NEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEOANYHUX IMYHOBIOJIOIMNYHUX NMPENAPATIB), AAKI BHOCATbLCA A0

NEPENIK

Oopartok 2
no Hakasy MiHicTepcTBa OXOpPOHU

340poB’a YKpaiHu
07.08.2014 Ne 545

OEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

in bulk: no 5 mn B
amnynax Ne 462
B kOpOobi
KapTOHHOMY

peecTpaLinHOro nocBigYeHHs;
3MiHa y MeToAax BMNpobyBaHHS
roTOBOrO MikapCbKoro 3acoby;
3MiHa po3mipy KBapLOBOI
KaninsapHoi KONOHKM B MeTOAMLI
BMNPOGYBaHHs B po3Aini
«KinbkicHe Bu3HayeHHs. ETaHon
i NponineHrnikonb.».; po3ain
«YMoBM 36epiraHHsa» B MeToAax
KOHTPOJ0 FOTOBOrO NiKapCbKOro
3acoby npvBeaeHo y

Ne Haszea dopma sunycky 3asieHuK KpaiHa Bupob6Huk Kpaina Peecmpauyitinva npouyedypa Ymoeu Peknamy Homep
3/n JNliKapcbK020 eionycky 8aHHSs1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
1. L-NI3BNHY PO34uH ans MAT YkpaiHa, MAT YkpaiHa, m. nepepeecTpawisi y 3B's3Ky i3 Ba peyenmom He UA/2131/01/01
ECLUMHAT® iH'exkuin, 1 mr/mn "Manuudapm” M. JlbBiB "Manuudapm” JlbBiB 3aKiHYEHHsM TepMiHy ail nidnseae
no5wmns peecTpauiniHOro NoCBiAYEHHS;
amnynax Ne 10 3MiHa y meToAax BMNpobyBaHHS
(5x2) y roTOBOrO fikapCbKoro 3acoby;
OnicTtepax 3MiHa po3mipy KBapLOBOI
KaninsgpHoOi KONTOHKM B MeTOAML
BMNPOGYBaHHs B po3Aini
«KinbkicHe BU3HayeHHs. ETaHon
i NponineHrnikonb.».; po3ain
«YMoBM 36epiraHHs» B MeTofax
KOHTPOJSO FOTOBOTO fiKapCbKoro
3acoby npvBeneHo y
Bi4NOBIAHICTb 4O BMMOT
HacTtaHoBwu 3 sikocTi 42-3.3:2004:
«Jlikapcbki 3acobm.
BunpobyBaHHs cTabinbHocTi»
2. L-NIBUHY pPO34uH Angd MAT YkpaiHa, MAT YkpaiHa, m. nepepeectpauis y 38 53Ky i3 - He UA/9507/01/01
ECLUMHAT® iH'exkuin, 1 mr/mn "Manuudapm” M. JlbBiB "Manuudapm" JlbBiB 3aKiHYEHHSM TepMiHy Ail nidnseae




Ne

Hasea

®Popma sunycky

3asi8HUK

3/n

JliKapcbK020
3acoby

Kpaina

Bupob6Huk

Kpaina

PeecmpauyitiHva npouyedypa

Ymosu
eionycky

Peknamy
BaHHHsA

Howmep
peecmpauitiHo2

AUNPA-

TabneTkn no 8 mr

CaHoBenb

TypeyunHa

BiQNOBIOHICTb 4O BUMOT

«Jlikapcbki 3acobw.
BunpobyBaHHsi cTabinbHoOCTI»

HacTtaHoBu 3 akocTi 42-3.3:2004:

0 Mocei0YeHHsI

CAHOBEI/b

ANPA-

Ne 28 (14x2) y
OnicTtepax

TabneTkn no 16

Insay CaHai Be

Twoxapet
A.LL.

CaHoBerb

CaHoBensb Insay
CaHai Be
Tupxapet A.LL.

TypeyunHa

nepepeecTpauis y 3B A3ky i3
3aKiHYEHHSIM TepMiHy gii
peecTpauinHOro NocBigYeHHs;
3MiHW 80 IHCTPYKUii Ans
MeOMYHOro 3acToCyBaHHA 4O
po3ginie "MokasaHHs", "Cnocid
3acTocyBaHHs Ta go3un"
BiANOBIAHO A0 pedepeHTHOro
npenapary;
3MiHa y cneuudpikauisx,
noB’sizaHa 3i 3MiHamu B
OepxaBHin hapmakonei YkpaiHu
abo €sponenckki hapmakonei);
3MiHa napameTpiB cneuundikauin
Ta/abo JonyCcTUMNX MeX
roTOBOroO fikapCbkoro 3acoby;
3MiHa y MeTofax BUNpobyBaHHs
roTOBOrO MiKapCbKOro 3acoby;
yMOBW 36epiraHHs npuBegeHo y
BignoBigHICTb A0 KepiBHuuTBa
ICH Q1A(R2)

3a
peuerimom

He
nionsicae

UA/8667/01/01

CAHOBEIb

mr
Ne 28 (14x2) y
6nictepax

Insy CaHai Be
Tupxapet
A.LL.

TypeudnHa

CaHoBernb Insy
CaHai Be
Tupxapet A.LL.

TypeudnHa

nepepeecTpauis y 3B A3Ky i3
3aKiHYEeHHsIM TepMiHy Aii
peecTpauiniHoOro NoCBiAYEHHS;
3MiHM OO iIHCTPYKUii Ans
MELMYHOro 3aCTOCYyBaHHS 40
po3ginie "MokasaHHs", "Cnocid
3aCToCyBaHHSA Ta go3n"
BiAMNOBIAHO A0 pedepeHTHOro
npenapary;
3MiHa y cneumdpikauisx,
noe’si3aHa 3i 3amiHamu B
OepxaBHin dbapmakonei YkpaiHu
abo €sponewcbkii hapmakoner);
3MiHa napameTpis cneuudikauin
Ta/abo OonycCTUMUX MeX

rOTOBOIO J1iKapCbKOro 3acoby;

3a
peuenmom

He
nionsizae

UA/8667/01/02




Onictepax

KOHTPOIb cepii;
[03BiN Ha BUMNyCK
cepii)/ AumHo
®dapma Arl',
LLisenuapia
(BUpOGHMLTBO
Hepo3dacoBaHoi
npoayKuir)

BiAMNOBIAHICTb 40 BUMOT Hakasy
MOS3 Ykpainm Ne 500 Big
20.07.2006.; npuBeaeHHs1 Ha3B
[OMOMDKHUX PEYOBUH Y
BignoBigHicTe o Hakazy MO3
Ykpainn Ne 339 Big 19.06.2007.;
npuBeaeHHs agpecy BUpobHMKa
roTOBOrO MiKapCbKOro 3acoby y
BiANOBIAHICTb 4O BUCHOBKY LLLOAO
niaTBepoKEHHS BiANOBIAHOCTI
BUpPOOHUUTBA BUMoram GMP
3MiHa HalMeHyBaHHS BUPOOHWMKa
roTOBOroO fikapCcbKoro 3acoby;
3MiHa napameTpiB cneumdikaLin
Ta/abo JonycTUMNX MeX
roTOBOrO NMiKapCbKOro 3acoby;
3MiHa y MeToAax BMNpobyBaHHS
roTOBOrO MiKapCbKOro 3acoby;
3MiHa B yMoBax 30epiraHHs J13;

