiANOBIAHO A0
BMPOGHMLTBO pekomeHAauin Guideline on
Hepo3dhacoBaHOl good pharmacovigilance
npoaykuii Ta practices (GVP) Module V —
KOHTPO/Ib SIKOCTI) Risk management systems (Rev
2.0.1).
172. | TA®/IOTAH® Kpanni oyHi, 15 mrk/mn; CaHTeH AT PiHNAHAIA MaHyhakTypiHr Higepnangun/ BHECEHHS 3MiH 0 3a peyenmom UA/10158/01/01
no 2,5 mn y cpnakoHi; no MakariHr ®apmaka diHnaHgia/ peecTpauiiHux
1 chnakoHy 3 (MMo) B.B., AnoHis mMartepianis:3aMiHu | Tuny - 3MiHW
KpanenbHuLe- HigepnaHgmn wozo 6e3snekn/ethekTMBHOCTI Ta
HaKiHLiBHUKOM Ta (anbTepHaTMBHWMIA thapmakoHarnsgy. BeegeHHs
KPULLIKOKO B KApPTOHHIlA BUPOBHUK, a60 3MiHM [0 y3arasibHeHuX
Kopoobui BiANOBIAa/IbHNIA 3a [aHuX npo cuctemy
BTOPUHHE chapmakoHarnsgy (BBefeHHs
nakyBaHHs); y3arasibHeHUX JaHuX nNpo
Hekctd®apma AT, cuctemy chapmakoHarnsgy,
DiHNAHAiA 3MiHa yNOBHOBaXeHOT 0cobw,
(BUPOBHYK BiANOBIAA/IbHOI 3a 34iiCHEHHS
BiANOBIAa/IbHNIA 3a hapmakoHarnsgy; KOHTakTHol
BTOPUHHE 0cobu 3 hapmakoHarnsgy

nakyBaHHA Ta
KOHTPO/Ib SKOCTI);
CaHreH AT,
PiHnaHaia
(BMPOGHYMK
BiANOBiAa/IbHWIA 3a
BUNyCK cepil);
CaHteH
dapmacsbtoTikan Ko.,
Nra., Cira MnaHT,
AnoHis ("in bulk",
nepBuHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI)

3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cmcTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXXeHOI 0cobu
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
[Nenbdina BepTtpawm, 4.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[aHnX YNOBHOBAaXEHOI 0co6H,
BignoBiganbHOI 3a
hapmakoHarnsg
173. | TA®IOTAH® Kpanni O4Hi, pO34H, Mo CaHTteH AT DiHNAHAA Brpo6HMK, diHnaHgia/ BHECEHHS 3MiH 0 3a peyenmom UA/18212/01/01
MYNbTI 15 mkr/mn; no 3 mny BiANoBigabHUIA 3a ITania peecTpauiiHux maTepianis:
ch1akoHi 3 403aTopom Ta BWMNYCK Cepil: 3MiHW | TMNy - 3MiHK 3 AKOCTI.
KPULLKOIO 3 KOHTPOIEM CaHteH AT, [oTOBMIA NikapcbKuii 3acio.
nepLLoro BigkpuTTs; no 1 PiHNAHAIA; Cucrema
h/1aKOHY B KapTOHHIi Brpo6HuK, KOHTeliHep/3aKynopoBasibHWi

Kopobui

BiANOBiAa/IbHWIA 32
BMPOGHULITBO in-
bulk, nepuHHY Ta
BTOPWHHY YNakoBKy,
BMNPO6YBaHHsA
LLOA0 SKOCTI:
Ty6inokc ®apma
C.N.A., ITanisa

3aci6. 3miHa dhopmm abo
pO3Mipy KOHTeHepa uun
3aKynoproBasIbHOr0 3acoby
(NepBMHHOT ynakoBKm)
(cTepwnbHI nikapcbki 3acobm).
BBefeHHs HOBOT KPULLIKN
(MPO30pOi KpULLIKK) AN 3aMiHK
NOTOYHOI KOMOBIHaLT
CTaHAAPTHOI KPULLIKK | NakeTy
NMOTOYHOI CUCTEMU 3aKPUTTA
KOHTeliHepiB. B faHwii yac
cMcTeMa 3aKpUTTS KOHTeliHepa
3i CTaHAaPTHOIO KPULLIKOKO
YyNaKkoBYETLCA Nepes KapTOHHOH
yMakoBKO B NakeT, 06
[0AATKOBO 3aXUCTUTK CUCTEMY
opTaNbMOOrNYHOro A03yBaHHSA
(OSD) Big, MikpobionoriuyHoro
3a6pyAHeHHs Yepe3 0TBOpPU B
KpuLLL Nig yac 36epiraHHsA Ao
noyatky BUKOPUCTaHHS.
3anponoHoBaHa cuctema
3aKpUTTA KOHTelHepa 3
MPO30POI0 KPULLIKOD
yMakoBYETbCS B KOPOOKy 6e3
nakeTa, OCKi/lbkvi OTBOpY B
KpuLLLi 3aKpuBatOTbCA 4,0
nepLuoro BigkpuTTA. OTBOPYK B
KPULLLL BiAKPUBAIOTLCS, KO/ Ha
noyatky nepiogy exkcnayatauii
BUAANAKOTb KiflbLie KOHTPO/O
BigKpUTTA. BBEAEHHSA 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yAb-AKOT YaCTUHU
mMartepiany NepBMHHOT yNaKoBKuU,
LLIO HE KOHTaKTY€ 3 FOTOBUM
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

174.

TEO®EAPUH IC®

nNikapcbkM 3ac060Mm
(Hanpukniag Konip KpULLIEYokK 3

KOHTPO/IEM NEPLLOro BiAKPUTTS,

KOip KOJOBMX KineLb Ha

amnynax, KoHTeliHepa A1 rofok

(pi3Hi BUAM nnacTmacw) (3miHa,
AKa BM/IMBAE HA KOPOTKY
XapaKTepucTrKy NiKapcbKoro
3acoby). BunyueHHs nakety B
KW BKNagaeTbCs hriakoH,
OCKifIbKM 3anponoHoBaHa

CUCTEMA 3aKPUTTS KOHTENHepa 3

MPO30pOI0 KPULLIKOKO
yNakoBYETLCS B KOPOOKY 6e3

naketa, 3 BifnOBiAHUMMN 3MiHAMMN

[0 p. «YnakoBKa». 3MiHu
BHECEHO B IHCTPYKLitO A/1A
MeZMYHOro 3aCTOCYBaHHS y
po3gin "Ynakoska" 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI
MapKyBaHHS yrNakoBKM
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.

