Oopartok 2

no Hakasy MiHicTepcTBa OXOpOHMU
3n00poB’sa YKpaiHu

15.07.2015 Ne 432

NEPENIK
NEPEPEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEOAUWYHUX IMYHOBIOJIOINYHUX NMPEMNAPATIB), AKI BHOCATbLCA A0
OEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ea ®dopma sunyckKy 3asieHuUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Peknamy Howmep
n/n | nikapcbKo eionycky 8aHHSs1 peecmpauyiliHo2o
20 3acoby noceid4YyeHHs
1. BIOBEH PO34YMH Ans iH’eKuin no TOB YkpaiHa MpAT YkpaiHa nepepeecTpauis y 3B A3Ky i3 3a He UA/14526/01/01
MOHO® 25 mn, 50 mn abo 100 "BIOPAPMA "BIODPAPMA" 3aKiHYEHHSIM TepMiHy Aii peuenmom nionsicae
My nnsiwkax Ne 1 MNA3SMA" peecTpauiHoro NOCBigYeHHS; 3MiHa

yNoBHOBaXeHoi ocobw, BignoBiaanbHoI
3a papmakoHarnsag; amiHa B
KOHTaKTHUX JaHUX YNOBHOBaXEHOI
ocobw, BignoBsiganbHoi 3a
hapmakoHarnsag; amiHa ToproBernbHoT
Ha3BW Nnikapcbkoro 3acoby (byno:
BioBeH MoHO® (IMyHOrnobyniH noanMHN
HOpMarnbHUI PiaKMA Ang
BHYTPILLHBOBEHHOTO BBEEHHS); 3MiHa Y
mMeToaax BUnpobyBaHHSA roTOBOro
nikapcbkoro 3acoby; BUNpaBneHHs
TeXHIYHOI NoMurku 3rigHo n. 4.2.3 (r)
Hakady MO3 Ykpainu Big 26.08.2005
Ne426 (y pepakuii Hakazy MO3 YkpaiHu
Big 04.01.2013 Ne3) B Ha3Bi NikapcbKoi

cdopmu
2. BIOBEH PO34MH Ans iH'eKUin in TOB YkpaiHa MpAT YkpaiHa nepepeecTpawisi y 3B 53Ky i3 3a He UA/14527/01/01
MOHO® bulk no 25 mn y "BIO®APMA "BIOPAPMA" 3aKiHYEHHAM TepMiHy Ail peuernmom nidnseae
nnsawkax Ne 96; in bulk MNA3SMA" peecTpaLinHOro NocBigvYeHHs; 3MiHa
no 50 mn no YNOBHOBaXeHOI 0cobu, BiANOBiganbHOI
y nnsawkax Ne 56 3a (hapmakoHarnag; amiHa B

KOHTaKTHUX JaHWX YNOBHOBaXEHOI
ocobwu, BignosiganbHoi 3a
cdapmMakoHarnag; amiHa ToproBesibHoI
Ha3BW nikapcbkoro 3acoby (byno:
BioBeH MoHO® (IMyHOrnobyniH nioanHn
HOpManbHUA pigkMn Ans
BHYTPILUHbOBEHHOTO BBEEHHS); 3MiHa Y
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nocei04YeHHs1

MeToaax BUNpobyBaHHS roTOBOroO
nikapcbKkoro 3acoby; BUNpaBreHHs
TEXHiYHOI nomunku 3rigHo n. 4.2.3 (r)
Hakasy MOS3 YkpaiHu Big 26.08.2005
Ne426 (y pepakuii Hakazy MO3 Ykpainu
Big 04.01.2013 Ne3) B Ha3Bi NikapCcbKoi
cdopmm

BICAKO
un
FPIHOEKC

TabneTtku, BKpUTI
060roHKo10,
KMLLKOBOPO34MHHI Nno 5
mr Ne 40 (10x4) y
OnicTtepax

AT "lpiHpekc"

NaTBis

AT "lpiHgekc"

JlaTBisi

nepepeecTtpauis y 38 3Ky i3
3aKkiHYEeHHsIM TepMiHy Al
peecTpaLinHOro NoCBiAYEHHST; 3MiHM
BHECEHO 0 iHCTPYKLUiT AN MeanyHoro
3aCTOCyBaHHA npenaparty 40 po3ainy
"Moka3aHHA" (YTOYHEHHS MOKa3aHb), a
Takox Ao po3sainis "Cnoci6
3acTocyBaHHS Ta 403U" (YyTOYHEHHS
posyBaHHs), "diTn" BignosigHo oo
pedepeHTHOro npenapary Ta
iHdbopmaLii aHanoriyHMx npenaparis;
3MiHa ynoBHOBaXeHoi ocobu,
BiNOBiAanbHOI 3a hapmakoHarnsag;
3MiHa B KOHTAKTHUX JaHWX
yNoBHOBaXeHoi ocobw, BignoBiaanbHoI
3a (hapmakoHarnsaz; yMosu 36epiraHHs
roTOBOroO fikapCbKoro 3acody
npvBeaeHo Y BiANOBIAHICTb A0
pekomeHaauin KepisHmyrtea ICH
Q1A(R2)