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
3MiHa y MeToAax BUNpobyBaHHS
roTOBOroO fikapcbKoro 3acoby;
YyMOBW 36epiraHHs NpuBEAEHO Y
BignosigHicTb Ao KepiBHuLUTBa
ICH Q1A(R2)
5. ANTEUKA Tabnetkn MAT YkpaiHa, MAT YkpaiHa, nepepeecTpauis y 3B A3ky i3 be3 nidnsizae UA/12480/02/01
FTAIIMMDAPM XyBanbHi no 100 | "Tanunudapm” M. JlbBiB "KniBmeanpenapa M. Kuis 3aKiHYEHHSIM TepMiHy gii peuenma
mr Ne 20 (10x2), T peecTpauinHOro NocBiAYeHHs;
Ne 100 (10x10) y 3MiHa y TepMiHax NpuAaTHOCTI
Gnictepax abo ymoBax 36epiraHHs rOTOBOro
nikapcbkoro 3acoby; JONOBHEHHS
Ha3BU [ilo40i pevoBUHU
NaTuHOM;
NpUBEAEHHS Ha3B JOMOMIKHMX
PEeYoBMH Y BiONOBIAHICTb 4O
Bumor Hakasy MO3 YkpaiHu Ne
339 Big 19.06.200
6. AMBPOBEHE Kancynm patiocdapm HimeuyunHa Mepkne M'm6X, HimeuunHa/ nepepeecTpaLisi y 3B 513Ky i3 6e3 nidnsizae UA/1853/01/01
NPOMOHroBaHoi eX HimeyunHa LLisenuapis 3aKiHYEHHSM TepMiHy ail peuernma
Aii TBepai no 75 (nepBuHHa Ta peecTpauiiHoOro NoCBiAYEHHS;
mr BTOPUHHA npvBeAeHHS Ha3BW NikapcbKoi
Ne 10 (10x1) y ynakoBka, dopmu npenaparty y




Ne

Hasea

®Popma sunycky

3asi8HUK

3/n

JliKapcbK020
3acoby

Kpaina

Bupob6Huk

Kpaina

PeecmpauyitiHva npouyedypa

Ymosu
eionycky

Peknamy
BaHHHsA

Howmep
peecmpauitiHo2
0 MoCceidYeHHs

AMBPOBEHE

TabneTkn no 30

patiocapm

HimeuunHa

nodaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa
BignoBiaHOCTI €Bponeichkiln
apmakonei ans APl abo gitoyoi
peyoBUHM Big HoBOro abo
Jito4oro BMpOOHMKA; NOAaHHA
HOBOro abo OHOBIEHOrO
cepTudikaTta BignoBiAHOCTI
€Bponelicbkin hapmakonei ans
OOMNOMIXXHOI pe4YoBUHM Bif
HoBOro abo Aito4oro BUpPOOHUKA;
BUITyYEHHS
nocravanbHUKa JOMOMIXKHOT
pPEYOBUHY;

BBEAEHHSI A0AATKOBOI AinbHULI
BUPOGHULTBA AN YacTUHM abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO JikapCbKOro 3acoby
(3a3HayveHHs BUpOGHUKiB 13 y
noBHomy 06csi3i, a came AinsiHKu,
sika BignoBigae 3a NakyBaHHA Ta
KOHTPOMb SIKOCTI, Y BiANOBIAHOCTI
00 marepianis peecTpauinHoro
0ocCbe);
3MiHa y cknagi 4ONOMIKHUX
peYyoBMHaX rOTOBOrO iKapCbKOro

3acoby

mr
Ne 20 (10x2) y
6nictepax

mo6X

Mepkne M'mbX

HimevumHa

nepepeectpauis y 38's3Ky i3
3aKiHYeHHsIM TepMiHy Aii
peecTpaLinHOro nocBigvYeHHs;
3MiHV BHECEHO [0 iHCTPYKLUIi Ang
MEeOMYHOro 3aCTOCYBaHHS
npenaparty go posgainis "Cnocid
3acTocyBaHHs Ta go3un"
(yTouHeHHs fo3yBaHHs), "Oitn"
Bi4NOBIAHO A0 pedepeHTHOro
npenapary; NpMBeAeHHs Ha3B
OOMOMKHUX PEYOBUH Y
BignoBigHicTe oo Hakazy MO3
Ykpainn Ne 339 Big 19.06.07;

npvBedeHHs agpecy BUPOGHKKa

bes
peuenma

nionsizae

UA/1611/01/01




Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
roTOBOrO MiKapCbKOro 3acoby y
BiQNOBIAHICTb 4O BUCHOBKY LWOA0
NiaTBEPLKEHHS BiANOBIAHOCTI
BMpobHMUTBa BUMoram GMP;
3a3Ha4vyeHHs JoOaTKOBOI
AinbHUUi, BianoBsiganbHoi 3a
nakyBaHHS Ta KOHTPOSb SKOCTI;
3MiHa napameTpiB cneuundikauin
Ta/abo OonyCTUMUX MeX
roTOBOrO fikapCbKoro 3acoby;
3MiHa y MeTofax BUNpobyBaHHs
rOTOBOrO JiKapCbKoro 3acoby
8. BYNPEHOP®IH | nopouok ToBapucTso 3 YkpaiHa, MakdapnaH CmiT Benvka nepepeectpauis y 38 53Ky i3 - He UA/10135/01/01
Yy KpucTaniyHum obmexeHot M. Xapki Niviteq BpuTaHis 3aKiHYEHHsIM TepMiHy gii nidnsieae
riaPoOXnoprPumg (cybeTaHuis) y BianoBsiganbHi peecTpauinHOro nocBigYeHHs;
NoABINHUX CTHO noaaHHsA HoBOro abo
noslieTuneHoBux "XapkiBcbke OHOBJIEHOrO cepTuUdikaTa
naketax gns dapmaueBTU4 BignoBiaHOCTI €Bponeichkin
BUPOOHULTBA He dapmakonei gns A®l abo gitoyoi
CTEpPUIbHUX Ta nignpuemMcTeo PEYOBUHU Bif Ai04Oro
HecTepunbHUX "3p0poB's BMPOOHMKA; 3MiHa y napameTpax
nikapcbKmx Hapoay" cneumaikauin Ta/abo
dopm OOMNYCTUMMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha APl abo gitouy
peYoBUHY; 3MiHa y MeTofax
BunNpobysaHHa ADI abo aitoyoi
pPEeYOBUHM
9. BANOUCOBAN NOpOLLOK KaTik Xemi HigepnaHg Katsik Xemi BB HigepnaHam nepepeectpauis y 38's3Kky i3 - He UA/1818/01/01
(cybeTaHuis) y BB " 3aKiHYEHHSM TepMiHy gii nidnseae
nonieTuneHoBux peecTpauiniHoOro NoCBiAYEHHS;
naketax ans 3MiHa y MeToAax BUNpobyBaHHS
BUPOOHULTBA A®I abo pitoyoi peyoBuHu;
HeCTEepPUNbHUX 3MiHW, NOB’A3aHi 3 HeOOXiaHICTIO
NikapcbKnx npvBefeHHs Y BigNOBIAHICTb A0
¢opm MoHorpadii [lepxaBHoi
bapmakonei YkpaiHn abo
€sponelicbkoi hapmakoner;
YTOYHEHHSA po3ainy «YmoBwu
36epiraHHs» B MeToAax
KOHTPOJIH0 aKTUBHOI CybGCTaHLi
10. | QOKCOPYBIUWU | nioginizaT gns TeBa I13painb dapmaxemi b.B. HigepnaHgun nepepeecTpawisi y 3B 53Ky i3 3a He UA/9704/01/01