TabneTku; no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
woao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarniagy).
3MiHa YyNnoBHOBaXKEHOT 0cobm
3as1BHVKA, BiANoBiAa/IbHOI 32

3a peyenmom

UA/9230/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnag.
175. | TUrALUUN MOPOLLIOK A1 PO3UMHY NPANIEP CLUA BaeTt legepne ITanisa BHECEHHS 3MiH 0 3a peyenmom UA/12347/01/01
Ans iHdysin no 50 mr 10 EWY.CLMI. C.p.J1., ITanis peecTpauiiHux
h1aKoHIB 3 NOPOLLKOM Y KOPMOPEWLUH (BUPOBHMLTBO mMartepianis:3aMiHu | Tuny -
nauuj 3 KapToHy npogykuii in bulk, aAMiHiCTpaTVBHI 3MiHW. 3MiHa
nepBuHHE Ta HalilmeHyBaHHs Ta/abo agpecu
BTOPVIHHE MiCLA MPOBAMKEHHS AiANbHOCTI
nakyBaHHs1, BMpPO6HMKa (BK/IOYAKUK, 3a
KOHTPO/Ib AKOCTi Ta HeobXigHOCTI, Micue
BUNyCK cepil); NpoBefleHHsA KOHTPOSIK0 AKOCTI),
MateoH ITanis ab0 BnacHvka mactep-caina
C.n.A,, Itanis Ha A®l, abo noctavasibHuKa
(BUPOBHMLTBO Adl/BuxigHOro
npogykuii in bulk, marepiany/peareHTy/npomiKHOro
nepBuHHE NPOAYKTY, L0 3aCTOCOBYOTLCA Y
nakyBaHHs, BMPOGHULTBI ADI (AKLWO
KOHTPO/Ib SKOCTI); 3a3HayeHo y [OCbE Ha
lOpodpiHc-baiionab nikapcbkuii 3aci6) 3a BiACYTHOCTI
C.p.n., Itanis cepTuduikara BiZNoBILHOCTI
(mocnigKeHHs €Bponeiicbkili hapmakonei y
CTEPUIILHOCTI) 3aTBEpPMAKEHOMY JOCbE, 260
BUPOBHMKA HOBOI JONMOMIXHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y
[ocbe). 3MiHa Ha3BU BUPOOHMKA
A®| (Talireuukniny), 6e3 3miHu
MicLA BUPOGHMLTBA:
3anponoHoBaHo: AMRI ITALY
SRL, Italy. BBeieHHs 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
176. | TIOTAMA® TabneTtku, BKPUTI BbopBar ®apma HimeuyunHa [pareHodhapm HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/1523/02/01
NiBKOBOK 06O/IOHKOLO, v6X i Ko. KI AnTekapb MoLun peecTpauinHnx
no 600 mr; no 10 M6X MaTepianis:BuUnpas/ieHo

Tabnetok y 6nictepi; no
3 abo 6 bnictepiB y
naJui 3 KapToHy

TEXHIYHY NOMWJ/IKY B TEKCTI
MapKyBaHHS yMakoBKM
NikapcbKoro 3acoby, AonyLuieHy
y 3a3Ha4yeHHi Homepa
peECTpaLiniHOro NOCBIAYEHHS.
3AMNPOMNOHOBAHO: Ne
UA/1523/02/01. 3a3HaveHe
BUMNpaB/IEHHs BiANoBifae
apxiBHUM Matepianam
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peecTpauiiiHoro Aocbe
177. | TOPBAKAPA® TabneTku, BKPUTI TOB "CaHodi- Ykpaina LITA BUpo6HUUnii Yecbka BHECEHHS 3MiH 0 3a peyenmom UA/15927/01/02
KPUCTAN NAiBKOBOK 060/IOHKOHO, ABeHTIC YKpaiHa" Kooneparus Pecny6nika peecTpauiiHnx

no 20 mr Ne 30 (15x2), iHBanigis, Yecbka mMarepianis:3miHu | Tuny - 3MiHN
Ne 90 (15x6): no 15 Pecny6nika 3 KOCTi. FoTOBWMIA NikapcbKuii
Tabnetok y 6nictepi, no (BTOPUHHE 3aci6. KoHTposb rotoBoro

2 abo 6 6nicTepis B
KapTOHHIlA KOpooLi

nakyBaHHs); TOB
"3eHTiBa", Yecbka
Pecny6nika (BCi
eTany BUPOBHMLTBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepin MN3)

nikapcbkoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHSA
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEPMXEHNX MeToAax
BMNPOOGYBaHHSA)-HE3HAYHI 3MiHN
y MeToauLi BunpobyBaHHA 13
3a NOKa3HUKOM «OAHOPIAHICTb
[030BaHNX OAUHULbB»; 3MiHW |
TUMY - 3MiHW 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO iKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUNPOGYBaHHSA)-HE3HAUHI 3MIHN
y MeToauui BunpobyeaHHsA 13
3a NokKasHUKOM «laeHTudikauis
mMeTogom BEPX»; 3miHu | Tvny -
3MiHM 3 AKocTi. FoTOoBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa y meToAax BunpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y
3aTBEPMXKEHNX MeToAaX
BMMPOGYBaHHS)- HE3HAYHI 3MiHM
[0 METOAUKN BUNPOBYBaHHSA
'N3 3a nokasHynkom «KinbkicHe
BU3HAYEHHSA»; 3MiHW | TNy -
3MiHU 3 AKOCTi. FoTOoBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby.
3MiHa y meTofax BUNpobyBaHHs
roTOBOrO liKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMXXEHNX MeToAax
BMNPOOBYBaHHS) - BUMPaB/IEHHSA
NOMWJ/IKV B Nepeniky peakTuBiB,
AKi 3a3HaYeHi B MeToauLi
BunpobyBaHHA M3
«OOHOPIAHICTb A030BAHNX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OAMHNLb» 6€3 haKTUYHMX 3MiH Y
cawmiin meTtoauui. lopaTtkoBo
cneumdikauii 419 KOXHOro
[o3yBaHHsA ansa M3 6ynn
nepeHymepoBaHi y Moayni 3
3.2.P51
178. | TOPBAKAPA® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa LOITA Bupo6bHUunii Yecbka BHECEHHS 3MiH 40 3a peyenmom UA/15927/01/03
KPUCTAN NNiBKOBOK 060/I0HKOI0 ABeHTIC YKpaiHa" Koonepatus Pecny6nika peecTpauiiHux
no 40 mr: Ne 30 (10x3): iHBanigis, Yecbka marepianis:3miHu | Tuny - 3MiHN
no 10 Tabnetok y Pecny6nika 3 AKOCTi. F0TOBMIA NiKapCbKuii
6nictepi, no 3 6nictepu (BTOpPUHHE 3aci6. KoHTposb rotoBoro

