MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

20 yvnHg 2021 poky Ne 1498

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0Oio/T0riYHUX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jyiikapchbKi 3acobu», MyHKTIB 5,
7, 10 Tlopsiaky [mepskaBHOI peecTpariii (miepepeecTpaiiii) JiiKapCbKHUX 3acobiB,
3aTBep/pKeHoro 1moctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAnsaTb CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHu, 3aTBeppKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIepPTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOiosloriuHMX TIperapaTiB), 10 TIOJaHi Ha /ep)KaBHY IiepepeecTpaljifo Ta
BHECEHHS 3MiH [0 peecTpaliiHUX MarepiajiB, TMpoBeJeHUX [lepKaBHUM
MiJNPUEMCTBOM «/lep>KaBHUIM eKCepTHUW LieHTp MiHicTepcTBa OXOPOHHM 3[0pOB’sI
YKpaiHv», BUCHOBKIB I[0[J0 €KCIIePTHOI OLIHKMU CIIiBBiIHOLIIEHH KOPUCTB/PU3UK
mikapcbkoro 3aco0y, 1110 TIPOTIOHYEThCS [0 JepKaBHOI TiepepeecTpallii, 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep’kaBHOl
repepeecTpariii abo BHeCeHHs 3MiH /J]0 peeCTparjiiHHuX MaTepiasiB

HAKA3Y1O:

1. ITepepeecTpyBaTH Ta BHeCTU /10 [lep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHd JiKapckKi 3acobu (MeauuHi iMyHoOiomnoriuHi mperapaTu) 3rifHO 3
riepesikoM (JomaTok 1).

2. BHecTu 3MiHM [0 peecTpaliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
miKapcbKUX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MeawuHi iMyHOOGiosoriuHi
riperiapaTH) 3TiJJHO 3 MepeJlikoM (JoAaToK 2).

3. KOHTpO/1b 3a BUKOHAHHSM LIbOI'0 HaKa3y MOKJ/IAaCTH Ha 3acTyrmHUKa MiHicTpa
3 MUTaHb €BponerchKoi inTerpawii Komapigy O.O.

MiHuicTp BikTop JIAILIIKO



NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI

NMEPENIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 20 nunHa 2021 poky Ne 1498

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHI

Ta BTOPVHHA
ynakoBka, KOHTPO b
AKOCTI:
XeMOMOHT 4.0.0.,
YopHoropisi;
KOHTPO/b SKOCTI,
BWMYCK Cepil:
"Xemotpapm" AL,
Pecny6nika Cepbis

IHLIMMKM NikapcbkMKU 3acob6amMu Ta iHLWi BUuam
B3aemogijit", "Ocob/mMBoCTi 3acToCcyBaHHA", "
3acTocyBaHHs y nepiog, BariTHOCTi abo rogyBaHHs
rpyAato” (YTOUHEHHS), "OiTn" (YTOUHEHHS),
"Mo6iYHI peakuil™ IHCTPYKLiT A1a MeanYHOoro
3aCTOCyBaHHS NikapcbKoro 3acoby BignoBigHO A0
6e3Mnekn 3acTocyBaHHS /ikapCbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) NnocBi0Y€eHHs1
1. AEPO®ITIH® Tabnetku no 400 wmr; EiA. Bi. Ci. ITanis EiA. Bi. Ci. ITanis MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH 3a He UA/4391/01/01
no 10 Tabnetok y PAPMACbH SAPMACBIOTILIN MepioanyHICTb NOAAHHSA PEryNsipHO peyenmom | nionsizae
6nictepi; no 2 HOTIUN C.N.A. OHOBJ/IOBAHOrO 3BITY 3 6€3neku, BigNoBigHO A0
6nictepu B C.N.A. Mopsaky 34iicHeHHs hapMakoHarnaay,
KapTOHHI KopoobLi 3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[0p0B’A YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi toCTULT
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKaMK, 3a3Ha4eHnmMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
2. AMIHOCON® po3unH ANns iHgysiii; | “"Xemodpapm | Pecny6nik BMPOGHMLTBO YopHoropisi/ nepepeecTpawis Ha He0OMeXeHWi TepMiH 3a He UA/4102/01/02
HEO 15% no 500 mny "AL a Cepbist Hepo3dghacoBaHoT Pecny6nika OHoB/IEHO iH(hopmaLito y po3ginax: "MNokasaHHa" peuenmom | niossieae
nAsLwkKax NpoAyKuii, NnepBuUHHa Cepbis (peparyBaHHs), "MpoTunokasaHHs", "Bsaemogis 3




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepioguuHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

BPOKCIHAK

Kpanni oyHi, 0,09%
no 1,7 mn kpanens y
chnakoHi, no 1
onakoHy 3
KpanenbHWLEH B
KapTOHHIA ynakoBsL,i

CeHTicc
®apwma IM.T.
nro.

IHAis

CeHrTicc ®apma IMBT.
nTa.

IHais

MepepeecTpauia Ha 5 pokis
OHOB/EHO iH(hopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /iKapCbKoro 3acoby y
po3ainax "B3aemMogis 3 iHLWMMK NikapCbKMu
3acobamu Ta iHWi BUAY B3aemogiii", "OcobamBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHsA rpyaar”,
"MepeposysaHHs", "Mo6iyHI peakuii” BiANOBIAHO
0,0 OHOB/EHOI iHhopMaL,i 3 6e3nekun Ajtoyoi
pPeyoBUHN.

MepioanyHICTb NOAAHHSA PErynsipHoO
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO A0
Mopsaky 34ilicHeHHs hapmakoHarnagy,
3aTBEPIAKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHY 3[0POB'S
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaM, 3a3Ha4YeHUMN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15200/01/01

BASAMPOCTA
H®

NOPOLLIOK AN1SA
pO34nHy Ans
iHpy3iii no 60 Mmkr,
no 10 amnyn 3
MOPOLLKOM Y
KapTOHHIl KopooLi

OCBb
dapma
M6X

HimeyuuH
a

Elicika
dapmacboTrKan3
'M6X, HimeuunHa
(KOHTPO/Ib AKOCTI
Hepo3dhacoBaHOT

npoayKuir,
BiANoBigaIbHNIA 3a
BMNYCK Cepil;
BTOPWUHHE
nakyBaHHs);
BMPOGHMLTBO
Hepo3dghacoBaHOT
nNpoAyKLUii, NepBNHHE
nakyBaHHs,
Bi3yasibHUiA
KOHTPO/Ib, KOHTPO/1b
cTepunbHocTi/6akTe
pianibHUX
€HAO0TOKCMHIB
Hepo3dhacoBaHOT
NpoAYyKLUiT:
IAT Bionorika M'M6X,

HimeuunHa

nepepeecTpavisi Ha HeOOMEXEHUA TEePMiH
MepioAnyHICTL NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPKEHOro Haka3om MiHiCTepcTBa OXOPOHU
370poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTAHOBUTL: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU Y
nepioguyYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3
6e3neku.

3a
peyerimom

He
nionsiecae

UA/4517/01/02




KapTOHHIiA ynakoBL,i

Ta BTOPUHHA
ynakoBKa, KOHTPOJ1b
cepi:
"Xemodpapm" AL,
Bpuwau, Biggin
BMPOGHMYA
AinbHnua Wabau,
Pecny6nika Cepbis;

rpyaaro” (yTouHeHHs iHdpopmauii) iHCTpyKuUii ans
MeMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby
BiANOBIAHO 4,0 OHOBMEHOT iIH(hopmMaL,i LWoao
6e3nekn 3acToCyBaHHSA fil040i PEYOBUHW.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6€3neku, BignoBiaAHO A0
Mopsaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPAKEHOI0 Haka3oM MiHiCTepcTBa OXOPOHM

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
HimeuynHa
5. BA3AMPOCTA NopoLUoK ANns HOCB HimeuuunH Elicika HimeyunHa nepepeecTpawjis Ha HeObMeXeHWi TEPMIH. 3a He UA/4517/01/01
H® PO34unHY 1A Papma a PapmacboTrKan3 MepioAnYHICTb NOAAHHS PErysipHO peyenmom nionseae
iHcpysiiA, 20 mkr; 10 M6X v6X, HimeyunHa OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaHO A0
amnyn (o6'emom 5 (KOHTPO/Ib SIKOCTI Mopsaky 34iiCHeHHs hapMakoHarnaay,
MJ1) 3 MOPOLLUKOM Y Hepo3dghacoBaHo! 3aTBEPAKEHOro Haka3oMm MiHicTepcTBa OXOPOHM
KapTOHHIA KopoobLi NpPOAYKLUi, 340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
BiAnoBiganbHUIA 3a 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
BMNYCK Cepil; Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BTOPUHHE pepakuii Hakaly MiHicTepcTBa OXOPOHY 3[40POB'S
nakyBaHHs); Ykpainu Bif 26 BepecHsi 2016 poky Ne 996),
BVMPOGHMLTBO CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
Hepo3dacoBaHoi nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
npoAayKLii, nepBnHHe 6esneku.
nakyBaHHs1,
Bi3yasibHUiA
KOHTPO/1b, KOHTPO/b
CTepwbHOCTI/6akTe
piasibHUX
€HAO0TOKCUHIB
Hepo3dghacoBaHo!
NPOAYKLi:
14T Bionorika MM6X,
HimeyunHa
6. BANEMOHT TabneTku, BKpUTI PapmaveyTi ABCTpiIf dapmaueyTiwe ABCTpIf MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosnsieae UA/14959/01/01
060/10HKO10, Mo 300 we chabpik habpik MoHTaBIT MepioAnYHICTb NOAAHHS PErynsipHO peuyenma
mr, no 10 TabneTok MoOHTaBIT 6X OHOBJIOBAHOrO 3BITY 3 6e3MneKku, BigNOBIgHO 40
y 6nicTepi; no 2 M6X Mopsaky 34iicHeHHs dhapMakoHarnagy,
6nictepu B 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHHU
KapTOHHI ynakosL,i 340pOoB’A YkpaiHuu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTUL,i
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
7. FENATPOMBIH | renb, 30 000 "Xemotpapm | Pecny6nik BUPOGHMLTBO Pecny6nika nepepeecTpauis Ha He06MEXeHW TePMIH 6e3 nionseae UA/3054/01/01
MO/100T; o 40ry "AL a Cepbist Hepo3dghacoBaHol Cepbis OHOB/EHO iHGhopMmaLito Yy po3gini "3acTocyBaHHA y peuyenma
Ty6i; no 1 Ty6i B NpoAayKLuii, nepBnHHa nepiog, BariTHOCTi ab0 rogyBaHHs




6nictepi; no 3
6nictepu y
KapTOHHIl KopooLi

MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKOro 3acoby y
po3ginax "®apmakonoriyHi BiactusocTi”
(4oNoBHEHHS iHdopMaLiT),
"MokasaHHsA"(yTOUYHEeHHS iHchopmaLiii),
"MpoTunokasaHHa", "B3aemogis 3 iHWMu
nikapcbknMK 3acobamu Ta iHWi BUAW B3aEMOSiii",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs
rpyaao” (yTouHeHHs iHdhopmadii), "3aaTHicTb
BMNAMBATY Ha LUBWAKICTb peakLii Npn KepyBaHHi
aBTOTPAHCNOPTOM @60 iHLWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs Ta 031" (YTOYHEHHS
iHcbopmawii), "AiTn" (yTouHeHHs iHdpopmauii),
Mo6iuHi peakuii” BigNoBiAHO A0 OHOBEHOT
iHhopmaLii pechepeHTHOro Nikapcbkoro 3acoby
[JiamikpoH, TabneTkmn (B YKpaiHi He
3apeecTpoBaHuii).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mneku, BignoBiaHO [0

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KOHTpO/b cepii, 340pOoB’sA YkpaiHu Bif 27 rpygHs 2006 poky Ne
[03BiN Ha BUMNYCK 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
cepi: Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
«Xemochapm» Afl, pejakuii Haka3y MiHicTepcTBa OXOPOHY 340POB'S
Pecny6nika Cepbis Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMU Y
nepiogMYHOCTI MOAaHHS PErynsipHuX 3BiTiB 3
6esneku.
8. FENATPOMBIH | renb, 50 000 "Xemopapm | Pecny6nik BUPOBHMLTBO Pecny6nika nepepeecTpawisi Ha HeOOGMEXEHUA TePMiH 6e3 nionseae UA/3054/01/02
MOJ/100r; no40ry AL a Cepbis Hepo3dacoBaHoi Cepbis OHoB/eHO iHdhopMaLito y po3aini "3actocyBaHHs y peyenma
Ty6i; no 1 1y6i B npoAayKLUii, nepBnHHa nepiog BariTHocTi abo rogyBaHHs
KapTOHHI ynakosL,i Ta BTOPUHHA rpyaaro” (yTouHeHHs iHcpopmauii) iHCTpyKuii ans
ynakoBKa, KOHTPO/Ib MeAMYHOro 3acTOCYBaHHS /likapCbKoro 3acoby
cepi: BiNOBIAHO 4,0 OHOBMEHOT iH(hopmaL,i LWoao
"Xemodpapm" ALl 6e3nekn 3acToCyBaHHSA Ail040i PEYOBUHM.
Bpuwau, Bigain MepioanyHICTb NOAAHHSA PerynsipHo
BMpoGHUYa OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
AinbHnus Wabau, Mopsaky 34iicHeHHs dhapMakoHarnagy,
Pecny6nika Cepbis; 3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
KOHTPONb cepil, 3[10poB’sA YKpaiHu Bif 27 rpyaHs 2006 poky Ne
[03BiN Ha BUMYCK 898, 3apeecTpoBaHoro B MiHictepcTsi tocTuLii
cepii: Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
«Xemodhapm» All, pefakuii Hakasy MiHicTepcTBa OXOPOHU 310POB'A
Pecny6nika Cepbis Ykpainu Big 26 sepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHnMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
9. rNIOPAN® Tabnetkv no 80 wmr, lanenika AT Cepbis lanenika AT Cep6is nepepeecTpauis Ha He0OMeXeHW TepMiH 3a He UA/1141/01/01
no 10 TabneTtok y Benrpag Benrpag OHOB/EHO iHghopmaLito B IHCTpyKLii ans peuenmom | niossieae




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340poB’A YKpainu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YKpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepioguyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

10.