Ne
3/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky

3asi8HUK

Kpaina

Bupob6Huk

Kpaina

PeecmpauyitiHva npouyedypa

Ymosu
eionycky

Peknamy
BaHHHsA

Howmep
peecmpauitiHo2
0 MoCceidYeHHs

H-TEBA

po3unHy Ans
iHYy3in no 10 mr
y conakoHax Ne 1

dapmaueBTika
n lngactpis
NTA.

3aKiHYEHHSIM TepMiHy Aii
peecTpaLinHOro NOCBIigYEHHS;
3MiHVM BHECEHO [0 iHCTPYKUIT Ang
MEeOMYHOro 3aCTOCYBaHHS
npenaparty go po3ginis "Cnoci6
3acTocyBaHHs Ta go3un"
(yTOYHEHHs cnocoby
3aCTOCYBaHHS),
"MpoTnnokasaHHs", "Baaemogis 3
iHLWMMK NikapcbkuMKu 3acobamm
Ta iHWi B1Uan B3aemogin",
"OcobnmBOCTi 3acTOCyBaHHs",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpyaat”, "MepenosyBaHHs",
"MoGiyHi peakuii" BignosigHo oo
pedepeHTHOro npenapary; amiHa
y MeTofax BUNpobyBaHHs Ta
napameTpiB crewumdikauin
Ta/abo JonycTUMNX MeX
roTOBOrO MikapCbKoro 3acoby;
3MiHa B ymoBax 36epiraHHsi
roTOBOrO MiKapCbKOro 3acoby
abo nicns
PO34YMHEHHS/BIQHOBNEHHS;
3MEHLUEHHSI TEPMiHY
npuaaTHOCTi FOTOBOro
nikapcbkoro 3acoby 3 5 pokiB oo
3 pokis

peuerimom

nionsicae

1.

OOKCOPYBIUMN
H-TEBA

niodinisat gns
PO34MHYy Ans
iHdy3in no 50 mr
y cbnakoHax Ne 1

TeBa
dapmaueBTika
n lnpgactpis
NTa.

I3painb

dapmaxemi b.B.

HigpepnaHaun

nepepeecTpauis y 3B A3ky i3
3aKiHYEHHsIM TepMiHy gii
peecTpauinHOro NocBigYeHHs;
3MiHM BHECEHO [0 iHCTPYKLUIT ans
MEeOMYHOro 3aCTOCYBaHHS
npenaparty oo po3aginis "Cnoci6
3acTocyBaHHs Ta go3un"
(yTOYHEHHs1 cnocoby
3aCTOCYBaHHS),
"MpoTtunokasaHHa", "B3aaemogis 3
iHLUMMKM NikapcbkuMKu 3acobamm
Ta iHWi B1Uan B3aemogin",

3a
peuerimom

He
nionsicae

UA/9704/01/02




Ne
3/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky

3asi8HUK

Kpaina

Bupob6Huk

Kpaina

PeecmpauyitiHva npouyedypa

Ymosu
eionycky

Peknamy
BaHHHsA

Howmep
peecmpauitiHo2
0 MoCceidYeHHs

"Ocob6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHs

rpyoato”, "MNepenosysaHHs",
"Mo6iyvHi peakuii" BignosigHo o
pecbepeHTHOro npenapary; 3miHa

y MeTofax BunpobyBaHHA Ta
napameTpiB crneumdikauin
Ta/abo OonyCTUMUX MeX

roToOBOroO fikapcbKoro 3acoby;

3MiHa B ymoBax 30epiraHHsi
roTOBOrO fikapCbKoro 3acoby
abo nicns
PO34YMHEHHS/BIAHOBMNEHHS;
3MEHLUEHHSI TEPMiHY
NpuaaTHOCTi FOTOBOro
nikapcbkoro 3acoby 3 5 pokiB 4o
3 pokiB

12.

EBPAHTUN

Kancynm
NPOMOHroBaHoi
aii TBepgi no 30
mr Ne 50, Ne 100
y chnakoHax

Takepa 'm6X

HimeuunHa

Takepa M'mb6X,
micue
BMPOOHULITBA
OpaHieHbypr

Hime4uumHa

nepepeecTpauis y 3B A3Ky i3
3aKiHYEeHHsIM TepMiHy Aii
peecTpauiiHoOro NoCBiAYEHHS;
npvBeAeHHs Ha3BW NikapcbKoi
hopmu y BiANOBIAHICTb A0
OOKyMeHTauii hipMn-BUpOOHMKA;
po3ain «YmoBu 36epiraHHSA»,
MeTOfiB KOHTPOSIO AKOCTI
roTOBOroO fikapcbKoro 3acoby,
npvBeAEeHO 4O BUMOT HAaCTaHOBU
2003/CPCP/QWP/609/96/ Rev 2

3a
peuenmom

He
nionsizae

UA/9943/01/01

13.

EBPAHTUN

Kancynm
NPOSIOHroBaHOT
4ii TBepai no 60
mr Ne 50, Ne 100
y donakoHax

Takepa 'm6X

HimeyunHa

Takepa F'm6X,
Micue
BUPOOHULTBA
OpaHieHbypr

HimeyunHa

nepepeecTpauis y 3B A3ky i3
3aKiHYEHHSIM TepMiHy Aii
peecTpauinHOro NocBigyYeHHs;
npvBeAEeHHS Ha3BW NiKapCbKoi
dopmMun y BiANOBIAHICTb A0
JokymeHTaUii pipMu-BupobHUKa;
po3ain «YmoBu 36epiraHHs»,
MeTOZiB KOHTPOIO SKOCTI
roTOBOrO MiKapCbKoro 3acoby,
npuBeaeHo 40 BUMOI HAaCTaHOBU
2003/CPCP/QWP/609/96/ Rev 2

3a
peuerimom

He
nionsicae

UA/9943/01/02

14.