B KapTOHHIi kopo6Lyi

nakyBaHHs); TOB
"3eHTiBa", Yecbka
Pecny6nika (BcCi

eTanv BMpObHULTBA,

nepBuHHe Ta
BTOPUHHE
nakyBaHHS,

KOHTPO/Ib Ta BUMYCK
cepiii FN3)

nNiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNpPoGyBaHHSA
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUNPOBYBaHHS)-HE3HAUHI 3MiHN
y MeToauui BunpobysaHHs 13
3a NOKa3HMKOM «OAHOPISHICTb
[030BaHNX OUHUL»; 3MiHK |
TUMY - 3MiHW 3 SKOCTi. F0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acooby.
3miHa y meToAax BunpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa Yy
3aTBEPMKEHUX MEeTOoAax
BMMNPOGYBaHHS)-HE3HAYHI 3MiHN
y MmeToamui BunpobysaHHs 13
3a MOKa3HMKOM «laeHTudikalis
meTogom BEPX»; 3MiHu | Tuny -
3MiHU 3 AKOCTi. FoTOoBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby.
3MiHa y MmeTofax BUNpobyBaHHs
roTOBOrO liKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMXXEHNX MeToAax
BMMPOOGYBaHHS)- HE3HAYHI 3MiHM
[10 METOAUKN BUNPOOYBaHHSA
'N3 3a nokasHWKoMm «KinbkicHe
BU3HAYEHHS»; 3MiHM | TRy -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMAKEHNX MeToAax
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMMNPOBYBaHHS) - BUMPaB/IEHHS
NOMUIKM B Nepeniky peakTusis,
AKi 3a3HaYeHi B meToauui
BMNpobyBaHHA M3
«OHOPIAHICTb 030BaHUX
OAMHNLb» 6e3 haKTUYHNX 3MiH Y
camiii metoauui. logaTkoBo
cneuuqikauii na KOXHOro
[o3yBaHHa gns M3 6ynn
nepeHymepoBaHi y Mogayni 3
3.2.P51
179. | TOPBAKAPA® TabneTkun, BKpUTI TOB "CaHodi- YkpaiHa [OITA Bupo6Huunii Yecbka BHECEHHS 3MiH 0 3a peyenmom UA/15927/01/01
KPUCTAN N1iBKOBOK 060/I0HKOLO, ABeHTiC YkpaiHa" KoonepaTtus Pecny6nika peecTpauiiHux
no 10 mr Ne 30 (15x2), iHBanigis, Yecbka mMartepianis:3aMiHu | Tuny - 3MiHW
Ne 90 (15x6): no 15 Pecny6bnika 3 AKOCTi. F0TOBWIA NiKaPCbKNii
Tabnetok y 6nictepi, no (BTOPUHHE 3aci6. KoHTposb rotoBoro

2 abo 6 6nicTepis B
KapTOHHI Kopoobui

nakysaHHs); TOB
"3eHTiBa", Yecbka
Pecny6nika (Bci
eTanu BUPOBHMLTBA,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii FN3)

nikapcbKoro 3acoby. 3miHa y
mMeTodax BUNPOoOyBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa Yy
3aTBEPMKEHUX MEeTOoAax
BMMNPOGYBaHHS)-HE3HaYHI 3MiHN
y MmeToamui BunpobysaHHA 13
3a NoKa3HMKOM «OfHOPIAHICTb
[1030BaHNX OANHULIY»; 3MiHW |
TUNY - 3MiHW 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby.
3MiHa y MmeTofax BUNpobyBaHHs
roTOBOrO liKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMXEHNX MeToAax
BMNPOOGYBaHHSA)-HE3HAYHI 3MiHN
y MeToauLi BunpobyBaHHA 13
3a MOKa3HMKOM «laeHTudikauis
mMeTogom BEPX»; 3MiHu | Tuny -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPOBYBaHHSA)- HE3HaYHI 3MiHN
[10 METOAVKN BUNPOBYBaHHS
'N3 3a noka3Hukom «KinbkicHe
BU3HAYEHHSI»; 3MiHW | TNy -
3MiHM 3 AKocTi. FoTOoBWMIA
niKkapcbkuii 3aci6. KoHTponb
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
rOTOBOrO J/IiKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPOOBYBaHHS) - BUMPaB/IEHHS
NMOMWJ/IKV B Nepeniky peakTuBiB,
AKi 3a3HaYeHi B MeToauLi
BunpobysaHHA M3
«OAHOPIZHICTb A030BaHNX
OAMHNLb>» 6€3 PakTUYHUX 3MiH Y
cawmili meToauui. floaaTkoBo
cneuudikauii A58 KOXHOTo
[o3yBaHHa ansa N3 6ynu
nepeHymeposaHi y Mogayni 3
3.2.P5.1
180. | TPYKCAN TabneTku, BKPUTI NyHp6ek Exkcrnopt [JaHis EypodiHc Biochapma [aHia BHECEHHS 3MiH 0 3a peyenmom UA/2208/01/02
N1iBKOBOK 06O/TOHKOO AIC Mpopakt TecTiHr peecTpauinHnx
no 50 wr, no 50 [Jenmapk A/C, OaHis mMarepianis:3miHu | Tuny - 3MiHN
TabneTokK y KOHTeliHepi; (BUNpobyBaHHA 3a oo 6e3sneku/epekTMBHOCTI Ta
no 1 KoHTeliHepy B NMOKa3HNKOM thapmakoHarnagy. 3miHa
Kopobui "MikpobionoriyHa YyacToTu Ta/abo TepMiHiB
yncrorta"); X. nogaHHA perynspHo
Nynp6ek A/C, faHis OHOB/tOBaHMX 3BITIB 3 6e3MNeKn
(BMPOGHMLTBO niKapcbkux 3aco6iB. 3MiHV B
Hepo3gacoBaHOro 4acToTi NofaHHA perynspHo
NpoaykKTy, NepBUHHE OHOB/IIOBAHOrO 3BITY 3 6e3Mekn 3
Ta BTOPVHHE 5-Tn pokiB Ha 3-1 BHECEHO
nakyBaHHs, BUMYCK BiANOBIAHO [0 PileHHs
cepii) KomiTeTy 3 OLjiHKM pu3nKiB Ta
thapmakoHarnagy €sponencbkol
areHuji 3 nikapcbknx 3acobis Ta
pekoMeH/0BaHo [0
3aTBEPMAKEHHSA
181. | TPYKCAN TabneTtku, BKPUTI NyHp6ek EkcnopT [Janis EypodiHc Bioghapma [aHia BHECEHHS 3MiH 0 3a peyenmom UA/2208/01/01
N1iBKOBOK 06O/IOHKOIO AIC Mpopakt TecTiHr peecTpauinHnx

no 25 wr, no 100
TabneTokK y KoOHTeliHepi,
no 1 KoHTeliHepy B
Kopoobui

JeHmapk A/C, faHis
(BMNpobyBaHHA 3a
NOKa3HUKOM
"MikpobionoriyHa
unctorta"); X.
Nynp6ek A/IC, faHis
(BMpPOGHMLTBO
Hepo3ghacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHs1, BUNYCK
cepii)

mMartepianis:3MiHun | Tuny - 3MiHn
wopao 6esneku/epekTMBHOCTI Ta
thapmakoHarnagy. 3miHa
yacToTu Ta/abo TepMiHiB
nofAaHHs perynsipHo
OHOB/IIOBaHWX 3BITiB 3 6e3neku
niKapcbkux 3aco6iB. 3MiHM B
4acToTi NofaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6€3Mekn 3
5-Tn pokiB Ha 3-v BHeCeHOo
BiANOBIAHO [0 PilLEHHs
KomiTeTy 3 OLjiHKM pu3nKiB Ta
hapMakoHarnisay €BponeincbKoi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

areHuii 3 nikapcbknx 3acobis Ta
PEeKoMeHA0BaHo 10
3aTBEPMAKEHHS

182.