AYOTPAB®

Kpanni o4Hi, no 2,5
My chriakoHi-
KpanesnbHuuj; no 1
donakoHy-
KpanesnbHuLi B
MPOMIXHI ynakoBLi,
LU0 BKaAa€eThCA B
KOPOOKY 3 KapTOHY

Hosapric
Papma Al

LLseiiuapi
2

AnkoH-KyBpbop

Benbris

nepepeecTpawisi Ha He0O6MEeXeHW TepMiH
OHoBEHO iHhopmaLito 3 6e3neku B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
po3ainax "®apmakonoriyHi BnacTueocTi",
"MepeposysaHHs", "MNo6iyHI peakuii” BiANOBIAHO
[0 MatepianiB peecTpauiiiHoro JOChE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/6292/01/01

11.

EKTEPULMA®

pO34uH Ans
30BHILLIHLOrO
3acTocyBaHHs no 50
Mn abo no 250 mn B
NASWLi CKNSHIN, No
1 nnawyi B navuj

AT "BIONIK"

YkpaiHa

AT "BIOJTIK"

YKpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYyBaHHSA MiKapcbKoro 3acoby Ao po3giny

"Mo6iyHi peakuil™ Wwoao 6e3nekn Aito4Hoi pevoBUHU
nikapcbKoro 3acoby.
MepioAnyHIiCTL NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPKEHOro Haka3om MiHiCTepcTBa OXOPOHM
370p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S

Ykpainu Big 26 BepecHs 2016 poky Ne 996),

CTAHOBUTL: 3riHO 3i CTPOKaMW, 3a3Ha4eHUMU Yy

nepioguyYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3

6e3neku.

6e3
peuyenma

nionsieae

UA/5630/01/01

12.

ENEYTEPOKOK

EKCTPaKT pifkuii ans
nepopasibHoro
3aCTOCYBaHHS,

AT
"Jly6Huhap
e

Ykpaina

AT "ly6Hnchapm"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHoB/EHO iHthopMmaLio y po3gini
"Mepefo3yBaHHsA" iIHCTPYKUIT 4151 MEANYHOTO

3a
peyenmom

He
nionseae

UA/4566/01/01




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
cnupToBuiA no 50 mn 3acToCyBaHHSA NikapcbKoro 3acoby BifgnoBigHO A0
y chnakoHi; no 1 OHOBNEHOT iHhopMaLi LWoao 6e3neku
chnakoHy B nauwyj; no 3aCTOCYBaHHS Ajil040I PEYOBUHM.
50 mn y chnakoHax; MepioanyHICTb NOAAHHSA PEryNsipHO
no 20 kr y 6yTnsax OHOBJ/IOBAHOrO 3BITY 3 6€3neku, BigNoBigHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riJHO 3i CTPOKaMK, 3a3HaveHnmn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
13. EH3WKC® AYO | tabnetku no 20 mr "Xemodpapm | Pecnybnik "Xemodpapm" A} Pecny6nika MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 3a He UA/4162/01/02
DOPTE Ta TabneTku, BKpUTI "AL a Cepbist Cepbis 3MiHM BHECEHO [0 IHCTPYKLUIT A1 MeAUYHOro peuenmom | nidssieae
N1iBKOBOIO 3aCTOCyBaHHS NikapCbKoro 3acoby [0 po3ginis:
o060n0oHkoto, no 2,5 "MpoTunokasaHHs", "B3aeMogis 3 iHLWMMK
Mr, KOMGi-ynakoBka: nikapcbk1MK 3acobamu Ta iHWi BUAM B3aEMOSiid",
no 10 TabneTok "Oco61mBoCTi 3acTocyBaHHA", "Cnocid
(6inbLIOro po3mipy) 3acTocyBaHHs Ta Ao3u","TobiuHi peakuii”
20mrTas BiANOBIAHO 1O OHOB/EHOT iH(popMaLlii 3 6e3neku
TabneTok, BKpUTMX 3aCTOCYBaHHSA Ajil0UMX PEeYOBUH NiKapCbKOro
N/1iBKOBOIO 3aco0y.
060/10HKOI0, MepioAnYHICTb NOAAHHSA PerynsipHO
(MeHLoro po3mipy) OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
no 2,5 mry 6nicrepi; Mopsaky 34iicHeHHs dhapMakoHarnagy,
no 3 6nictepu y 3aTBEpPKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
KapTOHHI Kopobui 340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku
14. KOHUEHTPAT pignHa (cybcTaHLuis) HEO KaHapa AT "Bioximchapm" py3ia nepepeecTpaisi Ha He0B6MEeXeHW TePMiH - He UA/15972/01/01
CyMILUI y hnakoHax MPOBIO nionsizae
CNEUVNDIYHUNX | cknsHux abo ByTnsx KEAP IHK.
BAKTEPIO®ATII | noninponineHoBnx
B (PATECTI) ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
15. KOHUEHTPAT pignHa (cybcTaHuis) HEO KaHapga AT "Bioximcpapm" Mpy3isa nepepeecTpawisi Ha HeOOMEXEHUIA TEPMIH - He UA/15973/01/01
CyMiuul y chnakoHax MPOBIO niosnsieae
CNEUN®DIYHUX | cknaHux abo byTnax KEAP IHK.
BAKTEPIO®ATI | noninponisieHoBnx




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
B (PATI0) ans
chapmaL,eBTUYHOro
3aCTOCyBaHHs
16. HOBOPANIA® PO34MH ANA iH e, A/T HoBo [aHis BVPOGHMK [Oanis/ MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 3a He UA/4863/01/01
®JIEKCMNEH® 100 O4/mn no 3 mn Hopgaick Hepo3chacoBaHOro PpaHuia/ OHOB/IEHO iH(hopMmaLLito B IHCTPYKUIT Ans peuenmom | nidssieae
y KapTpugxi; no 1 npoaykKTy, Bpasunis MeJMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby B
KapTpuaxy y HamnoBHEHHS B po3sginax "OcobamBocTi 3acTocyBaHHs", "Cnocio
6araToo30Biii MeHin®, nepBuHHa 3acTocyBaHHA Ta 031" (YTOUHEHHS iHchopmai),
0fHOpa3oBili ynakoBKa, KOHTPO/1b "Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
LWNpuL-pyYLj; mo 1 AKOCTI Ta peecTpavuiiHoro AoChbE.
a60 5 wWnpuy-pyyok BiAnoBiganbHUIA 3a MepioAnYHICTb NOAAHHSA PerynsipHO
Y KapTOHHIi kopobu,i BUMYCK Cepiit OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
KIHLLEBOTO NPOAYKTY: Mopsaky 34iicHeHHs dhapMakoHarnagy,
A/T Hoso Hopgick, 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
[NaHis; 340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
Brpo6HVK npoaykuii 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
3a NOBHUM LVK/IOM: Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
Hoso Hopgick pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
MpogatokcboH CAC, Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
dpaHuis; CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMn y
MapkyBaHHA Ta nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
yNaKkoBKu 6e3neku.
dnekclleH®,
BTOPVHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
[Janis;
Brpo6HuK ans
36UpaHHs,
MapKyBaHHs Ta
yNaKkoBKu
dnekclleH®,
BTOPVHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
[NaHis;
Brpo6HMK
Hepo3dghacoBaHoT
nNpoAayKLUii, nepBnHHa
Ta BTOPVHHA
ynakoBka:
Hoso Hopgick
Mpoaykao
dapmaceyTika 40
Bpasinb NTaa.,
Bpasunis
17. OCIMNAMOKC AT | Tabnetku, Wwo CaHpo3 CnoBeHis CaHpo3 'mM6X — ABCTpist nepepeecTpaisi Ha He0B6MEeXeHW TePMiH 3a He UA/3975/04/01
avcnepryoTbes, no dapmachbHoTi Bupo6bHmya OHoB/EHO iHGhopmaLito y po3gini "OcobanBocTi peyenmom | nionsieae




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
500 mr no 10 Kan3 a.4. AinbHUUA 3acTocyBaHHA" IHCTPYKLUIii A1 MeAUYHOro
TabneTok y 6nicrepi; AHTUWiIHEKU,HI TN3 3acTocyBaHHA NiKapcbkoro 3acoby BiAMNoBiAHO A0
no 2 6nictepu B Ta XimiuHi Onepadii OHOB/IEHOT IHhopMaLiii Woao 6e3nekn
KapTOHHI kopo6Lyj; KyHane (AIXO N3 3aCTOCYBaHHS fjl040i PeYyOBUHMU.
no 12 tabnetok y KyHA/1b) MepioAnYHICTb NOAAHHS PerynsapHO
6nicTepi; no 1 OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO 40
6nictepy B Mopsaky 34iicHeHHs dhapMakoHarnagy,
KapTOHHIlA KopooLi 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
370poB’A YKpainu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
18. OCIMNAMOKC AT | Tabnetku, Wo CaHpo3 CnoBeHis CaHpo3 'mM6X — ABCTpist nepepeecTpaisi Ha He0O6MEeXeHW TepMiH 3a He UA/3975/04/04
avcnepryoTbes, no dapmachboTi BupobHnua OHoBMEHO iHGhopmauito y po3gini "OcobnmnBocTi peyenmom | nionsieae
250 mr no 10 Kan3 a.4. AinbHUUA 3acTocyBaHHA" IHCTPYKLUIii A1 MeAUYHOro
Tabnetok y 6nictepi; AHTUWiIHEKU,HI TN3 3acTocyBaHHA NiKapcbkoro 3acoby BiAMNOBIAHO A0
no 2 6nictepu B Ta XimiuHi Onepaduii OHOB/IEHOT IHhopMaLii Woao 6e3nekn
KapTOHHIA KopoobLi KyHane (AIXO N3 3aCTOCYBaHHS fjl040i Pe4yOBUHMU.
KyHA/1b) MepioAnYHICTb NOAAHHSA PErynspHO
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO [0
Mopsaky 34iicHeHHs dhapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMK Y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
19. OCIMNAMOKC AT | Tabnetku, Wo CaHpo3 CnoBeHis CaHpo3 'mM6X — ABCTpist nepepeecTpaisi Ha He0B6MEeXeHW TePMiH 3a He UA/3975/04/03
ancnepryoTbes, no dapmachboTi Bupo6bHnua OHoBEHO iHGhopmaLito y po3gini "OcobnunBocTi peuyenmom | nionsieae
1000 mr no 10 Kans a.4. OiNnbHULA 3acToCyBaHHA" IHCTPYKLIT 418 MegUYHOro

Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyj;
no 6 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIl KopooLi

AHTWIHEKU,HI TN3

Ta XimiuHi Onepadiii

KyHanb (AIXO N3
KyHA/1b)

3acTocyBaHHA NiKapcbkoro 3acoby BiAMNOBIAHO A0
OHOB/IEHOT IHhopMaLiii Woao 6e3nekn
3aCTOCYBaHHSA Ait0H0I PEHOBUHU.
MepiognyHiCTL NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO 40
Mopsaaky 34iicCHeHHs hapMakoHarnagy,