EBPAHTUI

PO34uH ana

Takepa M'mM6X

HimeuuynHa

BTOPUHHA

HimeyumHa

nepepeecTpauis y 3B A3Ky i3

3a

He

UA/9943/02/01




Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
iH'ekuin, 5 mr/mn ynakoBka, J03Bifl 3aKiHYEHHSIM TepMiHy Aii peuenmom nionsieae
no 5 mn (25 wmr) Ha BUNycK cepii: peecTpaLinHOro NOCBIigYeHHS;
a6bo no 10 mn (50 Takepa M'mM6X, 3MiHa napameTpiB cneundikawin
Mr) B amnynax Ne HimeuunHa; Ta/abo [onyCcTUMUX Mex
5, Ne 10, Ne 50 BMPOGHMLTBO rOTOBOrO JliKapCbKOro 3acoby
Hepo3dacoBaHoi
npoayKuii,
nepBuHHA
ynakoBKa:
BINCO IN'mbX,
HimeyynHa
15. | EKCTPAKT NOpOLLOK MAT YkpaiHa, MAT YkpaiHa, nepepeectpauis y 38's3Ky i3 - He UA/9960/01/01
nnoais (cybeTaHuis) y "lannudpapm” M. JlbBiB "Manuudapm" M. JTbBiB 3aKiHYEHHSM TepMiHy ail nidnseae
KALUTAHY BaHKkax CKMsAHMX peecTpauiiHoOro NoCBiAYEHHS;
KIHCbKOIo ans 3MiHa y MeToaax BUNpobyBaHHS
CYXUA BUPOOHULTBA A®I abo pitoyoi peyoBuHu;
HeCcTepuIbHUX npuBeneHHs po3ainy «Cknag»
NikapcbKnx METOAIB KOHTPOIO SKOCTI Aitovoi
¢opm peyvoBMHM Y BiANOBIAHICTb A0
BMMOT 3aranbHoi MoHorpadgii
«Ekctpaktn» 0oy
16. | 3AOAKCIH niodpinisat ana CaiiKnoH "OHKOHT MaTeoH ITanis ITania nepepeecTpauis y 3B A3ky i3 3a He UA/1389/01/01
PO34mnHy Ans dapmactoTikan C.n.A. 3aKiHYEHHSIM TepMiHy Aii peuenmom nionsizae
iH'ekuii no 1,6 Mr | c IHTepHeLwHn peecTpauinHOro NocBigYeHHs;
y donakoHax Ne 2 JTa. YTOUYHEHHS NiKapcbKoi hopmMun
Y KOMMNNEKTi 3 Bi4nNoBiAHO A0 BMMOr Haka3y Ne
PO34YMHHMKOM MO 500 Big 20.07.2006 p.; 3miHa
1 Mn B amnynax MicLie3HaxX04XKEHHS1 BUPOOHWMKa
Ne 2 roTOBOrO MiKapCbKOro 3acoby;
3MiHa y MeToAax BMNpobyBaHHs
rOTOBOrO JliKapCbKOro 3acoby
17. | IPHOKAM PO34MH ans O-p Pepgpi'c IHain O-p Peagi'c IHAis nepepeecTpauis y 3B A3Ky i3 3a He UA/1328/01/01
iHysin, 20 JlaGopartopic TNabopartopic Ilta 3aKiHYEeHHSIM TepMiHy Ail peuenmom nionszae
Mr/mMn no 2 mn Nt peecTpaLinHOro NOCBIgYEHHS;
(40 wmr), 5 mn 3MiHa agpecu BUPOOHWMKa; 3MiHU
(100 mr) y BHECEHO J0 iHCTPYKUii Ans
dnakoHi Ne 1 MeAMNYHOro 3aCTOCyBaHHs

npenapary Ao po3giny
"Moka3aHHA", a TakoX A0
po3ainie "Cnocib 3actocyBaHHA
Ta go3un", "OcobnuBocCTi




Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
3aCcToCyBaHHA" BiAMOBIAHO 40
pedepeHTHOro npenapary; 3MmiHa
napameTpiB crewumdikauin
Ta/abo JonycTUMMNX Mex
roTOBOroO fMikapCbKoro 3acoby;
po3ain «YmoBu 36epiraHHsa»,
METOZiB KOHTPOIO SKOCTI
roTOBOrO fikapCbKoro 3acoby,
npvBeaeHo OO BUMOT
kepiBHuuTBa ICH Q1A (R2);
3MiHa MicLle3HaxOoo)KeHHs!
3asiBHMKA
18. | KPEMIEH masb o 15, 30 CninbHe YkpaiHa, CninbHe YkpaiHa, nepepeectpauis y 38's3Ky i3 3a He UA/2099/01/01
ry tybax Ne 1 yKpaiHCbKO- M. BiHHWUS YKpaiHCbKO- M. BiHHMUA 3aKiHYEHHSIM TepMiHy gii peuenmom nidnsieae
icnaHcbke icnaHcbke peecTpauinHOro NocBiAYeHHs
niaAnpUeEMCTBO nianpMeMcTBO
"Cnepko "Cnepko YkpaiHa"
YkpaiHa"
19. | KCU3AN® Kpanni opanbHi, HOCB ®apwum | Lsenuapis Ewcika ITanis nepepeectpauis y 38's3Ky i3 bes nidnseae UA/9127/02/01
pO34uH, 5 mr/mn C.A. dapmacboTukans 3aKiHYEHHSM TepMiHy gii peuernma
no 10 mny C.P.N. peecTpauiniHoOro NOCBIAYEHHS;
bnakoHi 3 3MiHa napameTpiB cneuunagikauin
KpanernbHULEe Ta/abo JonyCcTUMUX MEX
Ne 1 roTOBOrO fikapCcbKoro 3acoby;
npuBeaeHHs Ha3B AOMOMKHUX
peYyoBMH Y BiANOBIAHICTb 4O
Hakasy MO3 Ykpainu Ne 339 Big
19.06.07
20. | NIHKOMIUUHY kancynu no 250 My6niyHe YkpaiHa, My6niuHe YkpaiHa, nepepeecTpauis y 3B A3ky i3 3a He UA/1562/01/01
rigPoOXnorPug Mmr aKuioHepHe M. Kuis akuioHepHe M. KuiB 3aKiHYEHHSIM TepMiHy Aii peuenmom nionsicae
Ne 20 (10x2) y TOBapPUCTBO TOBapUCTBO peecTpauinHOro NocBiAYeHHs;
Onictepax "HaykoBo- "HaykoBo- 3MiHV BHECEHO [0 iHCTPYKLUIT Ang
BMPOOHUYUIA BMPOBHNYMI MeOMYHOro 3aCTOCYBaHHS
LUEHTp LEeHTP npenapary 4o po3giny
"BopLuariscbku "BopLuariBcbkuia "MokasaHHsA", a TakoX A0
N XimiKo- Ximiko- posainy "Cnocib 3acTtocyBaHHS
hapmaueBTny dapmaLeBTUYHNIA Ta go3n" BigNoBigHO A0
HuRn 3aBoa” 3asog" pedepeHTHOro npenapary; 3amiHa