YPEOTON®

ma3b 12 %; no 50 r abo
no 100 r y Ty6i; no 1 Ty6i
B KapTOHHI kopo6Lyi

TOB "MIBE
YKPAIHA"

YKpaiHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minum | Tuny -
BHECEHHS HE3HAYHWX 3MiH B
METOAWMKY 3a NOKa3HNKOM
«KinbkicHe BU3Ha4YeHHs
CeyoBUHU» (ypeasHuii MeTos).
KpwuTepii npuitHATHOCTI He
3MiHunncs. Takox Biabynucs
peAakuiiHi npaBku B Hymepaw,i
CTOpPIHOK 3BITiB 3 Banigaujii B
nigposgini 3.2.P.5.3.1.
Banigauis meTogy: kinbkicHe
BW3HAYEHHSA CEYOBUHU Ta
3.2.P.5.3.2. Banigauis metoay:
Jomilkn (BM3HAYEHHS amiaky),
6€e3 3MiHN 3MICTY.

6e3 peyenma

UA/11751/01/01

183.

DAMOTUAVNH

Tabnetku no 20 mr; no
10 TabneTok y 6nicTepi;
no 2 6nictepu y navui

MAT
"Kuismeanpenapar”

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3mMiHn
BHECEHO B IHCTPYKLit0 4715
Me/[IM4YHOro 3acCTOCyBaHHS
nikapcbKoro 3acoby [0 po3zainis
"B3aemogis 3 iHWMMu
nikapcbknMmn 3acobamm Ta iHLWi
BMAM B3aemogijit”, "OcobmBocTi
3acTocyBaHHA", "3acToCyBaHHsA
y nepioa BariTHoOCTi abo
rofyBaHHs rpyaar”, "3aatHicTb
BMNAMBATY Ha LUBWAKICTb peakLiil
npu KepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMK
MexaHismamun",
"Mepepno3yBaHHs", "MoGiYHI
peaxuii” BignosigHO A0
OHOB/IEHOT iHdhopMaLiii 3
6e3nekn 3acTocyBaHHs AjikoHoi
peyosuHW. BBeEHHSA 3MiH
npoTArom 6-T1 MicALiB micns
3aTBEepKEHHS

3a peyernmom

UA/8118/01/01

184.

DAPMACYNIH® H

PO34nH ANs iH'ekuiid, 100
MO/mn no 3 mny
KapTpuaxi; no 5
KapTpuaxis y 6nictepi;
no 1 6nictepy B nauu,i 3
KapToHy; no 5 mn a6o no

AT "dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3aMiHu | Tuny -
BHECEHHS 3MiH o p. 3.2.P.7.
Cuctema ynakoeka/ykynopka, fjo
cneymdikauii Ha «AntoMiHiEBa

3a peyenmom

UA/2318/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

ynakoska)
10 mn y chnakoHi; no 1
hnakoHy B nauui 3

3asiBHUKa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

185.

DACMIK

KapToHy

TabneTku, BKpUTI
060/10HKO10, No 400 mr

3am6oH C.M.A.

ITanis

3amb6oH C.MN.A.

KpULLKa KOMGiHOBaHa 3
nnacTmkosuM Kosnayvkom (Flip
Top Seal) 13 mm» 3a
MOKa3HNKOM SIKOCTi «30BHILLHIl
BUINA4», 30KpeEMa: 3MiHa
KONbOpPY M/1aCTUKOBOrO
KoBnayka 3 6/1akMTHOTO Ha
CWHIlA; 3MiHU | TUNY - BHECEHHS
3MiH o MeTogiB BUNPo6yBaHHsA
N3, 30kpema: MeToauKy
BUMPOBOYBaHHSA 3a NOKa3HWKOM
"LIMHK" npuBegeHo y
BIANOBIAHICTb A0 MOHOrpadii
EP; 3MiHu | TMNy - BHECEHHA
3MiH O METOAUKN
BUMPOOYBaHHSA 3a NOKa3HNKOM
«MiKpobHe HaBaHTaXKEHHA»
(A®Y*, EP* 2.6.12, 2.6.13,
mMeToA MembpaHHOT dinbTpaLii)
B npoveci BUpobHMLUTBa
nikapcbkoro 3acoby

no 6 TabneTok y
6nicTepi; no 1 6nictepy
B KapTOHHIA navui

ITanis

CMMMTOMIB OCHOBHUX iH(peKLiin)

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao posginis
"Oco6nMBOCTI 3acTOCyBaHHS" Ta
"Mo6iyHI peakuii" (BHECEHHS
iHhopMmaLii Npo MOXMBICTb
PO3BUTKY rOCTPOro
reHepasizoBaHoro nycTynbo3y
(AGEP)) BignosigHo fo
OHOBJIEHOI iHhopMaLil Lwoao
6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby; 3miHu |
TNy - 3MiHN BHECEHO A0
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby go posgainis“Cnoci6
3acTocyBaHHsA Ta Ao3n"
(yTOuHeHHs iHchopmauii npo
3aCTOCYBaHHS MiHIMaIbHOT
eeKTUBHOT A03M1),
"Oco6nMBOCTI 3acTOCyBaHHA"
(BHECeHHs iHchopmadiii mpo
MOX/IMBE MaCKyBaHHS

6e3 peyenma

BigNoBiAHO A0 pekomeHaauii

UA/5137/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PRAC; 3miHu | TUny - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MEJUYHOr0 3aCTOCYBaHHS
NikapcbKoro 3acoby [0 po3ainy
"Mo6iuHi peakui" (BHECEHHS
incpopmavii npo DRESS
CMHAPOM) BiAMoBIgHO A0
OHOBNEHOI iHhopMaLi Wwoao
6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby

186.

DACHMIK

TabneTtku, BKPUTI
060/10HKOH0, Nno 400 wmr;
no 6 TabneTtok y
6nictepi; no 1 6nictepy
Y KapTOHHIl nauui

3amboH C.IM.A.

ITanisa

3amboH C.IM.A.

ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekun/edekTBHOCTI Ta

hapmakoHarnsgy (iHwi 3miHn)
BHECEHHS 3MiH 0 po3giny
«MapkyBaHHsA» MKA /13:

3arsepaxeHo: MAPKYBAHHA

JoknafaeTbes. 3anponoHoBaHo:

MAPKYBAHHSA
BignoBigHo o 3aTBEpPAXKEHOrO
TEKCTY MapKyBaHHs1. OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby 3
BHECEHHAM iHdhopMmalLii oo
3a3HaYeHHs OAUHULL
BMMIiptOBaHHA y cuctemi Sl.
3MmiHu | TMny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiANbHOCTI
BMpO6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEeHHSI KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IO4A0UM BUMYCK Cepiid) 3MiHa
agpecy BupobHuka 13 3am60H
C.M.A., ITanis, 6e3 3miHn Micus
BMPOBGHULTBA: 3MiHV BHECEHO B
IHCTPYKLj0 A48 MegnyHoro
3aCTOCyBaHHSA LWOA0
MiCLLe3HaxXoMKEHHSI BUPOBHMKaA 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby.