bes
peuenma

He
nionsizae

UA/3726/01/01

BPUMNbSAH
TOBUW _
3ENEHWN

PO34unH ans
30BHILLHBLOrO
3aCTOCYBaHHS,
cnuptoBuin 1 % no 10
mn, 20 mn, 25 mn'y
dnakoHax

OepxaBHe
niaAnpUEMCTBO
"EKCnepuMeHT
arnbHU 3aBof,
MeaNYHUX
npenaparis
IBOHX HAH
YkpaiHu"

YkpaiHa

HepxxaBHe
nianpueMCTBO
"EKCnepuMeHT
anbHU 3aBof
MeaNYHMX
npenaparis
IBOHX HAH
Ykpainun"

YkpaiHa

nepepeecTpauis y 3B A3Ky i3
3aKiHYEeHHSIM TepMiHy Aii
peecTpauinHOro NocBigYeHHs; 3MiHEHO
kog ATX BignoBigHO 4O MibXXKHApoOgHOro
knacudikatopa BOO3; amiHa B ymoBax
36epiraHHs roTOBOro NikapcbKoro
3acoby

bes
peuenma

nionsicae

UA/1914/01/01

BUMPOCA
nB®

masb no 30 r abo no 50
ry tyb6ax Ne 1

AT "I'piHaekc"

JNaTBis

AT
TanniHHCbKMI
tapmaueBTu4
HWIA 3aBoA

EcToHis

nepepeecTpauis y 3B A3Ky i3
3aKiHYeHHsIM TepMiHy Ail
peecTpauiHOro NOCBIgYEHHS; 3MiHa
ynoBHOBaxeHoi ocobw, BignoBiaanbHoT
3a papmakoHarnsag; amiHa B
KOHTaKTHUX JaHUX YNOBHOBAXEHOI

bes
peuenma

nionsicae

UA/3885/01/01
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ocobu, BignosiganbHoi 3a
hapmakoHarnsag; amiHa napameTpis
cneuudikauii Ta/abo gonycTMMmx Mex
rOTOBOrO NiKapCbKOro 3acoby; 3amMiHa y
MeToAax BMNPOOYyBaHHSI rOTOBOrO
nikapcbkoro 3acoby

FABAMNEH
TWUH

NOpOLLOK (CybcTaHLUis)
y nakeTax noAaBiiHMX
nonieTMneHoBnx ans
dapmaLeBTUYHOro
3aCcTOCyBaHHSA

MAT "®apmak"

YkpaiHa

JTabopaTopio
Yimiko
IHTepHazioHan
e Ec.ni.En.

ITania

nepepeecTpauis y 3B 43Ky i3
3aKkiHYeHHsIM TepMiHy Al
peecTpauiHOoro NocBiaYeHHs1; NoAaHHA
HOBOro abo OHOBMEHoro cepTudikaTa
BiQMNOBIAHOCTI €BPONENChKIN
dapmakonei gnst APl abo gitoyoi
peyoBMHU (cepTudpikaT BiANOBIQHOCTI
€Bponelicbkiii hapmakonei) - HoBUiA
cepTudikaT BigNOBIAHOCTI Big Ait040oro
BMPOOHUKA; YyTOUHEHHS iHdopMmaLii
LLIOA0 BUKOPUCTaHHS cybCTaHLil;
npvBeAEeHHS Y BIANOBIAHICTb 4O BUMOT
KepisHmutea CPMP/QWP/609/96/Rev 2
yMOB 30epiraHHs Aito4oi pe4oBrHN

He
nionsizae

UA/10901/01/01

ENEYTEP
OKOKY

EKCTPAK
T PIOKUNA

€KCTPaKT opanbHuii Nno
50 mn y donakoHax

TOB "OKM
"®apmaueBTny
Ha dhabpuka"

YkpaiHa

TOB "OKN
"®apmaueBTny
Ha chabpuka"