3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainuu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTUL,i
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y

pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepioguuHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
20. CYMINAP Kancynv Teepgi no CaHpos CnoseHis Bunyck cepii: CnoseHis/ MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/15318/01/01
10 wmr/5 mr; no 7 dapmacbHoTi Nexk Monbwa OHOB/EHO iHGhopMaL,io y po3ainax peyenmom | nionsizae
Kancyn Teepaux y Kan3 4.4. dapmMaLeBThYHa "MpoTnnokasaHHA", "B3aemogis 3 iHWMu
6nicTepi; no 4 KomnaHia g.4., nikapcbknMn 3acobamu Ta iHWi BUAn B3aeMogin",
6nictepu y CnoBeHis; "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS y
KapTOHHIlA KOpooLi Bupo6bHMLTBO in nepiog BariTHoOCTi abo rogyBaHHs rpyaar”
bulk, TecTyBaHHs, (3acTepexeHHst), "Cnocib 3acTocyBaHHs Ta fo3un",
nepBUHHe Ta "Mo6iuHi peakyii" IHCTPYKLii AN MeAUYHOro
BTOPVHHE 3acTocyBaHHA NiKapcbkoro 3acoby BiAMNoBIAHO A0
nakyBaHHS: mMaTepianis peecTpawiiHoro gocChe.
Apavep ®apma MepioanyHICTb NOAAHHSA PerynsipHo
C.A,, MonbLa; OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
TecTyBaHHs: Mopsaky 34iicHeHHs dhapMakoHarnagy,
Apamveq dapma 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
C.A., MonbLa 3[10poB’sA YKpaiHu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 310POB'A
Ykpainu Big 26 sepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHnMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
21. CYMINAP Kancynu Teepai no 5 CaHpo3 CnoBeHis Bunyck cepiii: CnoseHis/ MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/15320/01/01
mr/10 mr no 7 dapmachboTi Nex Monba OHOB/EHO iHGhopMmaLito y posginax peuyenmom | nionsieae
Kancyn teepaux y Kans3 a.4. dapmMaLeBTUYHa "MpoTunokasaHHA", "B3aemogis 3 iHWMu
6nictepi; no 4 KoMnaHisa g.4., nikapcbk1MK 3acobamu Ta iHWi BUAM B3aEMOSiid",
6nictepn y CnoseHis; "Oco61MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS Y

KapTOHHI KopoobLi

Brpo6HMLTBO in
bulk, TecTyBaHHs,
nepBUHHE Ta
BTOPUHHE
naxkyBaHHs:
Apaven ®apma
C.A., MonbLya;
TecTyBaHHSA:
Apamen ®apma
C.A., Monbua

nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(3acTepexeHHst), "Cnoci6 3acTocyBaHHs Ta f03u",
"Mo6iuHi peakuii" IHCTPYKLii NS MegUyYHOro
3acTocyBaHHS NikapcbKoro 3acoby BiANoBiAHO A0
Marepianis peecTpaLiiHoro 10ChLeE.
MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaAHO A0
Mopsaky 34ilicHeHHs hapMakoHarnaay,
3aTBEPIAKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
3[0p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YEHUMU Y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
nepiogMYHOCTI MOAaHHSA PErynspHuX 3BiTiB 3
6esnexu.
22. CYMINAP Kancynv TBepgi no 5 CaHpos CnoBeHis Bunyck cepiii: CnoBeHis/ MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 3a He UA/15319/01/01
Mr/5 Mr, no 7 kancyn | ®apmacbloTi Nex Monbua OHOBJIEHO iHGhopMaLito y po3ainax peuenmom | nidssieae
TBEPAMX Y BnicTepi; Kans g.4. PapmaneBTUyHa "MpoTunoka3aHHs", "B3aemogis 3 iHLIMMK
no 4 6nictepu y KoMnaHis g.4., nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiii",
KapTOHHIlA KOpooLi CnoBeHis; "Oco61BOCTI 3aCTOCyBaHHA", "3aCTOCYBaHHSA Y
Bupo6bHMLTBO in nepiog BariTHOCTi abo rogyBaHHs rpyaaro”
bulk, TectyBaHHs, (3acTepexeHHs), "Cnoci6 3acTocyBaHHS Ta 403K,
nepBrHHe Ta "Mo6iYHI peakuil™ IHCTPYKLiT A1a MeAnYHOoro
BTOPVIHHE 3acTOCyBaHHS MikapcbKoro 3acoby BigMNOBIAHO A0
nakyBaHHs: marepianiB peecTpauiiHoro fOCbeE.
Apavep ®apma MepioAnYHICTb NOAAHHSA PErynspHO
C.A., MonbLya; OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BigNOBIAHO A0
TecTyBaHHS: Mopsaky 34iiCHeHHs dhapMakoHarnsay,
Apameq ®apma 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
C.A,, Monbwa 340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaYeHUMK Y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
23. CYMINAP Kancynv Teepgi no CaHpo3 CnoBeHis Bunyck cepii: CnoseHis/ MepepeecTpauis Ha HEOOMeEXeHUI TEPMIH. 3a He UA/15319/01/02
10 mr/10 mr, no 7 dapmachboTi Nex Monbua OHOBJIEHO iHGhopMmaLito y po3ginax peyenmom | nidssieae
Kancyn Teepaux y Kans3 a.4. PapmMaLeBThyHa "MpoTmnokasaHHA", "B3aemogis 3 iHWMu
6nicTepi; no 4 KoMmnaHis g.4., nikapcbknMn 3acobamu Ta iHWi BUAM B3aEMoSin",
6nictepu y CnoseHis; "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS y

KapTOHHIl KopooLi

Bupo6bHMLTBO in
bulk, TecTyBaHHs,
nepBrHHe Ta
BTOPVIHHE
naxkyBaHHs:
Apavep ®apma
C.A., MonbLua;
TecTyBaHHSA:
Apavep ®apma
C.A., MonbLya

nepiog BariTHoOCTi abo rogyBaHHs rpyaar”
(3acTepexeHHst), "Cnocib 3acTocyBaHHs Ta fo3u",
"Mo6iyHi peakuyii" IHCTPYKLii AN MeANYHOro
3acTocyBaHHA NiKapcbkoro 3acoby BiANOBIAHO A0
marepianis peecTpauiiiHoro Aochbe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHnMn y
nepioguyYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3
6e3neku.
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B.o. I'enepanbHOro gupexkropa /lupekropary
(hapmManeBTUYHOT O 3a0e3meyeHHs IBan 3A/IBOPHUX



NMEPENIK

Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

BiAg 20 nunHA 2021 poky Ne 1498

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX NPENAPATIB), WWLOAO AKUX BYNN BHECEHI 3MIHN 40O

PEECTPALINHUX MATEPIANIB, AKI BHOCATLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. 5- KOHLEHTpaT ans EBEBE ABCTpisi EBEBE dapma ABcTpisi/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/6058/01/01
®TOPYPALM | po3uunHy ans iHgysii, dPapma lec.m.6.X. Hopr. KI"., HimeuunHa - No4aHHS OHOB/IEHOTO cepTudikaTy BiAnoBigHOCTI EP peyenmom
N "EBEBE" 50 mr/mn; no 5 mn lFec.m.6.X. ABCTpIS (NOBHWIA LUK ana A®l sif yxe 3atsepxkeHoro supobHnka DCS Pharma
(250 mr) a6o no 10 mn Hdor.KI BMpPO6GHMLTBA); Jlabop 3 Bepcii R1-CEP 2000-092-Rev 05 Ha Bepcito R1-CEP
(500 mr) B amnyni; no N1+C Al', HimeyunHa 2000-092-Rev 06
5 amnyn y kKapToHHili (koHTpoNb/BUNPOGYBAHH
Kopobui; no 5 mn (250 s cepii); MMN
Mr), a6o no 10 mn Mikpo6ionoriwec
(500 wr), a6o no 20 Mptodpnadop M6X,
M1 (1000 mr), abo no ABCTpisi
100 mn (5000 mr) y (koHTpOb/BUNPOGYBAHH
thnakoHi; no 1 A cepil)
doNakoHy B KOPOOUi
2. ABAMIC™ cnpeii HasaslbHUiA, nakcoCmit Benuka nakco OnepeiiwHec KOK Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/9306/01/01
CyCneHs3is, [030BaHui, KnsiiH BpuTanis Nimiten BpuTtaHis - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy. peyenmom
27,5 mkr/go3y no 30 ExcnopTt BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
ab6o no 120 posy NimiTen cuctemy thapmakoHarnagy (BBeLeHHs y3arasibHeHUxX
hnakoHi 3 403yUnMm [JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
NPUCTPOEM Ta YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
po3NMItoBaYEM i chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy
KoBraykom; no 1 3asBHUKa A1 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
h/1aKOHY B KapTOHHii AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
Kopo6ui BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BigNoBigaIbHOI 3a
chapmakoHarnsg; MponoHosaHa peaaxyis — [p. MeHc-
Ynbpix WrermanH / Dr. Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX [ aHuX YNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT
3a (papmakoHarnsag. 3miHa Homepy Ta MiCLEe3HaX0MKEeHHSA
macTep-aiina
3. AQLETPUC® | nopoLuok Ans Takena [JaHis BCIM dapmacbloTikans ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 3a UA/13286/01/01
KOHLEHTpaTy Ans Papma A/IC C.MN.A., ITanis PpaHuis/ - BBefeHHA Tecty IHK-dhiHrepnpuHTinra (AHK- peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pO34nHy A8 iHdys3il (BMpOGHMLTBO ABcTpis npaktunockonii) (QPCR), Ha iAeHTUYHICTb ANS aHauisy
no 50 mr; 1 donakoH 3 Hepo3gacoBaHo! i3ohpepmeHTy cAC10 Bank Working Cel Bank (WCB);
MOPOLLKOM Yy NpoAyKuii, NnepBrHHa 3MiHU | TUNY - NS KOMEPL,iHOTrO BUrOTOB/IEHHS
KapTOHHI/ KopoobLi yMakoBKa, KOHTPO/1b i3odhepmeHTy cAC10 BMKOPUCTOBYETHCA HazBa CRZ004 B
SIKOCTi cepiii roToBOro 6aHKy pobounx knituH (WCB); TecTyBaHHS npu
npoaykTty); fendapm nposefeHHi ksanidikauii CRZ004 nposoannu 3a
Hosapa C.p.n., ITanis ponomoroto AHK-dhiHrepnpuHTiHra (AHK-gaktunockonii)
(BTOpUHHA ynakoBKa, (qPCR), sikuii 3amiHVMB BUNPOOYBaHHA Ha i30(DEPMEHT;
[,03BiNT HAa BUMYCK cepii); 3MiHM | TUNY - BUNPaBEHHS Ta OHOBJ/IEHHA PO3LiNiB
KosaHc Jlaboparopi3 aHasTITUYHKX NpoLleAyp HACTYMHUX METOiB; BU3HAYEHHS
Nimiten, Benvka powmiwok (FDRI) metogom RP-HPLC; meTtog CE-SDS
BpuTaHis (KOHTpOsib Reduced ; metog CE-SDS Non-Reduced. 3 po3ginis
[KocTi cepii); M'ep ®abp 3.2.5.4.2 Ta 3.2.P.5.2 BunyyeHo Bn3HaueHHs cAC10, anti-
MegavkameHT MMAE T1a SGN-35 MeToauKo TOUKOBOro 6/10KyBaHHS,
MpopakLwH, ®paHuis AKa € NPOMDKHUM TECTOM Ta He BXoAuTb B Cneyudikavio
(BMpOGHMLTBO npu Bunycky. B cneundikauito BBegeHO B1UNpobyBaHHa pH
Hepo3acoBaHo! onsa npopykty in bulk (BDS), skuii 3aBXAn NpoBoAMBCS,
nNpoAyKuii, NnepBnHHa ane He 6yB 3a3HayeH B cneumdikalii npy npoBeaeHHi
ynakoBka); Takefa cTabinbHoCTi
ABCTpis T'M6X, ABCTpis
(BTOpUHHa ynakoBKa,
[003BiN Ha BMNYCK cepii)
4, A3UNTPOMIL, TabneTtku, BKPUTI [xy6inaHt IHais Lbxy6inaHT IxeHepikc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/12966/01/01
NH nNiBKOBOIO L[hxeHepikc Nimiteq - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenmom
060/10HKOI0, M0 250 NimiTeq BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
Mr, Mo 6 TabNeTok y cuctemy hapmakoHarnsgy (BBeAeHHs y3araibHeHux
6nicTepi; no 1 [JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
6nicTepy y KapTOHHii YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
Kopobui hapMakoHarnagy; KOHTakTHoOI ocobu 3 chapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BifgNoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX [aHnX YNOBHOBaXXeHOI 0cobu, BiAMNOBIAA/IbHOT
3a (hapmakoHarnsg,
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bm
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxoMmkeHHs MacTep-daiina cucremm
hapmakoHarnsgy. 3miHa Micus 3iiiCHeHHs1 OCHOBHOT
AiSNbHOCTI 3 chapmakoHarnsgy
A3NTPOMIL, TabneTku, BKpUTI Lxy6inaHTt IHais Lxy6inaHT IxeHepikc IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy - UA/12967/01/02
NH nNiBKOBOO [hxeHepikc NimiTen - 3MiHM Woao 6e3nekn/epeKTUBHOCTI Ta hapmakoHarnsay.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

060/10HKO10, Mo 500
mr, in bulk: no 5000
Tabnetok y
nonieTueHoBoOMy
nakerTi

NimiTeq

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXXeHOI 0cobu, BiANOBIAa/IbHOT
3a (hapmakoHarnsg,
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

A3UTPOMIL,
NH

TabneTku, BKpUTI
nNiBKOBOIO
060n0HkKot0, No 500
Mr, no 3 TabneTkn B
6nictepi; no 1
6nicTepy y KapTOHHIl
Kopobui

[xy6inaHTt
xeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnisgy (BBeAeHHs y3araibHeHUx
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigaIbHOT 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a thapmakoHarnag.
3MiHa KOHTaKTHMUX AaHnX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKa, BigNoBiga/IbHOT 3a
hapMakoHarnsag B YkpaiHi.
3miHa MicLue3HaxomkeHHs MacTep-halina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

3a
peyenmom

UA/12966/01/02

A3UTPOMIL,
NH

TabneTkn, BKPUTI
nNiBKOBOK

[bxy6inaHTt
[xeHepikc

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM LWoa0 6e3nekn/edpeKTMBHOCTI Ta papmakoHarisay.