6e3 peyenma

UA/5137/02/01

187.

PEBYCTAT

TabNeTkn, BKpUTI

Ecnapma I'm6X

HimeyunHa

Bniocapma-lHgacTpi

Moptyranis/

BHECEHHS 3MiH 0

3a peyenmom

UA/18914/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
N/1iBKOBOK 06GO/IOHKOLO, dapmacboTyka, HimeuunHa peecTpauiiHnx
no 80 mr, no 14 C.A., MopTtyranis mMartepianis:3aMiHu | TUny - 3MiHW
TabneTok, BKPUTUX (BUpOGHMLTBO iN oo 6e3nekn/epekTnBHOCTI Ta
N/1iBKOBOK 06GO/IOHKOMO, bulk, nepBuHHe thapmakoHarnsgy. BeegeHts
y 6nicTepi; no 2 nakyBaHHs, a60 3MiHM 10 y3arasibHEeHWX
6nicTepy B KAPTOHHIiA BTOPVHHE [aHuX npo cuctemy
Kopobui nakyBaHHs, thapmakoHarnsgy (BBefeHHs
KOHTPO/Tb AKOCTI); y3arasibHeHUX JaHuX npo
Ecnapma M'mo6X, cuctemy hapmakoHarnsagy,
HimeuumHa (BMnyck 3MiHa yNMOBHOBaXEHOT 0cobw,
cepii); ecnapma BiANOBIAa/IbHOI 3a 34iiCHEHHS
dapma Cepsices hapmakoHarnagy; KOHTakTHol
v6X, HimeyunHa 0ocobu 3 hapmakoHarnsgy
(BTOpPUHHE 3asBHMKa AN 34iICHEHHS
nakyBaHHs) thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cmcTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOT 0co6M
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnsg,.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3mina
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
dhapMakoHarasng,.
188. | PEBYCTAT TabneTku, BKPUTI Ecnapma Mm6X HimeuyunHa Bniotapma-lHaacTpi Moptyranis/ BHECEHHS 3MiH 0 3a peyenmom UA/18914/01/02
N1iBKOBOK 060/IOHKOIO, PapmacbioTyka, HimeuunHa peecTpauinHnx

no 120 mr; no 14
TabneToK, BKPUTMX
N1iBKOBOK 060/IOHKOIO,
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

C.A., MopTtyranis
(BMPOGHMLTBO in
bulk, nepsuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
Ecnapma 'm6X,
HimeuumnHa (Bunyck
cepii); ecnapma
dapma Cepsices
'm6X, HimeyunHa
(BTOPUHHE
nakyBaHHs)

mMarepianis:3miHu | Tuny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0Co6Y,
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

189. | ®IANIKN TPABA

Tpasa no 50 r abo no 60

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarniagy).
3MiHa yNnoBHOBaXKeHOT 0cobun
3as1BHVIKa, BiANOBiAa/IbHOT 32
thapmakoHarnag,.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnag.

Iy naywi 3 BHYTPILLHIM
naketom; no 1,5ry
hinbTp-nakeTi, no 20
hinbTp-nNakeTiB B NavLyj;
no 1,5 r y pinbTp-nakeri,
no 20 hinbTp-nakeTis B
nauyuj 3 BHYTpPILLHIM
nakeTom

MpAT "NikTpasn”

Ykpaina

MpAT "NMikTpasn”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3aMiHu | Tuny - 3MiHW
3 AKOCTi. F0TOBWIA NiKapCbKNii
3aci6. Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6 (iHwWi 3MiHW) -
BHECEHHS 3MiH o p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3acib, a came BHECEHHS
YTOUHEHHS, LWOA0 Naykn ans
iNbTp-NakeTiB: «404aTKOBO
navknm MoxyTb obroprartucs
330BHi N/1iBKOIO
noNinponinieHOBOK»
(3aTBEPAXEHO «330BHI NAYKM
06ropTalTbCs MiBKOK
noninponineHoBol»), 3
BiANOBIAHVUMY 3MiHaMV B p.
"Ynakoska" MKA 113.
3anponoHoBaHo:
Moapi6HeHa cuposuHa no 50 r
abo no 60 r B nakeTw,
BWrOTOB/IEHI 3 Manepy
nakyBas1bHOrO BOJIOTOCTIViKOTO,
abo kpaT-nanepy, abo nanepy
raseTHoro, abo B Maketu 3
NAiBKM NakyBasibHOT 3
HaCTYNHUM BKNafaHHAM B Mayku
KapTOHHi.
Mopowwok kpynHuii no 1,51 B
PiNbTP-NakeTn, BUrOTOBJIEHI 3
nanepy TepmMo3BaproBasibHOT0