YkpaiHa

nepepeecTpauis y 3B A3Ky i3
3aKiHYeHHSM TepMiHy Ail
peecTpauiHOro NOCBIgYeHHS; 3MiHa
napameTpiB cneuudikaui Ta/abo
4ONYyCTUMUX MEX FOTOBOrO Nikapcbkoro
3acoby; 3amiHa y meToaax
BUNPOB6yBaHHA rOTOBOrO NiKapCbKOro
3aco0by; npvBeAeHHs1 yMOB 30epiraHHs y
BignoBiaHicTb A0 BUMor HactaHosu 42-
3.3:2004 «BunpobyBaHHs
cTabinbHOCTI»; NpMBEAEHHS HAa3BU
nikapcbkoi popmu fo Hakazy MO3
Ykpainu Big 20.07.2006 p.
Ne 500; yTouHeHHs kogy ATX

bes
peuenma

nionsicae

UA/3544/01/01

ETUNOBU
W E®IP A-
BPOMI3O
BAJIEPIA
HOBOI

KUCNnoTu

piavHa (cybcTaHuis) y
hrnakoHax CKNsSHUX Ans
hapmaLeBTUYHOTO
3aCTOCYBaHHS

MAT "dapmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

nepepeecTpauis y 3B A3Ky i3
3aKiHYEHHSIM TepMiHy Aii
peecTpaLinHOro NoCBigYEeHHS;
3a3HaYeHHSs PULANYHOT Ta bakTUYHOI
agpecu BUpobHUKa; 3MiHa y meTogax
BUNpobyBaHHsa ADI; 3miHa y
napameTpax cneuudikadivi Ta/abo

He
nionsicae

UA/3299/01/01
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JONYyCTUMUX MEX, BUSHAYEHMUX Y
cneyudpikauiax Ha ADI; BunyyeHHa
naKkyBaHHS!; YTOYHEHHS BUKOPUCTaHHS
cybcTaHuii BignosigHo go sumor oY

3UTPOKC

TabneTkn, BKPUTI
obornoHkoto, no 250 mr
Ne 6 y cTpunax

Makneopgc
dapmacboThK
anc Jlimiteq

IHApis

Makneoac
dapmacboThK
anc Jlimiteq

IHAis

nepepeecTpauis y 3B A3Ky i3
3aKiHYeHHsIM TepMiHy Ail
peecTpauifHoOro NOCBIAYEHHS; 3MiHM 40
IHCTPYKUiT 4na MeguyHoro
3acTOCYBaHHS npenaparty Ao po3giny
"MokazaHHa", a Takox Ao po3ainis
"Cnocib 3actocyBaHHs Ta go3un"
(yTOYHEHHS [o3yBaHHS) BIiONOBIAHO A0
pedepeHTHOro npenapary; 3miHa
napamMeTpiB crneumdikauin Ta/abo
JONyCTUMUX MEX rOTOBOrO NikapcbKoro
3acoby

3a
peuerimom

He
nionsieae

UA/3160/01/01

10.

3NTPOKC

TabneTtku, BKpUTI
obonoHkoto, no 500 mr
Ne 3 y ctpunax

Makneogac
dapmacboTuK
anc Nimiteq

IHais

Makneonc
dapmacboTuK
anc Niviteq

IHais

nepepeecTpauis y 38 A3Kky i3
3aKiHYEHHAM TepMmiHy aii
peecTpauinHOro NocBig4YEeHHS; 3MiHM 4O
iHCTPYKUiT Ana MeguyHoro
3acToCyBaHHA npenaparty A0 po3giny
"MokasaHHA", a TakoX 4O po3ainis
"Cnocib 3acTocyBaHHs Ta Jo3un"
(yTOYHEHHs [o3yBaHHS) BIiANOBIAHO A0
pedepeHTHOro npenapary; 3amiHa
napameTpiB cneumdikauin Ta/abo
AONYyCTUMMX MEX rOTOBOrO ikapcbkoro
3acoby

3a
peuerimom

He
nionsicae

UA/3160/01/02

1.

KNOBEWUT
®

masb, 0,5mMr/rno25ry
Tybax Ne 1

TOB
"BAJIEAHT
SAPMACBLIOT
IKAN3"

YkpaiHa

dapmsaBof
Enbda A.T.

MNonbwa

nepepeectpauis y 38 43Ky i3
3aKkiHYEeHHsIM TepMiHy Ail
peecTpauinHOoro NocBiaYeHHs1; NoAaHHA
HoBOro abo oHoBMeHoro cepTudikarta
BiQMNOBIAHOCTI €BPONENChKIN
dapmakonei ana A®l abo gitoyoi
peyoBUHW/ONA BUXIQHOIO
MaTepiany/peareHTy/npoMiXHOro
NpoAyKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOGHULTBI ADI abo gitoyoi
peyoBUHW/ANSA AONOMIKHOI PEYOBUHMU
(cepTudikat BigNOBIAHOCTI
€Bponencbkin papmakoner) -