UA/12967/01/01
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayitiHo2o

nocsi0o4YeHHs

3acoby

ynakoska)
060/10HKOI0, M0 250
mr, in bulk: no 5000
Tabnetok y
nonieTueHoBoOMy
nakerTi

NimiTeq

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXXeHOI 0cobu, BiANOBIAa/IbHOT
3a (hapmakoHarnsg,
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

3a

UA/18450/01/02

ANEHAPOH-
A3-BICTA

Tabnetkn no 70
Mr/140 mkr (5600 MO),
no 4 Tabnetkn y
6nicTepi, no 1
6nicTepy B KapTOHHiIl
Kopobui

Mictpan
Kenitan
MeHexmeH
T NimiTepq,

AHrnisA

®APMATEH
IHTEPHELUHN CA,
pevjis (BMPOGHMLTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta BTOPUHHE
nakyBaHHs1,
BignoBigasibHWi 3a
BUNYyCK cepii);
®APMATEH CA, IpeLis
(nepBriHHe Ta BTOPUHHE
nakyBaHHs!, KOHTPO b
AKOCTI, BiANOBIAa/IbHUI
3a BUNyckK cepii)

pevis

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
BUNPAB/IEHHS TEXHIYHWUX NOMWIOK, 3rigHo N.2.4. po3ainy VI
Hakasy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii

Haka3ly MO3 Ykpainu Big 23.07.2015 p Ne 460) -
BUNPAB/IEHHS TEXHIYHMX NOMWUIOK B Cneuudikauii MKA
N3, gonyLieHnx Npu nepeHeceHHi inopmadii 3
opuriHanbHVX MaTepianiB peecTpauiiHoro Aockbe, Npu
npoBeeHHI npoueaypuv peectpadii /13 (Hakasz MO3
Ykpainu Big 18.11.2021 Ne2669 Pl UA/18450/01/01;
UA/18450/01/01): Ans po3yBaHHA 70 mr/140 mkr (5600
MO)- 3a po3ginamu: npu BUNycky — «CTilikicTb TabneTok
[0 po3aaB/oBaHHsA», «lgeHTudikauis aneHapoHoBol
KMcnoTu», «lgeHTudikayis xonekanbuudeposny»;
npoTAroM TepMiHy npugartHocTi: «CepefHa maca Ta
OAHOPIAHICTb Macu», «BTparta B Maci npu BUCYLLYBaHHI»,
«CTilikicTb Tab1eTOK 0 PO34aB/OBAHHS»,
«lgeHTundikauis aneHapoHOBOT KUCNOTU», «laeHTudikauis

xonekasnbumdepony». 3a3HaueHi BUnpaBeHHs
BiANOBIAA0TH MaTepiasiamMm peecTpayjiiiHoro AoCbe
(p-3.2.P.5.1), Aki 3Haxo4ATLCA B apXiBi

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:

peyenmom

3a

UA/18450/01/01

ANEHJIPOH-
[3-BICTA

Tabnetku no 70 mr/70
MKr (2800 MO), no 4
Tabnetkn y 6nictepi,

no 1 6nictepy B

MicTpan
Kenitan
MeHexmeH

AHrniA

T JlimiTeq

SAPMATEH
IHTEPHELLUHA CA,
pevjis (BMPOGHMLTBO,

peuis

KOHTPO/1b SIKOCTI,

BUNPABIEHHS TEXHIYHWUX NOMWIOK, 3rigHo n.2.4. po3gainy VI
Hakasly MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii

Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) -

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi nepBrHHE Ta BTOPVHHE BUMNpaB/IEHHS TEXHIYHUX NoMunok B Crneumdikavii MKA
nakyBaHHs, N3, ponyLeHux npu nepeHeceHHi iHdopmadii 3
BiANOBifa/IbHWIA 32 OpUriHaNIbHNX MaTepiasliB PeeCTpaLiiiHoro Aocke, Npu
BMNYCK cepii); npoBefeHHi npoueaypy peectpaduii /13 (Hakas MO3
®APMATEH CA, lpevjs Ykpainu Big 18.11.2021 Ne2669 PN UA/18450/01/01;
(NepBuHHE Ta BTOPUHHE UA/18450/01/01): Ansa posyBaHHA 70 mr/70 mkr (2800 MO)
nakyBaHHs1, KOHTPO/Tb — 3a posginamu: npu BUMycKy — «laeHTudikauis
AKOCTI, BiANOBIAa/IbHUIA aneHapoOHOBOI KUCOTW», «laeHTudikauis
3a BUNyckK cepir) xonekanbuueposny»; NPOTAroM TEPMIHY NpUAaTHOCTI:
«CepepfHs Maca Ta O4HOpIJHICTb Macu», «BTparta B maci
npu BUCYLLIYBaHHI», «laeHTudikauis aneHapoHoBOl
KMcnotu», «lgeHtudikadina xonekanbuudepony» .
3a3HaueHi BUNpaB/ieHHs BifnoBifaloTe MaTepianam
peecTpauiiiHoro gocke (p.3.2.P.5.1), ski 3HaxoaATbCs B
apxisi
10. ANEPAE3 cupon, 0,5 mr/mn, no My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTepianis: 3MiHu | TUny 6e3 UA/14492/01/01
50 mn Ta no 100 mn y akuioHepHe TOBapuUCTBO "HaykoBo- - 3MiHM 3 sIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuenma
thnakoHi; no 1 TOBapucTBo BMPOOHUUNIA LLEHTP 3miHa y TepmiHax npuaaTtHoOcTi abo ymoBax 36epiraHHs
chnakoHy pasom 3 "HaykoBo- "BopLuariBCbkuii XiMiko- roTOBOrO JlikapCbKoro 3acoby - 3MiHa B yMoBax 36epiraHHs
[03yBasIbHUM BUPOGHNYNIA thapmaueBTUYHUIA roTOBOrO fiKapcbKoro 3acoby Mics NepLLIoro pO3KpuTTS.
NPUCTPOEM B NauLyj; No LeHTp 3aBog" 3aTBepaKeHo: B opuriHanbHii ynakosLi npy Temneparypi
100 mny 6aHui; no 1 "Bopuiariscb He BuLle 25°C. 3anponoHoBaHo: B opuriHasbHiil ynakoBui
6aHLi pa3om 3 KWiA Ximiko- npw Temnepartypi He Bule 25°C. TMicna pos3kpuTTS
[03yBaJ/IbHUM hapmaueBT donakoHy TepMiH npugatHocTi npenapaty 30 aié npu
NPUCTPOEM B NauL,i WNYHWI Temnepatypi He Buule 25°C. 3MiHU BHECEHI B iHCTPYKLIito
3asof” ONsi MeANYHOro 3acTocyBaHHA J13 y p. "YmoBU 36epiraHHa"
3 BiNOBIAHUMMN 3MiHAMWN B TEKCTI MapKyBaHHS YNakoBOK.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
11. ANKEPAH™ TabneTkn, BKPUTI AcneH IpnaHgais Ekcenna 'm6X i Ko. KI HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/8593/01/01
NNiBKOBOO Papma TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOI0, MO 2 MT; TpeligiHr CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo ymoBax
no 25 Tabnetok y Nimiteq 36epiraHHsA roTOBOrO /iKapCbKOro 3acoby (36i/bLUeHHS
dhnakoHi; no 1 TEepMiHy NpUAATHOCTI FOTOBOTO NiKapCbKoro 3acoby) - Ans
dhnakoHy y KapTOHHil TOProBOi YNakoBKkW (NiATBEPLAKYETLCA AAHUMU PeaslbHOro
Kopobui yacy) 36inbLIeHHs TepMiHy npugatHocTi N3 gna Toprosoi
ynakoBku Ao 3 pokiB (6yn0: 2 poku). 3MiHN BHECEHO B
IHCTPYKUiO AN MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y p. "TepMiH npugaTHocTi".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
12. ANb®A- TabneTkn, BKPUTI AT YkpaiHa AT "KNIBCbKI Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/4766/01/01
NiNoH nNiBKOBOO "KMIBCbKW BITAMIHHWA 3ABOA" - 3MiHUK 3 AkocTi. A®I. CTabinbHicTb. 3MiHa nepiofy peyenmom
06010HKot0, No 300 " NOBTOPHUX BMNpOo6yBaHb/nepiody 36epiraHHa abo ymMoB
mr, no 10 TabneTok y BITAMIHHW 36epiraHHa A®| (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
6nictepi, no 3 " 3ABOA" cepTuduikaTa BinoBigHOCTI €EBponenchkii dhapmakonei,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepu y nauuj; no LLIO BK/THOYAE Nepios NOBTOPHOro BUNpobyBaHHS) (nepios
10 TabneTok y NOBTOPHOrO BUNpo6yBaHHA/Nepios 36epiraHHs) -
6nictepi, no 6 36inbLUeHHs abo BBEAEHHS nepiogy NOBTOPHOMO
6nicTepiB y navui BMNpoGyBaHHsA/nepiody 36epiraHHsA Ha OCHOBI pe3ynbTaTiB
OOCNiMKEHb Yy peasibHOMY Yaci - 3MiHa 10 peecTpaviiiHoro
bocbe Ha /13 Anbga-NninoH, CToCyeTbCA 306iNbLUEHHS
«TepMiHy npuaaTtHocTi» A®| Ha OCHOBI pe3y/nbTarTis
JocnifpKeHb B 4OBrOCTPOKOBMX YMOBaX 36epiraHHs.
MponoHoBaHa pegakuis: TepmiH NpuAATHOCTI 4 pokn
13. ANb®dA- TabneTku, BKpUTI AT YkpaiHa AT "K/NIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny 3a UA/4766/01/02
NiNoH nNiBKOBOIO "KUIBCbKW BITAMIHHWA 3ABOL" - 3MiHM 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy peyenmom
06010HKOt0, N0 600 " NOBTOPHMX BMNPOGyBaHb/nepiogy 36epiraHHa abo ymMoB
mr, no 10 Tabnetok y BITAMIHHW 36epiraHHa A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE
6nictepi, no 3 " 3ABOA" cepTudpikaTa BignosiaHOCTI EBponeiickkili hapmakoner,
6nicTepu y nauuj; no LLIO BK/THOYAE Nepios NOBTOPHOro BUNpobyBaHHS) (nepios
10 TabneTtok y NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
6nictepi, no 6 36inblUeHHs abo BBeAEHHS nepiody NOBTOPHOro
6nicTepiB y nauui BMNpo6yBaHHA/Nepiody 36epiraHHA Ha OCHOBI pe3ynbTaTiB
OOCifKeHb y peanibHOMY Yaci - 3MiHa [0 peecTpaviiiHoro
nocbe Ha /13 Anbga-NninoH, CTocyeTbCA 306iNbLUEHHS
«TepmiHy npugatHocTi» A®| Ha OCHOBI pe3ynbTaTis
JocnifpKeHb B 4OBrOCTPOKOBMX YMOBaX 36epiraHHs.
MponoHoBaHa pepakuis: TepMiH NpUAATHOCTI 4 POKX
14. AMIAKY pO34nH Ans MpAT YkpaiHa MpAT dapmaneBTMyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/0138/01/01
PO34YMH 10% | 30BHILLIHBLOrO dapmaueBT pabpvika "Biona" - 3MiHM Woao 6e3neku/edheKTBHOCTI Ta chapmakoHarnsagy peyenma
3acTocyBaHHsA 10%; nyHa - 3MiHW BHECEHi B TEKCT MapKyBaHHS YMakoBOK NikapCbKoro
no 40 mn a6o no 100 thabpuka 3aco6y (N.17 IHwWwe) WoA0 HaHeCeHHs1 TOProBoi Mapku
MY hrakoHax "Biona"
CKNSHNX, YKYMOPEHWX
npobkamu Ta
Kpuwikamu; no 100 mn
y thnakoHax
nosiMEepHUX,
yKynopeHux npobkamu
Ta Kpuwikamu; no 40
My chaKoHi
CKknsiHomy; no 1
dhnakoHy B nauui 3
KapToHy
15. AMIHOBEH pO34MH ANs iHdy3ii PpeseHiyc HimeuuunH ®peseHiyc Kabi ABCTpist ABCTpiIs BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/4585/01/01
IHPAHT 10 % | no 100 mn a6o no 250 Kabi a 6X - BUNy4YeHHS BUPOGHMYOI AinbHuLi ®apma 3enn Mpisat peyenmom
M1y chrakoHax [oliunang, NimiTeq, IHAIS gna gitoyoi peqoBuHM N-aueTtun- L-TMposuH;
M6X 3MiHM | TUNY - BUNYYEHHSt BUPO6HUYOI AinbHMLi Shanghai
Kyowa Amino Acid Co. Ltd. gns gjitoyoi peqosuHu
doeHinanaHiH; 3MiHM | TMNy - BUYYEHHS BUPOGHNYOT
AainbHUUi Kyowa Hakko Bio Co. Ltd., an1sa Aito4oi pe4yoBuHm
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NpoAiH; 3MiHU | TUNY - BUTYYEHHS BUPOOHWYOT AinbHULL