NOopnCTOro, o He po3MoKae, 3

6e3 peyenma

UA/5803/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HacCTynHUM yknagaHHam no 20
PiNbTP-NakeTiB B NaYkn
KapTOHHI. loAaTKOBO Nayku
MOXYTb 06ropTaTmcs 330BHi
NAiBKOK NOAINPONi/IEHOBOK
MopoLLOK KpynHWiA no 1,51 B
hinbTp-NakeTy, BUTOTOB/IEHI 3
nanepy TepmMo3BaproBasibHOr0
MOPUCTOrO, L0 He PO3MOKaE, 3
HacCTynHUM yknagaHHam no 20
PiNbTP-NakeTiB B NakeTH,
BWUIOTOB/IEHI 3 N/IBKU 3
noniMepHux marepianis 3
HaCTYNHUM BKNafaHHAM B Mayku
KapTOHHI. loAaTKOBO Nayku
MOXYTb 06ropTaTmcs 330BHi
NAiBKOK NOiNPONiJIEHOBOK.
190. | P/IEHOKC® no 0,2 mn (2000 aHTK- AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/13119/01/01
Xa MO) a6o 0,4 mn peecTpauiiHux
(4000 aHTK-Xa MO), a6o mMartepianis:3aMiHu | Tuny -
0,6 mn (6000 aHTK-Xa npuBeLEHHS aHauTITUYHOT
MO) y wnpwuui; no 1 MeToavkv ans A®l 3a
wnpuuy B 6nictepi; no 1, NOKa3HWKOM «laeHTudikawis.
2 abo 10 6nicTepiB y MonekynspHo - macosuii
nauui 3 kapToHy; no 0,8 po3nogin» y BignoBigHICTb A0
M1 (8000 aHTU-Xa MO) BuMor EP BMpobHULTBa
y wnpuui; no 1 wnpuuy «Hangzhou Jiuyuan Gene
B 6nicTepi; no 1 a6o 2 Engineering Co. Ltd.», Kutaij;
6nictepn y nauui 3 3MiHu | TUNY - NpuBEeAEHHSA
KapToHy; no 0,2 mn MEeTOAVKM BUNPOGYBaHHA 15
(2000 aHTU-Xa MO) abo N3 3a nokasHVKoM
0,4 mn (4000 aHTK-Xa «lpeHTudpikauis. MonekynsipHo-
MO), a6o 0,6 mn (6000 MacoBUA po3noAin» [0 BUMOT
aHTu-Xa MO) y wnpuu; EP.
no 2 wnpuuy B 6nictepi; 3MmiHu Il TUny - onTumisavis
no 1 a6o 5 6nictepis y aHaniTM4Hoi metoamkm ana Adl
nauui 3 kKapToHy abo no 3a NokasHuKoM «KinbkicHe
25 6nicTepiB y kopobui 3 BM3HAYEHHs». 3MiHu Il Tvny -
KapToHy; no 0,8 mn onTUMI3aLis aHaliTUYHOT
(8000 aHTU-Xa MO) y mMeToankn ansa M3 «®neHoKe®,
LINPW1L; NO 2 WApuum 'y pO3unH ans iH'ekyii 10000
6nictepi; no 1 6nictepy aHT—Xa MO/mn» 3a
y nadui 3 kKapToHy abo nokasHukom «KinbkicHe
no 25 6nictepis y BU3HAUYEHHS».
KOpo6L,i 3 KApTOHY
191. | PNIYAAPABIH- NopoLIoK AN MicTtpan Kenitan AHrNIA CiHgaH ®apma PymyHis BHECEHHS 3MiH [0 3a peyernmom UA/14389/01/01
BICTA NPUroTyBaHHA PO3UYUHY MeHeaXmeHT C.P.N. peecTpauinHux
0181 iH'eKUi abo iHGY3ii Nimiteq mMartepianis:3aMiHu | Tuny - 3miHn

no 50 mr; 1 pnakoH 3

3 AKocTi. A®I. KoHTponb AdI.
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Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)
MOPOLLKOM Y KapTOHHIl

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

192.

onyIMyunn

KopoobLi

3miHa y napameTpax
cneundgikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM
NOKa3HMKOM SIKOCTi Ta
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - BBEAEHHS
[0AaTKOBUX NapameTpisB
KoHTponto TYMC, Salmonella
spp, Escherichia coli,
Pseudomonas aeruginosa,
Staphylococcus aureus 3a
nokasHukom «MikpobiosioriyHa
ynctota» APl 3minm | Tuny -
3MiHU 3 AKOCTi. A®I. KOHTpO/b
A®Il. 3miHa y napameTpax
cneundikauii Ta/abo
[0MyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWIA/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MpOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
crneundikauii HoBUM
NMOKa3HNKOM SIKOCTi Ta
BiANOBIAHMM METOA0M
BMNPOGYBaHHS) - BBEEHHA [0
cneumdikauii Ha A®I
chnygapabiHy doccpar
poaarkosoi Metoauku BEPX
ANns igeHTudikayii akTBHOI
cybcTaHuii (3aTBepaxeHo Y-
MeTon).

AHTUBIOTUK IT

niodhinizat gnsa po3unHy
ANs iv'exuii no 500 mr; 3
hnakoHa 3 nioghinisatom
Ta 3 amnynm 3
PO3YNHHMKOM N0 4 MA
(BOfa ANs iH'ekuiin) y
KapTOHHIW nayu,i

3AMBOH C.IN.A.

ITanis

3am60H C.M.A.

ITanis

BHECEHHS 3MiH 0
peecTpauiiHux
marepianis:3miHu Il Tuny - 3mMiHK
woAo 6e3nekn/epekTnBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) L0 3060B'A3aHb Ta
YyMOB BMAadi peectpauiiiHoro
nocBig4YeHHs, Bkaovatoun Mnax
ynpasniHHA pusnkamu

(3acTocyBaHHs 3MiH(1), sKi(a)

3a peyernmom

B/MaratTb(€) nogasibLoro

UA/8503/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

193.

06r'pyHTYBaHHS HOBUMM
[0AATKOBUM AaHVIMK, L0 MatoTb
HafaBaTnUCs KOMMNETEHTHUM
opraHoMm, OCKiflbK/ BUMaraeTbCcs
CyTTEBA OLiHKa KOMNETEHTHUM
opraHom). BrkoHaHHs
3000B'A3aHb BiAMOBIAHO A0
nignyHkTy 1.13 nyHKTY 1,
nigNyHKTY 2.3 NYHKTY 2 gogartky
15 po MopsAaky npoBedeHHA
eKCrepTn3n peecTpavyinHnx
marepianis Ha nikapcbki 3acoowm,
LLI0 NOAAKTLCA Ha fepXaBHY
peecTpavuito (nepepeecTtpadito),
a TakoX ekcnepTusn matepiasis
NPO BHECEHHS 3MiH A0
peecTpauiiHnx Matepianis
NpOTAroMm fii peecTpaviiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
3a pe3ynbTatamu ekcnepTusn
HajaHux matepianis
BCTAHOB/IEHO, LLIO: 3aABHNKOM
"3AMBOH C.M.A.", Itanisa
BMKOHAHO 3060B’s13aHHS LW0A0
HafaHHA A1 NiKapcbkoro
3acoby dnyiMyuua aHTUGIOTUK
IT, niodpinizat gns po3unny ans
iH'ekuin no 500 mr 3 donakoHa 3
niocpinizatom Ta 3 amnynau 3
PO34nHHKKOM o 4 mn (Bogda Ans
iH'EKUI) Y KApTOHHI navyi 3
MapKyBaHHAM YKPaiHCbKOI
MOBOI0, JONOBHEHHA [0 OrNsay
KNIHIYHUX AaHUX Ta AeTasIbHOro
onncy cucTemu ynpasniHHA
pusnkammn y BUrNsagi nnaHy
ynpasAiHHA pUsnKamu, Wwo
MICTUTb PU3KK NPOMOPL,iNHI
3axo4M 3 MiHIMi3auii pusukis Ta
34iicHeHHs1 hapmakoHarisgy.

DITYUNHAP® N

Ma3sb o 15 ry 1y6i; no 1
Ty6i B KQPTOHHI KOpo6Lyi

TOB "BAYLU XE/C"

YKpaiHa

dapmzasop Enba
AT.

MonbLa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | Tuny - 3MiHN
3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar

3a peyenmom

BiANOBIAHOCTI €BpoNnelicbkKili

UA/2879/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiZNoBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPAKEHOr0 BUPOBHMKA -
nofaHHs OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
R1-CEP 1999-184 - Rev 03
(3atBepmxeHo: R1-CEP 1999-
184 - Rev 02) ansa Aol
HeoMiLMHY cynbgarty Bif BXxe
3aTBEPAKEHOr0 BUPOGHMKA
PHARMACIA & UPJOHN
COMPANY. Ak Hacnigok 3miHa
Ha3BW BUPOOBHYKa Ha
PHARMACIA & UPJOHN
COMPANY LLC Ta yTOYHEHHSA
aapecu BnacHuka CEP.