3a
peuerimom

He
nionsieae

UA/3512/02/01
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Ne

Haszea ®dopma surnycky 3asieHuK Kpaina Bupob6Huk KpaiHa Peecmpauitina npoyedypa Ymoeu Peknamy Howmep
n/n | nikapcbKo eionycky 8aHHSs1 peecmpauyiliHo2o
20 3acoby noceid4yeHHs
OHOBMEHU cepTudikaT BigNOBIAHOCTI
Bi Oit04Oro BUPOOHMKA; 3MiHN 0
iCHyt04Oi cnuctemn chapmakoHarnsgy, sk
3a3Ha4veHo B OMNKUCi cuctemm
dapmakoHarnsgy
12. KNOBEWT | kpem, 0,5Mr/rno 251y TOB YkpaiHa dapmsasog Monblwa nepepeecTpawisi y 3B 53Ky i3 3a He UA/3512/01/01
® Tybax Ne 1 "BAJNIEAHT E€nbda A.T. 3aKkiHYeHHsIM TepMiHy Ail peuernmom nidnseae
SAPMACHLIOT peecTpauinHOoro NocBiaYeHHs1; NoAaHHA
IKA3" HoBOro abo oHoBMeHoro cepTudikarta
BiQMNOBIAHOCTI €BPONENCHKIN
dapmakonei ana A®l abo gitoyoi
peyoBUHW/ONSA BUXIQHOTO
MaTepiany/peareHTy/npoMiXKHOro
NpoAYyKTY, LLO BUKOPUCTOBYIOTLCS Y
BUPOGHULTBI ADI abo gitouoi
peyoBUHW/ANSA AONOMIKHOI PEYOBUHU
(cepTudikat BigNOBIAHOCTI
€Bponeicbkin hapmakonei) -
OHOBNEHU cepTudikaT BiANOBIAHOCTI
Bif, Ait04Oro BUpOOHUKA; 3MiHa
napamMeTpiB cneumgikadin Ta/abo
JONyCTUMUX MEX rOTOBOrO NikapcbKoro
3acoby; 3MiHW 0 iCHyH4Oi cuctemm
hbapmakoHarnsigy, sik 3a3Ha4eHo B
onuci cuctemu dpapmakoHarnagy
13. | KOPAKCA | tabnetkwu, BKpuTi Jie PpaHuis JTabopaTopii PpaHuia/ nepepeecTtpauis y 38 53Ky i3 3a He UA/3905/01/01
H® 5 MI' nniskoBoto obornoHkow, | JIABOPATYAP CeppB'e IpnaHgia 3aKiHYEHHSIM TepMiHy Aii peuenmom nionsizae
no CEPBE IHgacTpi, peecTpauinHOro NocBiAYeHHs;
5 mr Ne 28 (14x2), Ne PpaHuis; YTOYHEHHS po3ainy «Onuc» y 3B’A3Ky 3
56 (14x4) y 6nictepax Cepr'e npuBedeHHAM 0o MaTepianiB dipmu
(lpnaHgist) BUPOBHMKA; YTOUHEHHS JOMOMIKHMX
IHpactpic Jl1a, peyvoBVH BiONOBIAHO OO MaTepianis
IpnaHais ipmy BUpoGHMKa
14. KOPAKCA | Tabnetku, BKpuUTI e DdpaHuis JTabopartopii DpaHuisa/ nepepeecTpauis y 3B°A3Ky i3 3a He UA/3905/01/02
H® 7,5 Ml | nniBkoBoto obonoHkot, | JIABOPATYAP Cepr'e IpnaHgia 3aKiHYEHHSIM TepMiHy Aii peuenmom nionsicae
no CEPBE IHgacTpi, peecTpaLinHOro NoCBigYeHHs;
7,5 mr Ne 28 (14x2), Ne dpaHuis; YTOYHEHHS po3ainy «Onuc» y 3B8’A3Ky 3
56 (14x4) y 6nictepax CepBe npuBegeHHAM 40 maTtepianis dipmu
(lpnaHgis) BUPOBHMKA; YTOUHEHHST JOMOMIDKHMX
IHpactpic Jl1a, peYvoBVH BiANOBIAHO 4O MaTepianis
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IpnaHais

ipmn BUpoGHMKa

15.

JIASOPUH
®

crnpen HasanbHun, 1,18
mr/mnno 10 mny
O6anoH4ymky Ne1 3
[03YYUM NPUCTPOEM

BepiHrep
IHrenbxamm
IHTEepHeLUHN

vmbX

HimeuumH
a

IcTiTyTO DNE
Arxeni C.p.n.