Evonik Rexim S.A.S ana fjito4oi pevyoBuHY TPUNTOgaH;
3MiHV | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTa
BignoBigHOCTI EBponeiickkilt hapmakonei Ne R1-CEP
1996-002-Rev 05 gns gitoyoi pevosuHu Acetylcysteine (N
—aueTnn L-umncTeiH) Big BXe 3aTBepAXeHOro BUPo6GHMKa
Moehs Catalana S.L; 3miHu | Tvny - nogaHHA OHOB/IEHOTO
cepTtudikaTa BiANoOBiAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2004-086-Rev 05 (R1-CEP 2004-086-Rev 04)
0715 Ailo40T pevoBrHM ANaHiH Bif BXe 3aTBepIKeHOro
Bupo6bHuKka EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD; 3MiHu | TURY - nogaHHsa
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €BpoNechbkili
thapmakonei Ne R1-CEP 2007-351-Rev 00 ans gjtouoi
peyoBuHN ANaHiH Bif, BXXe 3aTBEPA)KEHOTO BUPOGHMKa
SHANGHAI KYOWA AMINO ACID CO., LTD., KuTai;
3MiHuM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa
BiZiNOBIAHOCTI €Bponelickkiit hapmakonei Ne R1-CEP
1998-107-Rev 04 gns gjtoyoi pevyoBuHmn MNCTUAMH Bif BXe
3aTBEPAKEHOr0 BUPOGHUKA, KNI 3MIHVB Ha3BY
(3anponoHoBaHo: Ajinomoto Health and Nutrition North
America, Inc.), agpeca BUpOOHNLTBA 3a/IMLLIAETLCA
He3MiHHOl. BBeaeHHS nepiogy NOBTOPHOrO BUNPOGYBaHHS
48 micauis; 3MiHK | TUNY - NOJAHHS OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2008-099-Rev 03 ans Ajto4oil pe4yoBuHN MMiLuH
Bifl BXe 3aTBepmxeHoro BupobHuka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD; 3minHu | Tuny -
noJaHHsA OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2012-052-Rev 00
ANsa 4il4oi peyoBrHY J1eiumH Bif BXe 3aTBEpAKEHOro
BUpo6HMKa Shanghai Ajinomoto Amino Acid Co. Ltd; 3miHu
| TMNy - NoAaHHA OHOB/IEHOTO cepTudikaTta BiANOBIAHOCTI
€ponevicbkinn hbapmakonei Ne R1-CEP 2010-155-Rev 01
0N aiodol pedyoBrHn JTisuH (y BUrNAAi NisvHy aueTary) Bif
BXe 3arBepxeHoro BupobHnka EVONIK REXIM S.A'S;
3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2010-155-Rev 00 gns giroyoi pevosuHn JlisuH (y Burnagi
Ni3VHy aueTaTy) Bif BXe 3aTBEPXEHOro BUPOOHUKA
EVONIK REXIM S.A.S; 3MiHu | TURNY - nogaHHA
OHOB/IEHOTO cepTudpikaTa BiANoBigHOCTI EBpoNneiichbkil
dhapmakonei Ne RO-CEP 2014-063-Rev 01 ans gjtovoi
peyoBuHM i3vH (Y BUrIALI Ni3uHY aueTaty) Bif Bxe
3aTBEPAKEHOro BUPOGHYMKA, K HACNIAOK 3MiHA Ha3BM
BMPOGHUWKa (3aTBepakeHo: Ajinomoto North America Inc.;
3anponoHoBaHo: Ajinomoto Health and Nutrition North

America, Inc.), agpeca BUpoOHMLTBA 3a/IMLLAETLCSA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
He3MiHHOt0. BBefeHHSA nepiogy NOBTOPHOrO BUNPOGYBaHHS

48 micsau;s;
3MiHV | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTa
BignoBigHOCTI EBponeiickkilt hapmakonei Ne R1-CEP
2005-190-Rev 03 ansa gjtoyoi pevyoBuHY MeTIOHIH Bif Bxe
3areBepmxeHoro BupobHuka EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD; 3MiHu | TUny - nogaHHsa
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponeiichbkili
dhapmakonei Ne R1-CEP 1999-136-Rev 06 gns gjtoyoi
peyoBuHN METIOHIH Bif BX€ 3aTBEPXEHOr0 BUPOOHMKA
SEKISUI MEDICAL CO., LTD; 3MiHu | TUnYy - nogaHHsA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichbkil
dhapmakonei Ne RO-CEP 2013-211-Rev 01 gns gjtovoi
peuyoBnHN CepuH Bif, BXe 3aTBEPAKEHOIO BUPOOHMKA;
3MiHV | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTa
BignoBigHOCTI EBponeiickkil hapmakonei Ne R1-CEP
2013-211-Rev 00 ans gjtoyoi pevoBuHY CepuH Bif, BXe
3aTBEPKEHOIO BUPOGHUKA, SKWIA 3MiHUB Ha3BY
(3anponoHoBaHo: Ajinomoto Health and Nutrition North
America, Inc.), agpeca BUPO6HULTBA 3a/IMLLAETLCA
He3MiHHOW. BBeieHHs nepiody NOBTOPHOro BUNPOOYBaHHSA
48 micauiB; 3MiHK | TUNY - NOJAHHS OHOB/IEHOTO
cepTtudikaTa BiANoOBiAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 1998-137-Rev 04 gns Ajto4oi pe4oBuHM
TpunTodhaH Bif BXe 3aTBEpPAKEHOr0 BUPOOHUKA, SK
Hacnigok 3mMiHa Ha3By BUPOBGHUKA (3arnponoHOBaHO:
Ajinomoto Health and Nutrition North America, Inc.),
afpeca BMPOOHMLTBA 3aUIMIAETLCA HE3MIHHOIO.
BBeneHHs nepiogy NOBTOPHOro BUNpobyBaHHA 48 MicALiB;
3MiHV | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTa
BignoBigHOCTI EBponeiickkilt hapmakonei Ne R1-CEP
1998-106-Rev 06 ans gitoyoi pevoBuHU BaniH Big, Bxe
3aTBEPAKEHOro BMPOGHYMKA, K HACNIAOK 3MiHA Ha3BM
BMPOGHMKa (3anponoHoBaHo: Ajinomoto Health and
Nutrition North America, Inc.), agpeca BupobHuLTBa
3aMLLaeTbCs HE3MIHHOK. BBeaeHHS nepiogy NOBTOPHOro
BMNpPOo6YyBaHHA 48 MicALiB; 3MiHM | TUNY - NOAAHHSA
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponeiichbkili
dhapmakonei Ne R1-CEP 2008-128-Rev 02 gns gjto4oi
peyoBuHM BaniH Bif BXe 3aTBEpAKEHOro BUPO6HMKaA
EVONIK REXIM NANNING PHARMACEUTICAL CO.,
LTD; 3miHu | TUny - nogaHHA HOBOro cepTuddikata
BignoBigHoCTi EBponeiickkilt hapmakonei Ne RO-CEP
2013-179-Rev 00 ana gitoyoi pevoBuHU MiuuH Big HOBOTO
BUpo6HMKa AMINO GMBH, HimeuuunHa; 3mium | Tuny -
noAaHHs HOBOro cepTtudpikaTa BiANOBIAHOCTI EBpONenchbkili
thapmakonei Ne RO-CEP 2015-005-Rev 01 ans gjtouoi

peyoBuHM MeTioHiH Big HoBOro Bupo6Hmka AMINO GMBH,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HimeuuunHa; 3miHv | Tvny - BBEAEHHA Nepiogy NOBTOPHOrO
BUNPO6YBaHHSA 48 MicAUiB ANA Ailodoi peyoBuHN MiLnH
BMpO6HMKA Amino GmbH Ha ocHOBI pe3ynbTaTis
JocnifpKeHb y peasibHOMY yaci; 3MiHW | TUMy - OHOBNEHHSA
Bepcii ASMF ans aitoyoi pevoBrHN TaypuH BUPOGHULTBA
Sekisui Medical Co., Ltd (3anponoHosaHo: TaypuH-II/AP/
1501/ Rev 02/kBiTeHb 2017 )
16. AMIHOCO/N® | po3uuH ans iHgysild; "Xemothapm | Pecny6nik BUPOBHULTBO YopHoropisi/ | BHECEHHSI 3MiH 0 peecTpaLiiHux MaTepiasis: 3MiHK | Tuny 3a UA/4102/01/02
HEO 15% no 500 MmN y naswkax "AL a Cepbis Hepo3gacoBaHol Pecny6nika - AOMiHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo peyenmom
NpoAyKLii, NepBnHHa Ta Cepbis afpecy 3asiBHVKa (B/lacHUKa peecTpaviiiHoro
BTOpPVHHA ynakoBKa, NOCBIJYEHHS) - 3MiHa Ha3BU KpaiHu 3asBHuka M3
KOHTPO/Ib SIKOCTI: (BBegeHHs 3MiH NPOTAroM 6 MicAuiB nicns
XeMOMOHT 4.0.0., 3aTBEPMKEHHS); 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHN.
YopHoropis; 3MiHa HalimeHyBaHHs Ta/abo agpecy MicL NPOBaKEHHS
KOHTPO/b SKOCTi, BUMYCK LiSNIbHOCTI BUpO6OHMKa/iMnopTepa roToBOro JlikapCbKoro
cepii: 3aco6y, BK/0HAKUM AiNbHULi BUMYCKY cepii abo micue
"Xemodhapm" AL, NPoBeAEeHHS KOHTPOJIHO AKOCTI. (4iSNIbHICTb, 3a AKY
Pecny6nika Cepbis BiANoBigae BMPOGHMK/iIMNopTep, BKIOYaOUM BUMYCK Cepiid)
- 3MiHa Ha3BW KpaiHu BUpobHuka N3, BignoBiganbHoOro 3a
KOHTPO/b AKOCTi, BUMNYCK cepii, 6e3 3MiHM MicLs
BMPOGHMLTBA (BBEAEHHSA 3MiH NPOTArOM 6 MicALUIB MicaA
3aTBEPKEHHS)
17. AMNOAUNIH | Tabnetku, no 10 wmr, "HOHiK IHais FOHiK PapmacbioTuKan IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15752/01/02
€BPO no 10 Tabnetok y PapmacbioT Na6opaTopis BUMNpPaB/IEHHS TEXHIYHOI MOMWUIIKN Y 3aTBEPKEHNX peyenmom
KOHTYPHIli YapyHKOBIi nkan (BipaineHHs dpipmm "Ix. MeTofax KOHTposto: y Tectax «KinbKicHe BU3HAYEHHS»,

ynakoBLi 3
antoMiHieBOT GoosbIM
(cTpwni), no 2 a6o 3
cTpuna y kopobui 3
naKyBas/lbHOro KapToOHY

Nab6opaTtopi3

(BipAineHHs
hipmu "x.
B. Kemikans
eHy,
PapmacboT
nkans Nitg.")