napameTpiB creumdikauin
Ta/abo gonycTuMmx Mex ans




Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
[OMOMIXKHOI pEYOBUHM;
3a3HaYeHHs! MOBHOrO cknagy
XenaTuHOBOI Kancynu
BiQNOBIAHO 40 OpuUriHaNbHUX
maTepianis peecTpauinHoro
00Cbe
21. | NIHKOMILUUHY kancynu no 250 My6niyHe YkpaiHa, My6niyHe YkpaiHa, nepepeecTpauis y 3B 3Ky i3 - He UA/11133/01/01
rigPoOXnorPug Mmr aKuioHepHe M. Kuis akuioHepHe M. KuiB 3aKiHYEHHSIM TepMiHy Aii nionsicae
in bulk: no 1000 TOBapUCTBO TOBapuCTBO peecTpaLinHOro NOCBIgYEHHS;
Kancyny "HaykoBo- "HaykoBo- 3MiHa napameTpiB cneumdikauin
KOHTeNHepi BUPOBHNYMN BUPOGHNYMI Ta/abo gonycTuMnx Mex ansi
LeHTp LeHTp OOMOMIKHOI pe4OBUHU;
"BopLuariscbku "BopLuariBcbkuia 3a3HayeHHs NOBHOro ckragy
N XimiKko- XimiKko- XXenaTMHOBOI Kancynu
hapmaueBTny (apmaLeBTUYHNIA BiQMNOBIAHO 4O OpUriHANbHUX
HuM 3aBog" 3aBoa” Matepianis peecTpauinHoro
00Cbe
22. | MAKCTICTUH TabneTtkn no 8 mr TOB YkpaiHa, TOB "®apmekc YkpaiHa, nepepeecTpaLisi y 3B 513Ky i3 3a He UA/10012/01/01
Ne 30 (10x3), Ne "®apmekc KuiBcbka Mpyn" KviBcbka 3aKiHYEHHsIM TepMiHy aii peuenmom nidnseae
60 (10x6) y Mpyn" obn, o6bn, m. peecTpauiiHoOro NoCBiAYEHHS;
6nictepax y M. Bopucninb 3MiHa y MeToaax BUnNpobyBaHHS
nauui Bopucninb roTOBOrO NMiKapCbKOro 3acoby;
po3ain «YMoBu 36epiraHHs» B
MEeTOAaX KOHTPOSO rOTOBOrO
nikapcbkoro 3acoby npyMBeaeHo Yy
BiQNOBigHICTb 4O BUMOT
HacTtaHoBwu 3 sikocTi 42-3.3:2004:
« Jlikapcbki 3acobm.
Bunpo6yBaHHsa cTabinbHOCTI»
23. | MAKCTICTUH Tabnetkn no 16 TOB YkpaiHa, TOB "®apmekc YkpaiHa, nepepeecTpauis y 3B A3ky i3 3a He UA/10012/01/02
mr Ne 30 (10x3), "dapmekc KuniBcbka Mpyn" KuiBcbka 3aKiHYEHHSIM TepMiHy Aii peuenmom nidnsieae
Ne 60 (10x6) y Mpyn" obn, obn, m. peecTpauinHOro NocBigYeHHs;
6nictepax y M. Bopwucnine 3MiHa y MeTofax BUNpobyBaHHs
nauui Bopwucnine roToOBOroO fikapcbKoro 3acoby;

po3ain «YmoBu 36epiraHHs» B
METOAaX KOHTPOSIO rOTOBOIO
nikapcbKkoro 3acoby npuBefeHo y
Bi4NOBIAHICTb 4O BMMOI
HacTtaHoBwu 3 sikocTi 42-3.3:2004:
« Jlikapcbki 3acobm.
BunpobyBaHHs cTabinbHocTi»




Ne

Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
24. | MAKCTICTUH TabneTkn no 24 TOB YkpaiHa, TOB "®apmekc YkpaiHa, nepepeecTpauis y 3B A3Ky i3 3a He UA/10012/01/03
mr Ne 30 (10x3), "®apmekc KuiBcbka Mpyn" KuiBcbka 3aKiHYeHHSIM TepMiHy Ail peuenmom nidnseae
Ne 60 (10x6) y Mpyn" obn, obn, M. peecTpaLinHOro NoCBigYeHHs;
6nictepax y M. Bopwucninb 3MiHa y MeTofax BUNpobyBaHHs
nauui Bopucninb roTOBOroO fikapCbkoro 3acoby;
po3gain «YmoBu 36epiraHHs» B
MEeTOAaX KOHTPOS0 roOTOBOroO
nikapcbkoro 3acoby npvBeaeHo y
BiQNOBIOHICTb 4O BUMOT
HacTtaHoBwu 3 sikocTi 42-3.3:2004:
« Jlikapcbki 3acobw.
BunpobyBaHHs cTabinbHoCTi»
25. | HATPIO Kancynu Teepai MAT YkpaiHa, MAT "KuiBcbkuia YkpaiHa, nepepeectpauis y 38's3Ky i3 3a He UA/2091/01/01
OUKNO®EHAK- | no 25 mr Ne 30 "KuniBcbkuii M. Kuis BiTaMiHHWI 3aBog" M. Kuis 3aKiHYEHHSIM TepMiHy Aii peuenmom nidnsizae
KB (10x3) y BiTaMiHHUN peecTpaLinHOro nocBigYeHHs;
Onictepax 3asop" 3MiHM BHECEHO [0 iHCTPYKLUIT Ans
MEeOMYHOro 3aCTOCYBaHHS
npenapary 4o po3giny
"Moka3aHHA", a TakoX A0
posginis "Cnocib 3acTtocyBaHHs
Ta go3n", "ditn" BignosigHo 00
pecbepeHTHOro npenapary;
HaBeLEeHHs NOBHOrO cknaay
Kancyn BignosigHo oo
MaTepianie ipMu-BMpobHMKA
26. | HATPIKO NMOPOLLOK IxybinaHt IHaia Ixy6inanT Jland IHaisa nepepeecTpaLisi y 3B 513Ky i3 - He UA/9413/01/01
NMAHTOIMPA3O0I | (cybecTaHuia) y Jland CaieHc CaieHc JlimiTen 3aKiHYEHHSM TepMiHy ail nidnseae
nakeTtax Timiteq peecTpaLinHOro nocBigYeHHs;
NOABINHNX 3MiHa y MeToAax BMNpobyBaHHS
nonieTuneHoBnx A®I abo fitoyoi pevoBuHM; 3amiHa
ansa y napameTpax crneumdikaLin
BUPOOHULTBA Ta/abo OoNyCTUMUX MEX,
HeCTepUbHUX BU3HAYeHUX y cneundikauisax Ha
NiKapcbKnx ADI abo pjtovy pevoBUHY;
¢opm 36inbLUEHHST TEpMiHY

npuaaTHOCTI (3aTBEpOKEHO: 2
pOKW; 3anpornoHoBaHo: 5 pokis);
npvBeAeHHs yMoB 36epiraHHs y

Bi4NOBIAHICTb 4O BUMOI
MoOHorpadii €Bponencobkoi
dapmakonei; nogaHHs HOBOro




Ne
3/n

Hasea
JliKapcbK020
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®Popma sunycky

3asi8HUK
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Bupob6Huk
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eionycky
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BaHHHsA

Howmep
peecmpauitiHo2
0 MoCceidYeHHs

ceptudikaTta BignoBiAHOCTI
€Bponeiickbkin hapmakonei ans
A®I abo gitoyoi peyoBUHM Big
Jir4oro BMpobHuka

27.