ITanisa

nepepeecTpauis y 38°A3Ky i3
3aKiHYEHHSIM TepMiHy Aii
peecTpaLinHOro NocBigYeHHs; A4odaHHA
iHdbopMmaLii woao TepMiHy npuaaTHOCTI
nicnsi NepLIOro po3kpuTTs

bes
peuenma

nionsicae

UA/3590/01/01

16.

nvnoBun
uBIT

yar no 1,5 ry ginbTp-
nakeTtax Ne 25 y nauui
abo no 40 r y nayui 3
BHYTPILLHIM NakeTom

TOB
"TepHocbapm"

YkpaiHa

TOB
"TepHodchapm"

YkpaiHa

nepepeectpauis y 38 53Ky i3
3aKiHYEHHAM TepMmiHy aii
peecTpaLinHOro NoceBigvYeHHs; 3MiHa
napamMeTpiB cneumgikadin Ta/abo
AONYyCTUMMX MEX rOTOBOrO NiKapCcbKoro
3acoby; 3miHa y meToaax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKoro
3aco0by; BHECEHHS! 100aTKOBOT
YNaKoBKW; 3MiHa Y NEePBUHHIN ynakoBLi
roTOBOrO MikapCbKOro 3acoby; 3amMiHM 0
iHCTPYKUiT Ana MeguyHoro
3acTocyBaHHA y po3ainu "lMNokasaHHa",
"MpoTunokasaHHs", "Baaemogisa 3
iHLWMMW NikapcbKMMK 3acobamu Ta iHLWi
BMAM B3aemogin", "3acTtocyBaHHs y
nepion BariTHOCTi abo rogyBaHHs
rpyaat”, "Cnocib 3actocyBaHHs Ta
gosn", "Oitn", "MepenosyBaHHa",
"Mo6iyHi peakuii" 3rigHo 3 iHdbopMmaLieto
LLOAO0 MEAMNYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbKkoro 3acoby Ta
po3sain "YnakoBka"

be3s
peuenma

nionsizae

UA/1354/01/01

17.

JNICOBAK
™®

NbOASIHUKYN NPECOBaHI
Ne 10 (10x1), Ne 30
(10x3) y bnictepax

BocHanek g.4.

BocHis i
epueroB
nHa

BocHanek g.4.

BockHis i
epuerosu
Ha

nepepeecTpauis y 38'A3Ky i3
3aKiHYEeHHsIM TepMiHy Al
peecTpauinHOro NocBigYEeHHs; 3MiHa
napameTpiB cneumadikauin Ta/abo
AONYCTUMUX MEX FOTOBOrO NikapcbKoro
3acoby; 3amiHa y meToAax
BMNPOBYBaHHSA roTOBOrO MiKapcbKOro
3acoby; 3MiHW B iHCTPYKUii Ansi
MeANYHOro 3aCTOCYBaHHS y PO34in
"MokasaHHsa", "B3aemogaisa 3 iHWmMun
nikapcbknMmn 3acobamu Ta iHLWi BUAn
B3aemogin", "OcobnmnBocTi

bes
peuenma

nionsieae

UA/2790/01/01
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20 3acoby

3actocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHS
rpyoato”, "Cnocib 3acTocyBaHHs Ta
nos3n", "MepenosyBanHHs", "MobivHi
peakuii" 3rigHo 3 iHhopmaLiero Woao
MEOMYHOrO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby Ta
BMCHOBKY KOHCYNbTaTUBHO-EKCNEPTHOT
rpynu; amiHa ymoB 36epiraHHs MM3;
3miHa BnacHuka AM® Ha ADI; 3miHn,
noB’a3aHi 3 HeobXiaHICTIO NpUBEeAEHHS
Yy BignoBigHICTb 40 MOHOrpadii
HepxaBHoi chapmakonei YkpaiHn abo
€Bponeicbkoi hapmakonei (3mMiHa y
cneumndikauiax, nos’a3aHa 3i amiHaMmu B
HepxaBHin dbapmakonei YkpaiHu abo
€Bponencbkii dpapmakoner);
npvBeAeHHs Ha3BK Nikapcbkoi hopmu
0o Bumor Hakazy MO3 Ne500 Big
20.07.2006

18.

MAIHEBI
CT

PO34MH ANs iH eKuin,
469,01 mr/mn no 10 mn,
20 mn y conakoHax Ne 1

Bariep Papma
Al

HimeuumH
a

Baviep ®apma
Al

HimeuumH
a

nepepeecTpauis y 3B A3Ky i3
3aKiHYeHHSM TepMiHy Ail
peecTpauifHOro NoCBigYeHHS; 3mMiHa
napameTpiB cneuudikaui Ta/abo
4ONYyCTUMUX MEX FOTOBOrO NikapcbKoro
3acoby; 3miHa B ymoBax 36epiraHHs
roTOBOrO MikapCbKOro 3acoby; 3miHn
BHECEHO [0 IHCTPYKLUii Ans MeauyHoro
3acTOoCyBaHHA npenaparty A0 po3giny
"MokasaHHA", a TakoX NOB'sA3aHi 3
nokasaHHAMM 3MiHW 0O po3ainis
"Cnocib 3acTocyBaHHs Ta Jo3un"
(yTOouHeHHs posyBaHHs), "Oitn",
"®apmakonoriyHi BnactnBocTi"
BiQMNOBIAHO OO KOPOTKOI
XapakTepuUCTUKM Npenapary T1a
BMCHOBKY KOHCYNbTaTUBHO-EKCNEPTHOI
rpynu "OHkonoris. [liarHOCTUYHI Ta
pagiodapmMaLeBTMYHI nikapcbki 3acobun”

3a
peuerimom

He
nionsieae

He

UA/3677/01/01

UA/3419/02/02

19.