B. Kemikans eHg
dapmacbloTukans /11a.")

«OaHOopIaHICTL BMICTY», «OHOPIAHICTb BMICTY Y2
TabneTkn» NOMWUIKOBO 3a3HAaYeHO HEKOPEKTHUI 06'eM
anikBoTV Ta MipHOT KO/16U, HEOBXIAHUX AN1A OTPUMAHHS

3a3HayveHol KOHUEeHTpaL,ii BUNpo6yBaHoro posuuHy: Po3gin
«KinbKicHe BM3HAYeHHSs: 3aMiCTb «...pa3BoasaT 10 mn 3Toro
pacTtBopa Ao 50 mn noagwkHoli a3kl (0,02 mr/mn
amMIoamMnuHa)» 3a3HauveHo: «...pa3BogAat 10 mn atoro
pactBopa 40 25 mn nogswkHom dassl (0,02 mr/mn
amnogunuHa)». Po3gin «OgHopIgHICTL BMICTY: 3aMiCTb
«...pa3BogaT 5 Mn1 3TOro pacteopa A0 25 M1 NOABMKHOW
pasoii (0,02 mr/Mn amnognnuHa)» 3a3HayeHo: «...
pa3soaaT 10 mn aToro pacteopa 0 25 M1 NOABWKHOM
thaszoii (0,02 mr/mn amnogmnuHa)». Posgin «OgHopigHIcTb
BMICTYyY2 TabneTkn»: 3aMiCTb «...pa3BogAaT 10 mn atoro
pacTBopa Ao 25 mMn noagwkHoli asoii (0,02 mr/mn
amMIoamMnuHa)» 3a3HauveHo: «...pa3Bogat 20 M aToro
pactBopa 4o 25 ma noaswxHoi thasoii (0,02 mr/mn
amiogunuHa)». 3asHadyeHe BUNPaBeHHs TeXHIYHOT
NOMWJIKW Y 3aTBEPKEHMX MeTofax KOHTposnto (MKHA)

BiANOBIAAE KiHLEBIN KOHLEHTpaL,i, Ky HeobXigHO
oTpuMarTy, Bignosigae martepiasiam posginy 3.2.P.5.2

peecTpaLiiHoro focbe. TOMy 3anponoHoBaHe
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BUMPAaB/IEHHS BiANOBIAAE BUMOraMm o0 TEXHIYHOT
nomunku p. VI, n. 2.4 ropsiaky npoBefeHHs ekcnepTusmn
mMarepianis Ha nikapcbki 3aco6u, Lo NoJaTbCA Ha
AepXaBHy peecTpauito (nepepeecTpalLiio), a Takox
eKcnepTM3n matepiasiiB NPo BHECEHHS 3MiH A0
peecTpaLiiiHix MaTepianis NpoTsArom Aii peectpauiiioro
nocBigyeHHs, 3aTBepA)KeHoro Hakasom MO3 YkpaiHu Big,
26.08.05 Ne426 (y pegakuii Hakasy MO3 YkpaiHu Big,
23.07.2015 p Ne460)
18. APIroCy/nb® | kpewm, 20 mr/r, no 15r TOB "bayLu YkpaiHa dapmszasog €nbtha A.T. Monbwa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/1031/01/01
AH® a60 40 ry Ty6i; no 1 Xenc" - 3MiHU 3 AIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema peuyenma
Ty6i B KQPTOHHI KOHTeliHep/3akynopoBasibHWi1 3aci6. 3miHa
Kopobui noctavasibH1Ka nakyBasjibHUX MaTepiasiiB abo
KOMMNIEKTYUNX (AKLLO 3a3HAYEHO B [OCLE) (BUTYUYEHHS
nocTavyanbHvKa) - BHECEHHS 3MiH [0 MaTepiasis
peecTpaujiiiHoro aocke 8o po3giny “3.2.P.7 Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3aci6”: BUNYyYEHHSI O4HOr0O
3 BUPOOHWKIB NEPBUHHOI YNakoBKM-a/IlOMIHIEBMX TY0, a
cave: ALLTUB CENTRAL EUROPE s.r.0., Czech
Republic
19. APUMPA30/ | Tabnetku no 15 mr; no TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/15765/01/02
® 10 TabneTok y "ACIHO - 3MiHM Woao 6e3nekn/edhekTBHOCTI Ta chapmakoHarnsagy peyenmom
6nictepi; no 1, 3 abo 6 YKPAIHA" - 3MiHW BHECEHO B TEKCT MapKyBaHHS A04AaTKOBOT
6nicTepiB y KAPTOHHIN ynakoBkn Ne 10 (10x1) y 6nicTepi LOA0 HAHECEHHSA
nauuj NoroTuny «couiasibHa nporpamax». TepmiH BBeeHHS 3MiH
npoTArom 6 micsLiB nicns 3aTBepayKeHHs
20. APUMPA30/ | Tabnetku no 10 mr; no TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/15765/01/01
® 10 TabneTok y "ACIHO - 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta thapmakoHarnsagy peyenmom
6nicTepi; no 1, 3 abo 6 YKPAIHA" - 3MiHV BHECEHO B TEKCT MapKyBaHHs [0AaTKOBOI
6nicTepiB y KAPTOHHIN ynakoskn Ne 10 (10x1) y 6nicTepi WOA0 HAHECEHHS
nauuj NoroTuny «couliasibHa nporpamax». TepmiH BBeZeHHS 3MiH
npoTArom 6 micsLiB nicns 3aTBepaXKeHHN
21. APNNEBEPT® | Tabnetku; no 20 MeHapiHi NMokcemby XeHHir ApuHaiimiTTens HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3MiHu |1 3a UA/14331/01/01
Tabnetok y 6nictepi; IHTEepHeLLoH pr v6X & Ko. Kl TUMY - 3MiHW BHECEHO A0 IHCTPYKUIi A1 MeguyHoro peyenmom
no 1 6nictepy B an 3acTOCyBaHHs Nikapcbkoro 3acoby Ao po3ginis
KapTOHHI Kopobuj; mo | OnepeiioH "®apmakonoriyHi BnactusocTi", "MpoTnnokasaHHsa",
15 TabneTok y c "Cnoci6 3acTocyBaHHA Ta 031" (BHECEHI YTOUHEHHS),
6nicTepi; no 2 INokcembypr "B3aemogis 3 iHWYMKU NikapcbKuMmn 3acobamu Ta iHLWi BUan
6nicTepy B KAPTOHHIi C.A. B3aemogiin”, "OcobmBOCTi 3acTocyBaHHA", "3acTocyBaHHs
Kopo6ui; no 25 y nepiog BariTHOCTi abo rogyBaHHsA rpyaar”,
Tabnetok y 6nictepi; "Mepepo3yBaHHs", "MobiyHI peakyii”, "AiTn" (pegakuiiHi
no 2 a6o 4 6nictepu B YTOUYHEHHS), "34aTHICTb BN/IMBATU Ha LUBUAKICTb peakwii
KapTOHHI Kopoo6Li Npu KEpyBaHHi aBTOTPAHCNOPTOM a60 iHLINMK
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MexaHisMamu' BignoBigHO A0 MaTepianiB peecTpavliiniHoro
[ocbe. BBeeHHS 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAKEHHS
22. APTUPNEKC | kpem, no 201, no40r ToBapuncTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis: 3MiHu |1 6e3 UA/13306/01/01
a6o no 100 r y Ty6i; no 3 06MeXeHo TUNy - BBELeHHSA HOBOro BUPO6HMKa APl AnaHTOIH peuyenma
1 Ty6i y kopobuii 3 obmexeHor BiANOBIAA/TIBHICTIO Bnpo6HuuTBa MONTAGE CHEMICALS PVT. LTD.(Private
KapToHY BignoBigasb "®apmaueBTUYHa Limited), India foaaTkoBO A0 3aTBEPAXEHOr0 BUPOGHUKA
HICTIO KoMnaHis "3g0pos'a” Hunan Jiudian Hongyang Pharmaceutical Co., Ltd., The
"®bapmaueBT People's Republic of China; 3miHu Il Tuny - BBEAEHHA
nyHa HOBOro BMPOGHMKa A®I ritoko3amiHy rigpoxnopug,
KOMnNaHis Bupo6HuuTBa BIOIBERICA, S.A.U., Spain foaatkoso f0
"3p0pos'a" 3aTBEpAXEHOro BMpobHuka Yantai Dongcheng
Biochemicals Co., Ltd., China
23. ACKOPBIHO Tabnetku no 25 mr no MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 6e3 UA/2983/02/01
BA KUC/IOTA | 50 a6o no 100 "TexHonor" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peuyenma
TabneTok y - OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBKMW /iKapCbKoro
KOHTeliHepi; no 1 3acoby 3 BHECEHHSIM iHdhopMaLLil LLoA0 3a3HAYEHHS
KOHTeliHepy B maui 3 OAMHULb BUMIpOBaHHSA y cuctemi Sl. TepmiH BBEEHHS
KapToHy 3MiH NPOTAroM 6 MicALiB Micns 3aTBEPIKEHHS
24. ACKOPBIHO Tabnetku no 25 mr no MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/2983/02/01
BA KUC/IOTA | 50 a6o no 100 "TexHonor" - 3MiHM 3 AKOCTI. [O0TOBUIA NikapCbKMii 3aci6. 3MiHN y peuyenma
Tabnetok y BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoum gianasoH
KOHTeliHepi; no 1 po3Mipy cepil) roToBOro AikapcbKoro 3acoby (36iNbLUeHHs
KOHTeHepy B nauui 3 00 10 pasiB NOpiBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
KapTOHy BBE/leHHs1 J0AATKOBOro PO3Mipy cepii roToBOro
nikapcbKoro 3acoby; 3anponoHoBaHo: Po3mip cepii: 80,00
kr (320 000 Ta6netok); 200,00 kr (800 000 TabneTokK)
25. ATOBAKC® TabneTku, BKpUTI TOB Ykpaina TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18049/01/01
nNiBKOBOIO "KYCYM TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
o60n0oHkoto, no 400 PAPM" hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
Mr; no 5 TabneTok y niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
6nicTepi; no 1 Me[MYHOro 3aCTOCYBaHHS
6nicTepy y KapTOHHii reHepuYHUX/ribpMaHMX/6ionoai6HNX NikapCcbKUX 3aco6iB
ynakosLi; no 7 nicnsi BHECEHHS Tiel camol 3MiHU Ha ped)epeHTHWIA
Tabnetok y 6nictepi; npenapar (3MiHa He NoTpebye HagaHHA XOAHUX HOBUX
no 1 6nictepy y [0[aTKOBUX AaHnX) 3MiHM BHECEHI [0 iHCTPYKLii Ans
KapTOHHIl ynakoBsLyj; MeAMYHOro 3acTOCyBaHHA /iKkapCbKoro 3acoby y po3ginu
no 10 TabneTok y "MokasaHHsa", "Oco6MBOCTI 3aCTOCyBaHHS",
6nicTepi; no 1 abo no "Mepepo3yBaHHs", "INo6i4HI peakuii” BigNoBigHO A0
10 6nicTepiB y iHbopmawii pethepeHTHOro nikapcbKoro 3acoby
KapTOHHIiA ynakoBL,i ABEJIOKC® (Tabnetku, BKpUTi 060/10HKO0, N0 400 mr).
MpepcTtaeneHi 3miHK B iHhopMmaii 3 6e3neku Ha niacTasi
OHOBNEHOT iHthopMaLii 3 6e3nekn y pedhepeHTHOro
NiKapcbKoro 3acoby, OHOBMEHOrO MAaHy ynpaBAiHHA
pv3nkamm Bepcis 2.1 Wo40 BHECEHHS 3MiH Ta ONOBHEHb
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y pO3Aisiax NpoeKTy IHCTPYKLii 415 MeguyHoro
3acTocyBaHHs. BBeieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepAkeHHs
26. AYrMEHTUH MOPOLLIOK A8t nakcoCmit Benvka nakco Bennkom ®paHuia/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/0987/04/01
™ES Opa/IbHOT CyCneHsil, KnsiiH BpuTaHis MpoaakwH, dpaHLis; Benuka - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
600 mr/42,9 mr/5 mn; Excnopt CmiTKnAiH Bivem BpuTtaHis BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
CKMSIHWI hNakoH 3 Nimiteq dapmacbroTrKanc, cuctemy dpapmakoHarnsgy (BBeAeHHs y3arasibHeHvX
aIOMIHIEBOIO Benvka BpuTaHis [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
KpULLIEYKOI, L0 YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
Hakpy4yyeTbes (MICTUTb chapmakoHarnsgy; KOHTakTHoOT 0cobu 3 chapmakoHarnsgy
BCepeaeHi nonimepHy 3asiBHUKA 151 34iICHEHHA hapMakoHarnsgy B YkpaiHi,
(nonisiHinxnopugHy AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
abo nonioneciHoBy) BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
nniBky), 3 KOHTPONEM (BK/TKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
nepLIoro BiAKpUTTA macTep-aiina cuctemu papmakoHarnisgy) - amiHa
abo 3 NNacTMKOBO YNOBHOBaXXEHOI 0CO0OM 3asBHUKA, BiAMNOBIAa/IbHOI 3a
KPWLLIKOIO i3 3aXMUCTOM chapmakoHarnsg;
Bif, BiAKPUTTS 4iTbMMN MponoHoBaHa peaakuis — [p. MeHc-Ynbpix LUTermanH /
Ta N1acTUKOBOO Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHuX
MipHOIO NTOXKOIO 3 YMNOBHOBaXEHOT 0C06M, BigNoBigansHoI 3a
nosHavykamu 2,5 mn ta hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLEe3HaXOKEHHS
5 Mn, y KapTOHHIl macTep-gaiina
Kopobui
27. ALUECTAL TabneTku Wuny4i no CTALA HimeuumnH Mepkne M'vbX, HimeuumHa | BHECEHHS 3MiH 0 peecTpaviiiHux mMmaTepiasnis: 3MiHu | Tuny 6e3 UA/1659/02/01
200 mr no 20 ApuHanmiTT a HimeuyunHa - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisay. peyenma
TabneTok y Ty6i; no 1 enb Al (BMPOGHULTBO BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
Ty6i Y KAPTOHHiIl Hepo3chacoBaHOro cuctemy thapmakoHarnagy (BBeLeHHS y3arasibHeHNX
ynakosLi; no 25 NpoaykTy, NepBrHHE Ta [JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
TabneTok y Ty6i, no 2 BTOPWHHE MaKyBaHHS, YNOBHOBaXXeHOI 0c0obK, BiANOBIAaUTbHOT 3a 34iCHEHHS
TY6U Y KapTOHHIlA KOHTPO/Ib cepiif); hapMakoHarnaay; KOHTakTHOI ocobu 3 chapmakoHarnagy
ynakoBLi Mepkne M'vM6X, 3anBHVIKa AN 34iiCHEHHS chapmakoHarnsgy B Ykpaii,
HimeyunHa (KOHTposib SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
cepii); CTALA BiANOBIAA/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy
ApuHarimitTens Arl, (BKNHOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
HimeyuunHa (Bunyck MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
cepii) YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BigNoBigabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuisn: JokTop AHapeac IBaHoBuY / Dr.
Andreas Iwanowitsch. 3miHa KOHTaKkTHUX gaHuX
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag,
28. AUECTAL TabneTku Wwunydi no CTALA HimeuymnH Mepkne M'vM6X, HimeuumHa | BHECEHHS 3MiH [0 peecTpaliiiHuX MaTtepianis: 3MiHW | TUnNy 6e3 UA/1659/02/02
600 mr no 10 a6o 20 ApUHainmiTT a HimeuunHa - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peuyenma
TabneTok y Ty6i; no 1 enb Al (BMPOGHNLTBO BBefeHHs1 ab0 3MiHM A0 y3arasibHEHUX AaHuX Npo
Ty6i Y KApTOHHiiA Hepo3acosaHoro cuctemy dhapmakoHarnsagy (BBefeHHs y3arasbHeHux