HEWPAITH

kancynu no 300
mr Ne 30 (10x3) y
Onictepax, Ne
100 y donakoHax

dapmacanHc
IHK.

Kanapa

dapmacanHc IHk.

KaHapa

nepepeecTpauis y 3B A3ky i3
3aKiHYEHHsM TepMiHy gii
peecTpauinHOro NocBigYeHHs;
3MiHa napameTpiB cneuundikauin
Ta/abo JonycTUMNX Mex
roTOBOrO fikapCcbKoro 3acoby;
3MiHM OO0 iHCTPYKUil Ans
MEeOMYHOrO 3aCTOCYBaHHS
npenapary Ao po3ainis
"MNokasaHHs", "Cnocib
3acToCyBaHHA Ta 4o3un";
npvBeAEeHHsS1 yMOB 30epiraHHs
nikapcbkoro 3acoby Ao
KepiHuuTtBa €C
CPMP/QWP/122/02

3a
peuerimom

He
nionsicae

UA/1185/01/02

28.

HEWPANTIH

kancynu no 400
mr Ne 30 (10x3) y
6nictepax, Ne
100 y dhnakoHax

dapmacanHc
IHK.

KaHaga

dapmacanHc IHk.

KaHaga

nepepeectpauis y 38's3Ky i3
3aKiHYEHHSIM TepMiHy gii
peecTpaLinHOro nocBigYeHHs;
3MiHa napameTpiB cneuundikauin
Ta/abo OonycTMMUX MeX
roToOBOroO fikapcbKoro 3acoby;
3MiHM OO0 iIHCTPYKUil Ans
MEeOMYHOrO 3aCTOCYBaHHS
npenapary Ao po3ainis
"MokasaHHa", "Cnocid
3acToCyBaHHA Ta 4o3un";
npmBeaeHHs yMoB 36epiraHHs
nikapcekoro 3acoby go
KepiBHuuTtBa €C
CPMP/QWP/122/02

3a
peuerimom

He
nionsicae

UA/1185/01/03

29.

HEWPANTIH

kancynu no 100
mr Ne 30 (10x3) y
6nictepax, Ne
100 y donakoHax

dapmacanHc
IHK.

KaHaga

dapmacanHc IHk.

KaHaga

nepepeectpauis y 38's3Ky i3
3aKiHYeHHsIM TepMiHy Aii
peecTpaLinHOro NocBigYeHHs;
3MiHa napameTpiB cneuudikauin
Ta/abo OonyCTUMUX MeX
roTOBOrO flikapcbkoro 3acoby;
3MiHM OO0 iIHCTPYKUii Ans

3a
peuenmom

He
nionsizae

UA/1185/01/01
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MEeLMYHOro 3aCTOCYBaHHS

npenapary Ao posainis
"MokasaHHsa", "Cnocid

3acTocyBaHHs Ta 4o3un";

npuBeaeHHs yMoB 36epiraHHs
nikapcekoro 3acoby ao

KepisHuuTtBa €C
CPMP/QWP/122/02

30.

MACTA
TEAMYPOBA

nactano25ry
OaHKax CKNsAHUX
abo y Tybax
anomiHieBux 6e3
nayku; no 25ry
Tybi antomiHieBin
Ne 1

TOB
"TepHocapm"

YkpaiHa,
M.
TepHoninb

TOB
"TepHocbapm"

Ykpaina, m.
TepHoninb

nepepeecTtpauis y 3B A3Ky i3
3aKiHYeHHSIM TepMiHy Aii
peecTpaLinHOro NOCBIgYEHHS;
3MiHa B ymoBax 30epiraHHsi
roTOBOro fnikapCcbkoro 3acoby;
BUITYYEHHST BUPOBHUYOI AinbHULI
(Bkntoyatoum ginbHuui gna Adl
abo fitoyoi pevyoBMHW); 3MiHN Y
npoueci BUpOOHULITBA rOTOBOrO
nikapcbkoro 3acoby; 3miHa
poamipy cepii M3; 3miHa
BMpobHuka AdI abo gitouoi
peyoBMHU; 3MiHa NapameTpiB
cneuudikauin Ta/abo
JONyCTUMUX MEX Ans
[OMOMIKHOI PEYOBMHM; 3MiHa Y
napameTpax crneumdikaLin
Ta/abo JonycTUMUX MEX,
BU3Ha4YeHUX y cneundikauisx Ha
Al abo gitody pevyoBUHY

bes
peuenma

nionsieae

UA/1089/01/01

31.

NIMA®YLUH®

kpem, 20 mr/r no
30 ry Ty6ax Ne 1

Actennac
dapma HOpon
B.B.

HigepnaHg
"

Temmnep Itania
C.p.n.

ITania

nepepeecTpauis y 3B A3ky i3
3aKiHYEHHSIM TepMiHy gii
peecTpauinHOro NocBigYeHHs;
3MiHa ynoBHOBaXXeHOT ocobu,
BianoBiganbHoOI 3a
cdapmakoHarnsag; 3amiHa B
KOHTaKTHUX AaHUX
ynoBHOBaXeHoi ocobu,
BianoBiganbHoOI 3a
dapmakoHarnsg; npuBegeHHs
Ha3B JOMOMKHUX PEYOBUH Y
BiAMNOBIAHICTb 4O BUMOT Hakasy
MO3 Ykpainn Ne 339 Big

bes
peuenma

nionsicae

UA/4370/02/01




Ne
3/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky

3asi8HUK

Kpaina

Bupob6Huk

Kpaina

PeecmpauyitiHva npouyedypa

Ymosu
eionycky

Peknamy
BaHHHsA

Howmep
peecmpauitiHo2
0 MoCceidYeHHs

19.06.2007

32.

NOJIDKUHAKC
BIPTO

emMyrnbcis
BariHanbHa y
kancynax Ne 6
(3x2) y
6nictepax

JTabopartopis
IHHOTEK
IHTepHacboH
anb

®dpaHuida

IHHOTepa LLysi

DdpaHuiqa

nepepeecTpauis y 3B A3Ky i3
3aKiHYeHHsIM TepMiHy Aii
peecTpauiiHoOro NoCBiAYEHHS;
3MiHa Ha3Bu Ta/abo agpecu
3as8BHUKA; 3MiHN BHECEHO O0
IHCTPYKUIT ANs MeanyHoro
3acToCyBaHHA npenapary Ao
po3ainy "lNMokasaHHsa" BignNoBiaHO
[0 BUCHOBKY KOHCYNbTaTUBHO-
eKcrnepTHOI rpynu Ta KOpoTKOI
XapakTepucTuKu npenapary;
nofdaHHs HoBoro ato
OHOBMEHOro cepTudpikaTa
BiQNOBIAHOCTI €BPONENCHKIN
dapmakonei gns A®| abo gitoyoi
pevoBMHM (BiA Ait0YOro
BMPOOHUKA); 3MiHY B
cneumndikauii Ta meTogax
KOHTPOIIO SIKOCTi; NpUBEAEHHS
Ha3BW nikapcbkoi hopmu y
BiQNOBIAHICTb 0O BMMOr Hakasy
MOS Ykpainm Ne 500 Big
20.07.2006.; po3gin «YmoBu
30epiraHHs», METOAIB KOHTPOSHO
SIKOCTi FOTOBOIO JiKapCbKOro
3aco0y, npvBeaeHo 00 BUMOT
HactaHoBu 42 — 3.3:2004;
yTouHeHHs kogy ATC BignosigHo
00 MibXHapOAHOro
knacudgikatopa BOO3

3a
peuenmom

He
nionsizae

UA/7254/01/01

33.