MInAaPOH

AT®

kancynu Teepai no 500
mr Ne 20 (10x2), Ne 60

AT "lpiHpekc"

NaTBis

AT "lpiHoekc"

JlaTBisi

nepepeecTpauis y 38 53Ky i3

3aKiHYeHHsIM TepMiHy Ail

3a
peuenmom

nionsizae




[IponosxeHnHs qogaTka 2

Ne
n/n

Haszea
JliKapCbKO
20 3acoby

®dopma surnycky

3asieHUK

Kpaina

Bupob6Huk

KpaiHa

Peecmpauitina npoyedypa

Ymosu
eionycky

Peknamy
8aHHsI

Howmep
peecmpauyiliHo2o
nocei04yeHHs1

(10x6) y 6nictepax

peecTpauinHOro NocBigYEeHHs!; 3MiHa
koagy ATX BigNOBIAHO OO MiXXHAPOAHOrO
knacudikatopa BOO3; amiHa
napamMeTpiB cneumgikadin Ta/abo
OOMYCTUMNX MEX FOTOBOTO NiKapCbKoro
3acoby; 3miHa y MeTodax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKoro
3aco0y; 3miHa ynoBHOBaXeHoi ocobw,
BignoBiaanbHoI 3a hapmakoHarnsag;
3MiHa B KOHTAKTHUX OaHUX
YNOBHOBaXeHOI 0cobu, BiANOBiganbHOI
3a hapmakoHarnag; 3miHu o iHCTpyKuUii
05151 MeQNYHOro 3aCTOCYBaHHSA 40
po3ainy "lMokasaHHs", "Cnocio
3acTocyBaHHs Ta 4o3n" BiAMoBIAHO A0
KOPOTKOI XapaKTepucTUKX npenapary Ta
BMCHOBKY KOHCYNbTaTUBHO-EKCNEPTHOT
rpynu "Kapgionorisi. PesmaTonoris.
Jlikapcbki 3acobu" Ta BUCHOBKa
KOHCYNbTaTUBHO-EKCMEPTHOI rpymnm
"Hesponoriq. MNMecuxiatpis. Jlikapcbki
3acobu"; NnpuBeAeHHs yMOB 36epiraHHs
roTOBOrO fiKapCbKOro 3acoby y
Bi4MNOBIAHICTb 4O pekoMeHaauin
KepisHuytea ICH Q1A(R2)

20.

HIBAJIH

Tabnetkn no 10 mr Ne
10 (10x1),

Ne 20 (10x2) y
OnicTtepax

AT
"Cocpapma"

Bonrapis

AT "Codhapma"

Bonrapis

nepepeecTpauis y 38°A3ky i3
3aKiHYEHHAM TepMmiHy aii
peecTpauinHOro NOCBigYEHHS; 3MiHa Y
mMeTogax BurnpobyBaHHSA roTOBOro
nikapcbkoro 3acoby; 3miHa
TOProBesibHOI Ha3BW NikapCbKoro
3acoby(byno: HisaniH®); ymosu
36epiraHHs roTOBOro NikapcbKoro
3acoby npvBeaeHo Y BiANOBIAHICTb A0
pekomenaauin KepisHmurtea ICH
Q1A(R2)

3a
peuerimom

He
nionsicae

UA/3335/02/02

21.

HIBAJIH

TabneTtkn no 5 mr Ne 10
(10x1),

Ne 20 (20x1) y
6nictepax

AT
"Cotpapma"

bonrapis

AT "Codhapma"

Bonrapis

nepepeecTpauis y 3B A3Ky i3
3aKiHYeHHSM TepMiHy Ail
peecTpauinHoro NoCBiAYeHHs; 3MiHa y
mMeToaax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby; 3amiHa

3a
peuerimom

He
nionsieae

UA/3335/02/01




[IponosxeHnHs qogaTka 2

Ne
n/n

Haszea
JliKapCbKO
20 3acoby

®dopma surnycky

3asieHUK

Kpaina

Bupob6Huk

KpaiHa

Peecmpauitina npoyedypa

Ymosu
eionycky

Peknamy
8aHHsI

Howmep

peecmpauyiliHo2o
nocei04yeHHs1

TOProBenbHOT Ha3BW NiKapCbKoro
3acoby(byno: HisaniH®); ymoBu
36epiraHHs rOTOBOrO NikapCbKoro
3aco0y npuBeaeHo y BiANOBIQHICTb A0
pekomeHaauin KepisHmutea ICH
Q1A(R2)

22.