ynakoBLi; no 25
TabneTok y Ty6i; no 2

NpoayKTy, NEPBUHHE Ta
BTOPMHHE NaKyBaHHS,

[JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0C06MU, BiNOBIAaNbHOI 3a 3AiiCHEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ty6W y KapTOHHIiA KOHTPO/Ib Cepiid); chapmakoHarnsgy; KOHTakTHoOT 0cobu 3 chapmakoHarnsgy
ynakoBLiji Mepkne M'vbéX, 3asBHUKA A5 34iiCHEHHA hapMmakoHarnsgy B YkpaiHi,
HimeuunHa (KOHTPONb AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
cepii); CTAOA BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
ApuHaiimiTTens Arl, (BK/TKOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
HimeuumnHa (BUnycK macTep-chaiina cuctemun chapmakoHarnsgy) - 3amiHa
cepii) YMOBHOB&XEHOT 0C06Y 3a8BHWKa, BigNoBifa/IbHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepgakuis: floktop AHgpeac IBaHosuy / Dr.
Andreas Iwanowitsch. 3miHa KOHTakTHUX gaHnXx
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag,
29. AUL® NTIOHI TabneTku Wwmnydi no CaHpos CnoBeHis Cantotac ®@apma 'mbX, HimeuumHa | BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/15591/01/01
NMOH 600 mr no 1 tabnetui dapmachboTi HimeuuunHa (Bunyck - nogaHHsA oHosneHoro CepTuddikaty BignoBigHOCTI peuyenma
y cawle; no 6, 10 a6o Kan3 g.4. cepii); Xepmec €Bponelicbkiii thapmakonei R1-CEP 1996-002-Rev 05
20 calle y KapTOHHIiA ApuHaiimitTens M6X, (nonepepHs Bepcis R1-CEP 1996-002-Rev 04) Big Bxe
Kopobui HimeuyunHa 3aTBepxeHoro Bupo6Hrka Moehs Catalana S.L., Spain
(Bpo6HMLTBO in bulk, (name of Holder: Moehs lberica S.L., Spain), ana A®l
nakyBaHHS, TeCTyBaHHs) ALETUNLMCTEIHY. Y TOMY YMCAi YTOUHEHHS agpecu Ans
BUpPOGHMYOT ginbHUUi Moehs Catalana S.L., Spain (hame
of Holder: Moehs Iberica S.L., Spain), Cesar Mertinell |
Brunet, No. 12A Poligono Industrial Rubi Sur Spain-08191
Rubi, Barcelona
30. BEKOHA3E cnpeli HazaNbHUiA, TOB YkpaiHa nakco Bensnkom C.A., Icnanis/ BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/3140/01/01
cycneHsis, 50 "MEPPIFO Icnanisa (BUpo6HULTBO ABCTpiIf — BHECEHHS 3MiH 40 MaTepianiB peecTpaLiiiHoro A0CbE, p. peyenma
MKr/go3y no 100 fo3 YKPAIHA" 3a MOBHUM LMK/OM); 3.2.P.7 Cuctema koHTeliHep/3akKynoproBasibHWiA 3aci6, y
a60 180 po3y Pixapg BitTHep Arl, 3B'A3KY i3 BHECEHHAM NOCTavyasIbHUKOM MEPBUHHOT
donakoHi ABCTpis (BUPOOHULTBO ynakoBKU a/ibTEPHATUBHOrO marepiasny, Lo
noninponineHoBomy 3a MOBHUM LIMK/IOM) BUKOPWCTOBYETLCA Y BUTOTOB/IEHHI KpULLIEYKWN ANst
abo [,03YH40ro npucTpoto, a came Polypropylene PP.
nosiieTuIeEHoBOMY, 3aTBepxeHo: hood - Polypropylene clear PP;
3’eiHaHOMY 3 3aTBepaxeHo: hood - Polypropylene clear PP or
[03YH0UNM MPUCTPOEM, Polypropylene PP
HOCOBUM afanTepom
Ta KpuLLIeyKkoto; no 1
h/1aKOHY B KOPOOL
31. BEMAHTEH® | cripeil HalWKipHWiA, Baiiep LLiBeiiuapi NixteHxenbat M16X HimeuumHa | BHECEHHSs 3MiH 0 peecTpayiiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/7805/02/01
nnoc po3yuH no 30 mny KoHcbtomep A dapmavoiiTiwe Pabpik - 3MiHU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb peyenma
oNakoHi 3 Kep Al roTOBOro MikapcbKoro 3acoby. 3miHa y MeTogax
po3npuckyBayem Ta BMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby (He3HayHa
na1acTUKOBOKO 3MiHa y 3aTBEpKEHNX MeTofax BUNPOOYBaHHS) -
KpuLLKoto; no 1 BHECEHHS He3HaYHMX 3MiH Y MeTo/ BUnpobyBaHHA 3a
h/1aKOHY B KapTOHHii nokasHvkom "TpoayKktn gerpagaumun. 3-amvHonponadon”,
Kopobui 3MiHa y npoLeci BU3HaYeHHs NpuaaTHOCTI cuctemm (SST)
0151 BUKOHaHHSA BUNpobyBaHb meTogom BEPX, a came,
ChiBBiAHOLLEHI cUrHan/lyM KanibpyBasibHOro po3vmHy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(3anponaHoBaHo: 1x iHxkekuyis KL 7 (1,0 mr/100 mn))
32. BETNIBEH® Kpem 0,05% no 25ry AnpaH- Xopsaris AnpaH-FaneHcbkuii Xopsaris BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 3a UA/14119/01/01
Ty6i; no 1 Ty6i B laneHcbkuia Na6oparopiit 4.4. - NoJaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI peyenmom
KapTOHHIA Kopoo6Li Na6opaTtopi €Bponevicbkin hbapmakonei Ne R1-CEP 2000-223-Rev 05
na.n. 0N [ilo4ol pevyoBrHU 6eTameTasoHy Bif BXe
3aTBEpPAKEHOro BMpo6HuKa Sicor S.r.l, ITanisa, y Hacnigok
3MiH Y MeToAi KOHTPOJ/IH0 3a MOKa3HWKOM «laeHTudpikauis»
Ta «CynposigHi AOMILLKM»
33. BNIC® pO34nH opasibHUiA, 1 AT Ykpaina AT "dapmak" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17819/01/01
mr/mn no 100 mny "®apmak” TMny - AGMiHICTpPaTUBHI 3MiHW. 3MiHa Ha3BM NiKapcbKoro peyenmom
donakoHi 3 aganTepom 3acoby -
abo 6e3 aganTtepa, nNo 3MiHM BHeceHi Wwoao Ha3ew J13: 3aTtBepgxeHo: Bnic (Blis)
1 chnakoHy 3i 3anponoHoBaHo: bnic® (Blis) BBefeHHs1 3MiH npoTarom 6-
LLINPULOM-[03aTOPOM TV MicALiB Nicnsa 3aTBepMXeHHs. 3MiHu | Tuny - 3miHK 3
y naduic akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BUXigHOro MaTepiasy/npomikKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
mMeTogax BUNpobyBaHHs) 3MiHa BHOCUTLCA [0 METOAIB
KOHTPO/IH0 SAKOCTi po34in «KifbkicHe BU3HAYEeHHs» (MeToz
MOTEHL,iOMETPMYHOrO TUTPYBaHHSA) Cy6CTaHL,ii pynataguHy
doymapaT BMpo6HuMKa Tyche Industries Limited, India.
34. BO3EHTAH TabneTkun, BKPUTI 3eHTiBAa, K.C. Yecbka Bennsuk MNekempkiHr IHK. KaHapa/ BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHM | TUNY 3a UA/16744/01/01
3EHTIBA nAiBKOBOIO Pecny6nik | O/A Bennsuk MekepiHr Kinp - OHOB/EHO lMnaH ynpaBniHHS pusukamu, Bepcis 3.1 ans peyenmom
060/10HKOI0, No 62,5 a ContoLumHe, KaHaga nikapcbKkoro 3acoby boseHTaH 3eHTiBa, TabNeTKN, BKPUTI
Mmr Nel4 (14x1), Ne56 (NepBuHHE Ta BTOPUHHE NiBKOBOK 060/10HKOIO, Mo 62,5 mr, 125 mr; no 14
(14x4), Nel112 (14x8) y nakyBaHHs); eHBiOH TabneTtok y 6nictepi, no 1, 4 abo 8 6siicTepiB Y KAPTOHHIN
6nictepax KopnopeiiweHc, KaHaga nayui. MnaH ynpasniHHA pu3nkaMn OHOBHETLCA
(B1po6HMLTBO "in bulk”, BiNOBIAHO [0 pekoMeHAauiin npotokony PRAC ans
TeCTyBaHHs); BoseHTaHa [EMEA /H/ C /000401 / LEG 086.2],
dapmacaiiHc IHk., ony6nikoBaHoMy Ha Beb-caiiTi EMA. 3MiHu BHeceHi oo
KaHaga (TecTyBaHHs); YyacTuH V. VI «Pe3tome nnaHy ynpasniHHA pusnkamm»
dapmacaiiHc
IHTepHeLueHn NimiTeq,
Kinp (Bignosigae 3a
BMNYyCK cepii)
35. BO3EHTAH TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka Bennsuk MekempxiHr IHK. KaHnapa/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/16744/01/02
3EHTIBA nNiBKOBOIO Pecny6nik | O/A Bennsuk MekepkiHr Kinp - OHOBNEHO lMnaH ynpaBniHHA pu3nkamu, Bepcis 3.1 ans peyenmom
060/10HKOI0, N0 125 Mr a ContowuHe, KaHaga nikapcbkoro 3acoby boseHTaH 3eHTiBa, TabneTkn, BKPUTI
Ne 14(14x1), Ne56 (nepBuHHe Ta BTOPUHHE nNiBKOBOK 060/10HKOM, MO 62,5 mr, 125 mr; no 14
(14x4), Ne112 (14x8) y nakyBaHHs); eHBIiOH TabneTok y 6nictepi, no 1, 4 abo 8 6nicTepiB y KAPTOHHIl
6nictepax KopnopeiiweHc, KaHaga nauui. MNnaH ynpasiHHA pu3vMKamn OHOBJTIOETLCSA
(Bupo6HMLTBO "in bulk”, BiANOBIAHO [0 pekomeHAauiin npoTokony PRAC ans
TeCcTyBaHHs); BoseHtana [EMEA / H/ C /000401 / LEG 086.2],
dapmacaiHc IHk., ony6ikoBaHOMY Ha Be6-caiiTi EMA. 3MiHM BHeceHi o
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KaHaga (TecTyBaHHs); yacTuH V. VI «Pe3tome nnaHy ynpasniHHA pysukamm»
dapmacaiiHc
IHTepHeweHn JlimiTen,
Kinp (Bignosigae 3a
BMNYyCK cepii)
36. BOTOKC® MOPOLLOK A/19 PO3UNHY AnnepraH Ipnangis AnnepraH IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16656/01/01
KOMMJEKC Ans iH'ekuiii no 100 dapmacbHoTi dapmacboTikans - BWIYY€eHHS1 HECYTTEBOrO BUNpobyBaHHs, a came peyenmom
BOTYNIHIYH oanHULb-Anneprax; 1 Kan3 IpnaHgais LWBUAKICTb HACOCY; 3MiHU | TUNY - BUBYEHHS CTabiNIbHOCTI
oro h/1aKOH 3 NOPOLLKOM B Ipnangis A®| BrotosneHoro 3 po6o4oro 6aHky knitnH (WSB);
TOKCUHY KapTOHHIA Kopoo6Li 3MiHM | TUNY - BUlyYEHHS HECYTTEBOTO BUMPOOYBaHHS, a
TANY A (BI, came 3anax; 3MiHu Il Tuny - BBe4EHHA a/ibTepHaTUBHOIO
CLOSTRIDIU BMPOGHNYOro MPOLECY [i040i PEYOBUHW: BUKOPUCTAHHS
M WCB (Working Cell Bank) B sikocTi cTapToBOro marepiany
BOTULINUM) 6e3 NpoAyKTiB TBAPUHHOIO NOXOMKEHHS 3amicTb MCB
(Master Cell Bank)); 3mitu |l Tuny - BBEAEHHS HOBOTO
6aHKy K1iTUH 6e3 NPOAYKTIB TBAPUHHOTO NOXOMAXKEHHS
(WCB)
37. BOTOKC® MOPOLLOK A/19 PO3UUNHY AnnepraH Ipnangis AnnepraH IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/16656/01/02
KOMMJIEKC Ans iH'ekuiii no 200 dapmachboTi dPapmacbioTikan3 - BWIYY€EHHS HECYTTEBOIO BUNpobyBaHHs, a came peyenmom
BOTYNIHIYH oanHuLb-Annepran; 1 Kan3 IpnaHgais LWBMUAKICTb HAcCOCY; 3MiHU | TUNY - BUBYEHHS CTabiNbHOCTI
oro h/1aKOH 3 NOPOLLKOM B Ipnangis A®| BrotosneHoro 3 poboyoro 6aHky knitnH (WSB);
TOKCUHY KapTOHHI KopoobLi 3MiHM | TUNY - BUlyYEHHS HECYTTEBOTO BUMPOOYBaHHS, a
TANY A (BI, came 3anax; 3MiHu Il Tuny - BBe4EHHSA a/ibTepHaATUBHOIO
CLOSTRIDIU BMPOGHNYOro MPOLECy Ail040i PEYOBUHW: BUKOPUCTAHHS
M WCB (Working Cell Bank) B sikocTi cTapToBOro marepiasy
BOTULINUM) 6e3 NpPoAyKTiB TBAPUHHOIO NOXOMKEHHS 3amicTb MCB