TIOLETAM®

TabneTkn, BKPUTI
o6onoHkoto, Ne
30 (10x3), Ne 60
(10x6) y
6nictepax y
navui

MAT
"Tannydapm”

Ykpaina, M.
JlbBiB

NAT
"KniBmeanpenapa
™

YkpaiHa,
M. Kuis

nepepeecTpauis y 3B A3Ky i3
3aKiHYEHHSIM TepMiHy Aii
peecTpaLinHOro NOCBigYeHHS;
3MiHeHo koa ATX BignosigHo o
MikHapogHoro knacudikatopa
BOO3; 3miHa y meTogax
BMNPOGYBaHHS rOTOBOTO
nikapcekoro 3acoby; 3amiHa
napameTpiB crieumdikauin
Ta/abo AoNyCTUMUX MEX

3a
peuerimom

He
nionsicae

UA/0693/01/01




Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
roTOBOIO JiKapCbKOro 3acoby
34. | TUPOTEH® 0,9 NOpPOLLOK A1is [xeH3anm HinepnaHg BTOPUHHA Benuka nepepeecTpawisi y 3B's3Ky i3 Ba peyernmom He UA/9743/01/01
Mmr NpUroTyBaHHA lOpon B.B. " ynakoBka, [O3BInN BpuTtaHis/ 3aKiHYEHHSM TepMiHy Ail nidnseae
posuuHy (0,9 Ha BUMYCK cepii: CLUIA peecTpauiniHoOro NoCBiAYEHHS;
mr/mn) ans [bxeHzanm 3MiHa agpecu BUpobHuKa; 3MiHa
iH ekuin no 1,1 Tlimiten, Benuka HalMeHyBaHHSA BUPOGHMKa
Mr y cpbnakoHax BpuTaHis; roTOBOrO NMiKapCbKOro 3acoby;
Ne 2 nepsuHHa 3MiHM BHECEHO [0 iHCTPYKLUIT ans
ynakoBKa: MeOMYHOro 3aCTOCYBaHHS
Xocnipa IHk., npenapary Ao posainy
CLUA; "dapmMakosnoriyHi BnacTtmeocTi”,
BMPOBOHULITBO "Cnocib 3acTocyBaHHsl Ta 4o3un"
Hepo3dacoBaHoi (yTOYHEHHS AO3yBaHHS),
npoayKLUii: "OcobnuBocTi 3acTocyBaHHS"
[xeH3anm BiANOBIAHO 4O OHOBMEHOI
KopnopeuH, KOPOTKOI XapaKTepnCTUK1
CWA npenaparty Ta BucHoBky KEI
"EHgokpuHonoris. Jlikapcbki
3acobu"; amiHa y meToaax
BMNPOGYBaHHSI rOTOBOTO
nikapcbkoro 3acoby; NpMBeAeHHs
Ha3B AOMOMIKHUX PEYOBUH Y
BignoBigHicTe o Hakazy MO3
Ykpainn Ne 339 Big 19.06.07;
npmBeaeHHs yMoB 36epiraHHs
roTOBOrO fikapcbKoro 3acoby o
Bumor KepisHuutea ICH Q1A
(R2) Stability Testing Of New
Drug Substances And Products;
3a3HayYeHHs PYHKLiN BUPOBHWKiB
roTOBOrO MiKapCbKOro 3acoby;
BuaaneHHs Hanucy "flip off" 3
KOBMNayka antoMiHieBoro
35. | TPUTTIKO TabneTku AsieHge Kimike ITania AsieHpe Kimike ITania nepepeecTpawisi y 3B 513Ky i3 3a He UA/9939/01/01
NPOMOHroBaHol PiyHiTe PiyHiTe AHxeniHi 3aKiHYeHHSIM TepMiHy Ail peuyenmom nidnseae
Aii no 75 mr Ne AHXeniHi dpaHyecko peecTpauinHoOro NocBiAYEHHS;
30 (10x3) y ®paHyecko AKP.A®. C.nA. 3MiHa HaliMeHyBaHHs Ta/abo
Onictepax AKP.AO. MiCLLe3HaXOoKEeHHS1 BUPOOHMKaA
C.n.A roTOBOrO MiKapCcbKoro 3acoby,

BKIHOYA0UM MicLe NPOBEAEHHS
KOHTPOJO SIKOCTi (BUPOOHMYa
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OiNbHULS BUMYCKY cepii); 3MiHa
napameTpiB crnewumdikauin
Ta/abo JonycTUMNX MeXx
roTOBOrO fikapCbKoro 3acoby;
3MiHa y MeTofax BUNpobyBaHHs
roTOBOrO MiKapCbKOro 3acoby;
3MiHa y napameTpax
cneuudikauii Ta/abo
[OMYCTUMMNX MEX, BUSHAYEHMUX Y
cneumdikauisx Ha A®I abo gitouy
peYoBUHY; 3MiHa y MeTofax
BUNpobyBaHHa ADI abo aitoyoi
pEeYvOoBUHM; Ha3BY NikapCbKoi
dhopmu NpuBeaeHo y
Bi4NOBIOHICTb 4O BMMOT Hakasy
Ne500 MO3 Ykpainu Big
20.07.2006p. Ta opuriHanbHUX
MaTepianiB BUPOOHMKa;
npuBeaeHHs Ha3B AOMNOMIKHUX
peyoBMH Y BigNOBIAHICTb 4O
Hakasy MOS Ykpainn Ne339 Bia
19.06.2007 p.

36.

TPUTTIKO

Tabnetkn
NPOSIOHroBaHOT
Aii no 150 mr Ne
20 (10x2) y
Onictepax

AsieHge Kimike
PiyHiTe
AHXeniHi
dpaHyecko
AKP.AO.
C.n.A

ITania

AsieHpe Kimike
PiyHiTe AHxeniHi
dpaHyecko
AKP.A®. C.nA.