HYKNEKC

kancynu no 250 mr Ne
10x2, Ne 10x4 y
6nictepax

[ouipHe
nignpuMeMcTBO
"BioCen"
kopropaduii
«baieCen
JlebopeTopis
KopnopewniwH"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

nepepeectpauis y 3B 43Ky i3
3aKkiHYEeHHsIM TepMiHy Al
peecTpauiiHoro NocBif4YeHHs;
BUITyYEHHS BUPOOHMYOI AinbHuui [T13;
BUITYYEHHS YNaKoBKM; 3MiHa y MeTodax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro
3acoby; amiHa napameTpiB
cneumdikauin Ta/abo JonyCTUMUX MEX
roTOBOrO fikapcbKoro 3acoby;
3a3HaYeHHs ckragy kancynu y p.
«Cknag»

bes
peuenma

nionsieae

UA/5066/01/02

23.

ODTAKBI
KC®

Kpanni o4Hi, 5 mr/mn no
5 mn y cdonakoHi 3
kpanenbHuueto Ne 1

CaHteH AT

diHNaHAia

CaHteH AT

diHnaHaia

nepepeecTpawis y 38°A3Kky i3
3aKiHYEHHAM TepMmiHy aii
peecTpauiHOro NOCBigYeHHs; 3MiHEHO
ko4 ATX (Oo 3aTBepOKEHHS
pekoMeHAYeTbCH IHCTPYKLUIS Ans
MeOMYHOro 3acTocyBaHHA npenapary 3
3MiHEHUM BigMNOBIAHO OO MiXXHApPOAHOro
knacudikatopa BOO3); amiHa y
MeToaax BUNpoOyBaHHSI rOTOBOro
nikapcbKoro 3acoby; npuBefeHHs1 Ha3B
OOMOMIXKHMX PEYOBUH Y BiAMOBIAHICTb
no Hakasy MO3 Ykpainn Ne339 Big,
19.06.2007

3a
peuerimom

He
nionsicae

UA/3755/01/01

24.

NEPUOOH

Tabnetkn no 0,01 r, no
10 TabneTok y 6nictepi,
no 1 abo 3 6nictepu B
nayui

AT "Ilekxim-
Xapkis"

YkpaiHa

AT "lNekxim-
Xapkis"

YkpaiHa

nepepeectpauis y 38 53Ky i3
3aKiHYeHHsIM TepMiHy Al
peecTpaLinHOro NoCBiAYEHHST; 3MiHM
BHECEHO A0 iHCTPYKLUiT AN MeanMyHoro
3acToCyBaHHS npenapary Ao po3giny
"lMokasaHHA", a TakoX 4O po3ainis
"Cnocib 3acTocyBaHHsA Ta Jo3un"
(yTouHeHHs fo3yBaHHs), "Oitn"
BiQNOBiAHO A0 pedepeHTHOoro
npenapary; 3aMiHa y MmeTogax
BMNpPo6yBaHHSA roTOBOro MikapcbKoro

be3s
peuenma

nionsizae

UA/2254/01/01
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Ne
n/n

Haszea
JliKapCbKO
20 3acoby

®dopma surnycky

3asieHUK

Kpaina

Bupob6Huk

KpaiHa

Peecmpauitina npoyedypa

Ymosu
eionycky

Peknamy
8aHHsI

Howmep

peecmpauyiliHo2o

nocei04YeHHs1

3aco0y; npvBeAeHHs yMOB 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby y
BiANOBIAHICTb 4O BMMOI HaCTaHOBM
MOS3 Ykpainn 42-3.3:2004

25.

NEPUAOOH

Tabnetkn no 0,01 rin
bulk no 5000 TabneTok
Y KOHTenHepax

AT "Jlekxim-
Xapki"

YkpaiHa

AT "Jlekxim-
Xapkis"

YkpaiHa

nepepeecTpauis y 3B A3Ky i3
3aKiHYeHHSIM TepMiHy Ail

peecTpauiinHoro NocBiAYeHHs; 3MiHa y

MeToaax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby; NpMBeAeHHS yMOB

36epiraHHs rOTOBOrO NikapCbKoro

3acoly y BiAnoBigHICTb 4O BUMOT
HacTaHoBn MOS Ykpainum 42-3.3:2004

He
nionsieae

UA/2255/01/01

26.