194.

DOPEKOKC TPEK

TabneTku, BKpUTI
060/10HKOI0, M0 6
TabneTok y cTpumi, no
10 cTpuniB y KapTOHHIl
KopobLi; no 28 Tabnetok
y 6nictepi, no 24
6nicTepy y KapTOHHIl
Kopobui

Makneogc
PapmacbroTrKanc
Nimiten

IHais

Makneoac
dapmMacboTUKanc
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minu |l Tuny - 3miHn
3 aKocTi. A®l. Bupo6HMLUTBO.
3MiHa BUpOGHMKa
BVIXiZLHOr0/MPOMiXXHOr0
npoayKTy/peareHTy, Wo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BKJTHOHaouY,
e HeobxiaHo, micue
NPOBELEHHS KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI
cepTuduikara BiZNoBILHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEA,EHHSA HOBOIO BUPOGHMKA
Ad| 3 HagaHHAM MacTep-thainna
Ha A®l). BBeaeHHs1 104ATKOBOro

3a peyernmom

UA/7796/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpo6HMKa APl eTambyTONy
rigpoxnopuay (NOBHWUIA LMK
BMPOGHMLITBA). 3anpONOHOBaHO:
LUPIN LIMITED, India, Themis
Medicare Ltd. India

195.

DOPEKOKC TPEK

TabneTkn, BKPUTI
060/10HKOH0, in bulk: 500
Tabnetok y 6aHkax

Makneopc
PapmacbloTmKanc
Nimitepn

IHais

Makneogc
dapmMacbloTUKanc
NimiTen

IHais

BHECEHHS 3MiH 0
peecTpauiiHux
marepianis:3miHu Il Tuny - 3mMiHK
3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUpOGHMKa
BUXiAHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BUpo6HMYOMY npoueci AdDl, abo
3MiHa BMPOGHWMKa (BKIKOYaouu,
e HeobxiaHo, micue
NpoBeAEeHHS KOHTPOJSIIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®I 3 HaaHHAM MacTep-haiina
Ha A®l). BBeeHHs oAaTKoBOro
BMpoGHUKa AP| eTambyTONy
rigpoxnopuay (NOBHUIA LMK
BMPO6HMLTBA). 3aNpONOHOBaHO:
LUPIN LIMITED, India, Themis
Medicare Ltd. India

3a peyenmom

UA/7797/01/01

196.

DOCPOPAN

rpaHynu Ans opanbHOro
po3uunHy, 3 r/naket no 8
Iy nakeTi; no 1 nakeTy y
KapTOHHIW nayu,i

NPO®APMA
IHTEpHeLHN
TpeiauHr fiviten

ManbTa

Na6iaHa
dPapmachbioTikasc,
C.y.

IcnaHis

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3aMiHu | Tuny -
He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUNPOOYBaHHA rOTOBOr0
nikapcbkoro 3acoby
"MikpobiosnoriyHa uncrota” ans
METOAY KOHTPOJIHO KOHKPETHUX
MikpoopraHismis Escherichia coli
3 BHECEHHSIM OMUCY METOAMKM

3a peyernmom

UA/13238/01/01

197.

DOTUN® DOPTE

Kpanni o4Hi no 5 mny
nonieTnIeHoBoMy
dnakoHi-kpanenbHUL;
no 1 donakoHy B
KapTOHHI KOpoOLyi

CaHTeH AT

PiHNAHAIA

MaHythakTypiHr
MakariHr ®apmaka
(MN®) 6.B.,
HigepnaHgm
(anbTepHaTUBHMIA
BMPOGHUK,
BiNOBIAabHUIA 3a
BTOPUHHE
nakyBaHHs);

Higepnangun/
diHNsAHAIA

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3MiHu | TUNy - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHEeHWX
[aHuX Npo cuctemy
thapmakoHarnisgy (BBe4eHHs
y3arajslbHeHUX AaHnX npo

3a peyenmom

UA/2384/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hekctdapma AT,
PiHnAHaia
(BUPOGHUK,

BiANOBiAA/IbHWIA 32
BMPOGHULITBO in
bulk, nepsuHHY Ta
BTOPWHHY YNakoBKy,

KOHTPO/Ib SKOCTI);
CaHTeH AT,
diHnAHZISA
(BUPOBHWK

BiZiNOBIgabHUIA 3a
BWMYCK Cepil)

cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAaAbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarniagy).
3MiHa ynoBHOBaXKeHOT 0cobun
3as1BHVKa, BiANOBIAA/IbHOT 32
thapmakoHarnag,.
MponoHoBaHa pegakuis:
[Jenbdiva BepTtpam, a.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6M,
BignoBigasibHOI 3a
hapmakoHarnag,.

198.

®YKOPLIH

PO34MH AN
30BHILLHBOrO
3aCTOCYBaHHS,
CNUpTOBUIA, N0 25 Mn 'y
chnakoHax

NN "Kinadpdp"

Ykpaina

nn "Kinacpcp"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
YTOUYHEHHS cTaTycy
peknamyBaHHA B Hakasi MO3
Ykpainu Ne 56 Big 13.01.2022 B
npoueci nepepeecTpadii.
Pepakuis B Hakasi: nignsarae.
3anponoHoBaHa pegakLisa: He
nignsarae.

6e3 peyenma

UA/15715/01/01

199.

DYPACON

obnonickyBay, MOPOLLOK
0,1 r/nakeTuk, no 1 r
npenapary y nakeTuky,
no 5 a6o 15 nakeTukis y
naJui 3 KapToHy

AT "OnaiiHdpapm"

Nartgis

AT "OnaiiHchapm”

Nartsia

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3aMiHu | Tuny -
OHOBJ/IEHHS BXE 3aTBEPA)KEHNX
METO/iB KOHTPOSIO AKOCTI
nikapcbkoro 3acoby, a came
BVKAAEHHS TEKCTY epXXaBHO
MOBOIO 3TiHO Cy4aCHVX BUMOT;
3MiHW | TUNY - BHECEHHS 3MiH A0
po3giny “MapkyBaHHa" MKA 13"
3anpornoHoBaHo: MapKyBaHHS.
BignosigHo 3aTBEpPKEHOMY
TeKCTy MapkyBaHHs. OHOB/EHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby

3a peyernmom

UA/1627/01/01

200.