ITania

nepepeecTpauis y 3B A3ky i3
3aKiHYEHHSIM TepMiHy Aii
peecTpauinHOro NocBigYeHHs;
3MiHa HaiMeHyBaHHs Ta/abo
MicLie3HaxX04)KEHHS1 BUPOOHWMKa
roToBOro fnikapCcbkoro 3acoby,
BKIIOHA0UM MicLie NpOBEAEHHS
KOHTPONIO SIKOCTi (BUPOBHMYa
AiNbHULS BMNYCKY cepii); 3MiHa
napameTpiB crneumdikauin
Ta/abo OonyCcTUMUX MeX
roTOBOrO fikapCcbKoro 3acoby;
3MiHa y MeTofax BUNpobyBaHHs
roToOBOroO fikapCbkoro 3acoby;
3MiHa y napameTpax
cneuudikauin Ta/abo
[ONYCTUMUX MEX, BUSHAYEHMX Y
cneuudikauisix Ha APl abo gitouy

pEeYoBUHY; 3MiHa y MeTogax

3a
peuerimom

He
nionsieae

UA/9939/01/02




Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
BunpobyBaHHA ADI abo gitoyoi
peyvoBUHM; Ha3BY NikapCbKoT
dopmMu NpuBeaeHo y
Bi4NOBIAHICTb 4O BMMOr Hakasy
Ne500 MOS3 Ykpainu Big
20.07.2006p. Ta opuriHanbHWX
maTepianis BUpobHuKa;
npuBeaeHHS Ha3B AOMOMIKHMX
pPEeYoBUH Y BIAMNOBIAHICTL OO
Hakasy MOS Ykpainu Ne339 Big
19.06.2007 p.
37. | PNOKCIYM® TabneTkn, BKPUTI MAT YkpaiHa, MAT YkpaiHa, m. nepepeecTpauis y 3B'a3Ky i3 Ba peyenmom He UA/1315/01/01

NniBKOBOIO "KuiBmeanpen M. Knis "Kuismeanpenapa Kuis 3aKiHYEHHSM TepMiHy ail nidnseae
060noHKO, MO apat” T peecTpaLinHOro NocBigYeHHs;
500 mr Ne 5 3MiHa TOProBernbLHOI Ha3Bu
(5x1), Ne 10 nikapcbkoro 3acoby
(10x1) y (3aTBepmKeHO: Orokciym); 3MiHM
6nictepax y BHECEHO J0 iHCTPYKUiT Ans
navui

MEeOMYHOro 3aCTOCYBaHHS
npenapary oo po3giny
"MokasaHHsA", a TakoX A0
po3giny "Cnocib 3acTtocyBaHHsi
Ta gos3n" BigNoBiAHO A0
pedepeHTHOro npenapary; 3amiHa
y napameTpax crneumdikawin
Ta/abo JonyCcTUMNX MEX,
BU3Ha4YeHUX y cneundikauisx Ha
Al abo pgitovy peqoBUHY; 3MiHa
y MeTofax BunpobyBaHHs ADI
abo Aito4oi pevyoBMHU; 3MiHa Y
MeToAax BunpobysBaHHA
OOMOMIXKHOT PEYOBMHU; 3MiHa
YNOBHOBAXEHOI 0cobu,
BignoBiganbHoI 3a
dapmakoHarnsg;
npuBeaeHHs! Ha3B AOMOMIKHUX
peyoBMH Y BigNOBIAHICTb A0
Hakasy MOS Ykpainn Ne339 Bia
19.06.2007p.; 3miHa B MmeToaax
BUNpobyBaHb rOTOBOIO
nikapcbKoro 3acoby




Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupob6Huk Kpaina PeecmpauyitiHva npouyedypa Ymoeu Peknamy Howmep
3/n JNliKapcbK020 eionycky 8aHHS1 peecmpauitiHo2
3acoby 0 MoCceidYeHHs
38. | PYPOCEMIO Tabnetkn no 40 MAT YkpaiHa, MAT "JlyraHcbkui YKkpaiHa, nepepeecTpauis y 3B 3Ky i3 3a He UA/1266/01/01
mr "IyraHcbkui M. Ximiko- M. JlyraHcbk 3aKiHYeHHSIM TepMiHy Ail peuyenmom nidnseae
Ne 10 (10x1), Ne XiMiKo- JlyraHcbk dapmMaueBTUYHUI peecTpaLinHOro NOCBIgYEHHS;
50 (10x5) y dapmaueBTny 3asoa" 3MiHa y MeTofax BUNpobyBaHHs
Gnictepax HuWI 3aBoa" O0MOMDKHOI peYOBMHU; 3MiHWU A0
IHCTPYKLUIT 4Na MeanyHoro
3acTocyBaHHA go posginy "Hitn"
39. | XENNNEKC® NMOPOLLOK AJis Mogi Xenc LLisenuapia Annekc ®apma LWsenuapis/ nepepeecTpauin y 3B'a3ky i3 |6e3 peuenma nidnsieae UA/10214/01/01
AHTUKONAO opanbHoro mb6X CA, Weenuapis/ IHAis 3aKiHYEHHSIM TepMIHY aii
YAN PO34UHY 3 CaBa Xenckea peecTpaLinHOro NoCBigYeHHs;
JIMMOHHUM NTAa, 1Hais 3MiHa napameTpiB cneuundikauin
cMakoMm no 4ry Ta/abo JonycTUMMNX MeXx
cawe Ne 4, Ne 5, roTOBOrO fikapCbKoro 3acoby;
Ne 6, Ne 10, Ne OHOBMEHUN cepTudikat
20 BiANOBIAHOCTI BiA Aito4oro
BUPOGHMKA
40. | XENMNEKC® NOpPOLLOK A5is Mosi Xenc LLisenuapis Annekc ®apma Weenuapis/ nepepeecTpawisi y 3B's13Ky i3 be3 peuenma nionsieae UA/10215/01/01
AHTUKONAO opanbHoro m6X CA, Weenuapis/ IHais 3aKiHYEHHSIM TepMiHY aii
YAHK pPO34KHy 3 Casa Xenckea peecTpauiiHoOro NoCBiAYEHHS;
MarnuMHOBUM J1n, IHais 3MiHa napameTpiB cneundikauin
cMakom no 4 ry Ta/abo JonycTUMmnx Mex
cawe Ne 4, Ne 5, roTOBOrO MiKapCbKOro 3acoby;
Ne 6, Ne 10, Ne OHOBJEHUN cepTudikat
20 BigMOBIAHOCTI Bifg Aitoyoro
BUPOBHMKA
41. | YAPO3ETTA® TabneTkn, BKPUTI Wepinr-Mnay | LWeenuapis H.B. OpraHoH HigpepnaHagun nepepeecTpaLisi y 3B 513Ky i3 3a He UA/9993/01/01
NniBKOBOIO CeHtpan lct 3aKiHYEHHSM TepMiHy ail peuenmom nidnseae
0bonoHkKoto, Nno Al peecTpaLlinHOro nocBigYeHHs;

0,075 mr Ne 28
(28x1), Ne 84
(28x3), Ne 168
(28x6) y
Gnictepax

npmBeaeHHs yMoB 36epiraHHs
roTOBOro Nikapcbkoro 3acoby Ao
Bumor KepisHuuytea ICH Q1A
(R2) Stability Testing Of New
Drug Substances And Products;
3MiHa HaiMeHyBaHHs Ta/abo
MicLie3HaxX04XKEHHs1 BUPOOHWMKa
roToOBOro fikapCcbkoro 3acoby,
BKIItOMA0UM MicLie NpoBeAEeHHS
KOHTPOIO AKOCTI; 3MiHa
napameTpiB creumdikauin
Ta/abo OonyCTUMUX MeX
roTOBOrO JiKapCbKoro 3acoby