COMATP
OniH
NnoacbK
1

piavHa (cybcTaHuis)
4 MO/mn abo 15
MO/mn y donakoHax
CKNSIHWX Ansi
hapmaLeBTUYHOIO
3aCTOCYBaHHs

MpAT
"Biogapma”

YkpaiHa

3AT
"MacTepkrnoH"

Pocincbka
depepadi
A

nepepeecTpauis y 3B A3Ky i3
3aKiHYEHHAM TepMmiHy aii
peecTpauifHOro NOCBIgYeHHS; 3MiHa
HaMeHYBaHHsI Ta MiCLIe3HaXO4XKeHHS
3asiBHMKA: 3MiHa YMOB 36epiraHHs AdI
abo Aitoy4oi pevyoBMHU; 3MiHa Y
napameTpax cneumdikauin Ta/abo
JONYCTUMUX MEX, BU3HAYEHUX Y
cneuudcpikauisx Ha APl abo gitouy
peyvoBUHY, ab0 BUXIZHUIA/NPOMIKHUIA
NPOAYKT/peareHT; yTOYHEHHS
iHdbopMmaUii Woao BUKOPUCTaHHS
cybcTaHLUii BignoBigHo oo BUMor
aito4oro BuaaHHa JdY; yTOUHEeHHS
TEXHONOriYHOT hopmu Aitoyor
PEYOBMHU; NPMBEAEHHS Ha3B
OOMOMDKHMX PEYOBWH Y BiAMNOBIOHICTb
0o Bumor Hakasy MOS Ykpainu Big
19.06.07 Ne 339

He
nionsieae

UA/14524/01/01

27.

®APMAC
All-
HATPIIO
xnoeung

NopoLUOK (cybcTaHLUis)
y Millkax
nonieTuneHoBmx ans
dapmaLeBTUYHOro
3aCTOCYBaHHS

CaniHeH
AycTtpia Al

ABcTpis

CaniHeH
AycTtpia Al

ABcTpis

nepepeectpauis y 38 3Ky i3
3aKiHYEeHHSIM TepMiHy Al
peecTpaLinHOro NoceBigvYeHHs; 3MiHa
HaliMeHyBaHHA Ta/abo
MiCLIe3HaxXOdXXEHHS 3asiBHMKA; NOAaHHSA
HoBOro abo OHOBMEHOro cepTudikarta
BigNoBiAHOCTI €Bponenchkiln

He
nionsizae

UA/3584/01/01
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Ne Haszea ®dopma surnycky 3asieHuK Kpaina Bupob6Huk KpaiHa Peecmpauitina npoyedypa Ymosu Peknamy Homep
n/n | nikapcbKo eionycky 8aHHSs1 peecmpauyiliHo2o
20 3acoby noceid4yeHHs
dapmakonei ans A®l abo gitoyoi
peyoBuHU (cepTudpikat BigNOBIAHOCTI
€Bponeicbkin apmakonei) -
OHOBJIEHUN cepTudiKaT BigNOBIAHOCTI
BiJ Ait040ro BUPOOHMKA; YyTOYHEHHS
LLIOAO0 3aCTOCYyBaHHSA cybCcTaHUii
28. | ®Y3IIAEP mMasb, 20 Mr/rno 151y dapma WopaaHist dapma WMoppaaHist nepepeecTpaLisi y 3B 53Ky i3 3a He UA/3093/01/01
M® TyGi Ne 1 IHTepHeLweHan IHTepHelleHan 3aKiHYEHHAM TepMiHy Ail peuernmom nidnseae

peecTpauinHOro NocBigYEeHHs!; 3MiHa
YNOBHOBaXeHOI 0cobu, BiANOBiganbHOI
3a hapmakoHarnsg; amMiHa y Metogax
BMNPOOYBaHHS rOTOBOIO NiKapCbKOro
3acoby; a3miHa napameTpiB
cneumdikauin Ta/abo JonyCTUMUX MEX
roTOBOrO MikapCbKOro 3acoby; NofaHHs
HoBOro abo oHoBMeHoro cepTudikarta
BiQMNOBIAHOCTI €BpONENChKin
dapmakonei ana A®l abo gitoyoi
peyoBuHU (cepTudpikat BigNOBIAHOCTI
€Bponelicbkin hapmakonei) - HoBui
cepTudikaT BigNOBIAHOCTI Big Ait040oro
BMPOOHUKA; NPUBEAEHHS Ha3B
OOMOMIKHUX PEYOBWH Y BiAMNOBIOHICTb
Ao Hakasy MOS Ykpainm Ne 339 Big
19.06.07

B.o. HayanbHMKa YnpaBniHHA dpapMmaueBTUYHOI
AIANBbHOCTI Ta AKOCTi hapmMaueBTUYHOI NpoAayKuil

T.M. JllackoBCbkumn