LUETPUMAK

TabneTkn, BKPUTI
N1iBKOBOK 06GOMOHKOM,

Makneogc
PapmacbioTUKanNC

IHais

Makneogac
dapmacbroTHKasIC

IHais

BHECEHHS 3MiH 40
pEeECTpaLiiH1X MaTepianis:

6e3 peyenma

UA/16082/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 5 mr no 10 Ta6neTok
y 6nicTepi: no 1 a6o 3
6nicTepn y KapTOHHIl
ynakoBLi

Nimiteq

NimiTen

3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIl
yMakoBL{i FOTOBOTO NiKapCbKOro
3acoby (Tvn KoHTelHepa abo
[oAaBaHHA HOBOTO KOHTelHepa)
- BunyyeHHs nepBuHHOT
yNaKkoBKK, L0 He NPU3BOANTL [0
MOBHOrO BU/yYEeHHS NiKapCbKoro
3acoby 3 NeBHO cKUIoK Al abo
y MEBHIli Nnikapcbkili hopmi.
BunyuenHa /13 LieTpumak,
TabneTku, BKPUTI NNiBKOBOKO
060/10HKOI0, MO 5 Mr y hiakoHax
Ne 30 y kapTOHHii ynakosLi, 3
BiANOBIAHUMY 3MiHamMK Y po3aini
«Ynakoska» MKA /13. 3miHn
BHECEHI B IHCTPYKL,t0 ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"YnakoBka" (BUNy4eHHs
yNakoBK1 NEBHOIO PO3MIpY).
BBegeHHA 3MiH NpoTArom 6-tm
MicALB Nic/a 3aTBEPAKEHHS.

201.

LE®YPOKCUM

NOPOLLOK A4/151 PO3YNHY
Ans iH'exuii abo iHdy3ii
1,5r;no 1a6o 10
h/1aKOHIB y KapTOHHIi
nauui

AHTMGIOTMKN CA

PymyHis

AHTUBIOTUKN CA,
PymyHis ( BTOpyHHE
nakyBaHHs,
TECTYBaHHS, BUNYCK
cepii); CiHochapm
JKutoH (LeHbwkeH)
PapmacboTuKan
Ko., NTa., Kutait
(BMPOGHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)

PymyHis/
KuTai

BHECEHHS 3MiH 0
peecTpauiiHux
marepianis:3miHu Il Tuny - 3mMiHK
3 AKOCTi. F0TOBWIA NiKaPCbKNii
3aci6. Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa y NepBUHHIl
yMaKoBLji FOTOBOTO NiKapCbKOro
3ac006y (SKICHWIA Ta KinbKicHUIA
cknag) - CtepusbHi nikapcbki
3aco6u Ta nikapcbki 3acobm
6ion0riYHOro/iMyHOM0r4YHOro
NMOXOKEHHS - BHECEHHS 3MiH [0
p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3acib, a came BBEEHHSA
[0[AaTKOBUX CKNSHUX O/1aKOHIB
Tuny Il (15 mn) BUpobHULTBA
komnaHii SHANDONG
PHARMACEUTICAL GLASS
CO. LTD., China.
3akynoptoBasibHUI 3aci6 He
3MiHMBCS. 3anponoHoBaHo: clear

3a peyenmom

UA/18774/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
neutral Type | and Type Ill glass
vials with rubber stoppers with
an aluminium flip-off caps.
202. | UWAKNOONHOH® Kpanni opasibHi, no 50 BioHopuka CE HimeuyunHa BioHopuka CE HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/0267/01/01
M1 abo no 100 mny peecTpauiiHux
donakoHi; no 1 dpnakony marepianiB:TeXHIYHA NOMU/IKa
B KapTOHHIi kopo6ui (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460).
BunpaBneHo TeXHIYHY NOMUIIKY
y TEKCTi MapKyBaHHSI NepBUHHOT
ynakoBKU NikapcbKoro 3acoby, a
came y n.6 BHeceHo iHdopmaLiito
00 3a3HaYeHHS OAMHNLbB
BMMIpIOBaHHA B cucTemi Sl.
3a3HayeHe BUMNpaB/IeHHA
BiANOBigae matepianam
peecTpaLiiiHoro AoCbeE.
203. | UATPOMNAK® - Tabnetkn, no 6 abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/3002/01/01
AAPHULA 10 TabneToK y KOHTYpHIl "®GapmaueBTuyHa "®apmaueBTnyHa peecTpauiiHux

YapyHKOBIli ynakoBLj; Mo
1 KOHTYpHIli YapyHKOBIli
ynakosLi B naydi; no 6
a6o no 10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBKax

ipma "OapHuus”

ipma "JapHuus”

mMartepianis:3aMiHu | Tuny -
OHOBJ/IEHHS 3aTBEPAKEHOrO
TEKCTY MapKyBaHHA BTOPUHHOI
yNakoBKM NiKapCbKoro 3acoby
(monoBHeHHA y N. 17). BBeAeHHSA
3MiH NPOTAroM 6-TW MicALiB
nicnsa 3aTBepMAXEHHS; 3MiHK |
TUNY - BBEAEHHS
aNbTEPHATUBHOIO TEKCTY
MapKyBaHHSA BTOPUHHOT
ynakoBku (godasaHHs QR-kogy
y n. 17 ) Ha goaaTok Ao Bxe
3aTBEPKEHOr0 TEKCTY
MapKyBaHHA BTOPUHHOT
ynakoBkn NelOx1. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs

B.o. l'eHepanbHOro gupekropa Ainpekropary
cthapmaueBTUUHOrO 3a0e3nevyeHHs
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IBaH 3SAABOPHUX




MEPENIK

Aopartok 4

[0 Haka3sy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

BiA Ne

NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHAOBAHI 4O ,D,EP)\!(ABHO'I' PEECTPALLI, NEPEPEECTPALYJI TA BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIANIB

Ne Ha3ssa Popma sunycKy 3asBHUK KpaiHa Bupo6HuUK KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
SUHALE®™ NMopoLLUOK AN "nakcoCmiTKnsiiH Benvka o ITanisa 3acigaHHa HTP He peKkomeHayeTbCA Ao 3aTBepPAKEHHARA
po3unHy ons EkcnopT flimiteq, BpuTaHis EW Ci Ec flobcpap Ne 02 Big BUMpPaB/IEHHA TEXHIYHOI MOMWUNKWU (3rigHO Hakasy
iH’exuili, no 750 wr; C.nA. 20.01.2022 MO3 Big 23.07.2015 Ne 460) - 3asBneHa npoueaypa

no 1,5r; 1 donakoH 3
MOPOLLKOM Y
KapTOHHIiA ynakoBL,i

BUNPAB/IEHHSI  TEXHIYHOI  MOMUAKM Yy  MeTogax
KOHTPO/IO SIKOCTi, a camMe — 3a3HauyeHHs NpOonyLLeHOoi
npuUMITKM A0 crneundikauii Ha MoMeHT Bunycky 13
«TecT Ha 6akTepuasibHble 3HLOTOKCUHbI MPOBOAAT
TOJIbKO ans chnakoHoB c coaepxaHviem
pekoMeHayemoi [03bl CBbile 15 Ma» |, OCKinbku
3anponoHoBaHa pefakuis TEeXHIYHOI NOMUKU  He
BignoBigae apxiBHMM MaTepianam.

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmavueBTUUHOro 3abesnevyeHHs
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IBaH SAABOPHUX