(Master Cell Bank)); 3mitu |l Tuny - BBEAEHHS HOBOTO
GaHKy KNiTVH 6e3 NPOAYKTIB TBAPUHHOTO NOXOKEHHS
(WCB)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
38. BPU3ANbL® Kpanni ouHi, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/14749/01/01
cycneHsis, 10 mr/mn "®apmak” - BHECEHHS 3MiH 10 METO/iB BUNpobyBaHHsa /13 3a peyenmom
no 5 mn y donakoHi; no NoKasHNKOM «CTepUsbHICTb», 30KpeEMa MeTo aHanizy
1 donakoHy y nauuj 3 BK/IIOUEHO A0 [dY Ta €Bponeiicbkoi thapmakoneri,
KapTOHY BU/Ty4Ya€ETbCA NOBHWIA BUKNAA NPOBEAEHHS METOANKN Ta
[OMNOBHIOETLCA BiANOBIAHUM NOCUIAHHAM Ha fjtody
pepakuito EP, 3anMwaeTbca BigNOBiAHE NOCUIAHHSA Ha
3arasibHy CTaTTio; 3MiHW | TUMY - 3MiHW Y MeToAax
BuNpobyBaHHA /13 3a nokasHnkoM «B’askicTb» (APY,
2.2.10), a came B MeTOAAX KOHTPOJIH0 YTOYHEHO Ha3BYy
TUNY BUMIPIOBa/IbHOT CUCTEMU A8 poTaLiiHoro
Bicko3nmeTpa «Anton Paar», HimeuunHa, wo
BUKOPVCTOBYETLCA NP BU3HAYEHHI NOKa3HMKa «B’a3kicTb»
y BiANOBIAHOCTI A0 Ha3BW, BKa3aHoi B AoAaTKy A0
IHCTPYKLii. HasBy Tuny BUMipOBasIbHOI CMCTEMU 3MIHEHO 3
DG42/S Ha DG42/SS/QC-LTD. Bumoru cneuudikauii
3a/mwaroTbes 6e3 3MiH
39. BPOKCIHAK Kpanni oyHi, 0,09 %, CeHrTicc IHais CeHrTicc ®apma IMBT. IHgis BHECEHHS 3MiH [0 peecTpaLiliHnX MaTepianis: 3MiHu I 3a UA/15200/01/01
no 1,7 mn y cpnakoi, ®apwma MB.T. nrp. TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 1 cpnakony 3 nra. hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
KpanesibHULEelo B NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
KapTOHHIA ynakosLi MeAMYHOro 3aCTOCYBaHHA Yy 3B’A3KY i3 HOBUMU AaHMU 3
AKOCTI, AOKTIHIYHUMMU, KNIHIYHUMU AaHUMK Ta AaHUMK 3
thapmakoHarnsgy - 3mMiHM BHeCeHi [0 IHCTPYKUiT ans
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby y po3gin
"Mo6ivHI peakui™; 3miHn Il TMNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHm y
TepaneBTUYHMX NoKasaHHAX (4oAaBaHHA HOBOrO
TepaneBTWYHOr0 NokasaHHA abo 3MiHa y 3aTBepKeHOMY
nokasaHHi) - 3MiHM BHECEHI A0 IHCTPYKLii 418 MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3gin “lNokasaHHs";
a TakoxX y po3zinm "Cnocib 3acTocyBaHHA Ta 031",
"Mo6iyHi peakuyii"
40. BYCTPUKC™ | cycneHsis Ans iH'eKwyji nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/14955/01/01
KOMBIHOBA 0,5 mn/no3y, no 1 fosi KnsiiH BpuTaHis Bionoaxikans C.A. - 3MiHa 3aTBepAKeHOi KoMBiHaLi peareHT 6i0TUHWILOBaHI peyenmom
HA y nonepeaHs0 Excnopt aHTK-MuULWadi oparmeHTn F (ab ') 2 Ta peareHt
BAKUUHA HanoBHEHOMY LUMNPUL; Nimiteq KOH'toroBaHoro 3 HRP komniekcy cTpentasiguHy Ha
ana no 1 nonepeaHbO niochinizoBaHWii peareHT KOH'loraT aHTU-Muwaymnii IgG
MPO®INTAKT HanoBHEHOMY LUNPULY Kpons 3 nepokcmaasoro XpoHy (HRP) Ans BusHaueHHs in
KU Yy KOMMNIEKTi 3 ABOMa vitro (meTog ELISA) cneuundivHoi akTMBHOCTI
LONDTEPII, rofikamv B AuentonspHoro kawwokosoro aHtureHy (Acellular
MPABLSA, n1acTMKoBOMY pertussis antigens (Pa)).
KALLUTHOKY KOHTeliHepi; no 1 BHeCeHHs TEXHIYHMX 3MiH B METOZ, BK/1l0HA04M YMOBU
(ALEENMKONAP | KOHTEliHepy y NOKPUTTS, HACMYEHHA Ta BUAB/EHHA cneundivHol
HUIA KapTOHHI KopoobLi aKTUBHOCTI KaLL/TIOKOBOro aHTureHy (coating, saturation
KOMMOHEHT and detection conditions) 6e3 3MiHM 3aTBEPAXEHUX
) KpUTEpIiB NPUAHATHOCTI. TepMiH BBEAEHHS 3MiH - NMNEHb
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(AACOPBOB 2022
AHA, 3I
SMEHLLEHU
M BMICTOM
AHTUIEHIB)
41. BYCTPUKC™ | cycneHsia 4ns iH'exuin nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/15071/01/01
nonio no 1 gosi (0,5 KnsinH BpuTaHis Bionogxikans C.A. - 3MiHa 3aTBepAKeHOT KOMbiHaLii peareHT 6i0TMHUIbOBaHI peyenmom
KOMBIHOBA mn/go3y) no 1 fosiy Excnopt aHTU-muwadi pparmeHTn F(ab')2 Ta peareHT
HA nonepegHe0 Nimiteq KOH'toroBaHoro 3 HRP komnnaekcy cTpentasiguHy Ha
BAKLUVHA HaroBHEHOMY LUNPULL; niochinizoBaHWii peareHT KOH'toraT aHTU-muwaynii IgG
ana no 1 nonepegHLo KpONns 3 nepokcnaasor XpoHy (HRP) ans Bu3HaveHHs in
MPO®INTAKT HanoBHEHOMY LUNPULY vitro (meTog, ELISA) cneuudivyHOi akTMBHOCTI
KN y KOMNJIeKTi 3 ABOMa AuenonapHoro KaluokoBoro aHTureny (Acellular
DUDTEPII, ronkamu B pertussis antigens (Pa)).
NPABLUA, nacTMKoBoMy BHECEHHSs TEXHIYHMX 3MiH B METOZ, BK/IHOHYAKUM YMOBM
KALLUMOKY KOHTeliHepi; no 1 MOKPUTTS, HACUYEHHS Ta BUABEHHA cneuudidHoi
(ALEENMKONAP | KOHTeliHepy y aKTVMBHOCTI KaLL/TIOKOBOrO aHTUreHy (coating, saturation
HUIA KapTOHHI Kopobui and detection conditions) 6e3 3mMiHN 3aTBEPAKEHUX
KOMMOHEHT KpUTepiiB NPUAHATHOCTI. TepMiH BBEAEHHS 3MiH - NNEeHb
)TA 2022
noniomieni
TY
(IHAKTBOB
AHA)
(AACOPBOB
AHA, 3I
SMEHLLEHU
M BMICTOM
AHTUIEHIB)
42. BA3AMPOCT | nopoLwoK 4515 PO3UYUHY HOCb HimeuumnH Elicika HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/4517/01/01
AH® Ans iHdysii, 20 mkr; Papma a dapmacbioTrkans MméX, - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
10 amnyn (o6'emom 5 6X HimeuyunHa agpecu Micus NPoBaMKEHHS AiiSIbHOCTI
MJ1) 3 NOPOLLKOM Y (KOHTpO/Ib AKOCTI BMPO6GHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
KapTOHHIA KopoobLi Hepo3acoBaHoT BK/1OHAKUM AiNbHULi BUNYCKY cepil abo micue
npoayKuir, NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNIbHICTb, 3a AKY
BiANoOBigaIbHUI 3a BiANoBigae BMpPOGHMK/iIMNopTep, BKIOYaUM BUMYCK Cepiid)
BMNYCK CepiT; - 3MiHa agpecu Bupo6Huka M3 Eficika ®apmacboTnkan3
BTOPVHHE NaKyBaHHS); MM6X, HimeuyunHa (KOHTPO/ib AKOCTI Hepo3diacoBaHOT
BMPOGHMLTBO npoaykKuii Ta BiANOBigaIbHUIA 3a BUMNYCK cepil), 6e3 3MiHn
Hepo3gacoBaHo! MicLil BAPOGHMLTBA. 3MiHM BHECEHO B iHCTPYKLilO ANs

npoAyKLUii, NepBrHHE
nakyBaHHs, BidyalbHWi

KOHTPO/Ib, KOHTPO/1b
CTepunbHoOCTI/6akTepian

bHUX E€HOOTOKCHHIB

Hepo3acoBaHoT
NpoAYyKLIT:
IAT Bionorika M'm6X,

MeAMYHOro 3acTOCYBaHHS LLOAO MiCLe3HaX0MKEHHS
BMPOGHMKA 3 BiANOBIAHUMY 3MiIHAMU Y TEKCTi MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby




30

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HimeyunHa
43. BA3AMPOCT | nopoLoK Ans po3ynHy HOCB HimeuuunH Elicika HimeuumHa | BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny 3a UA/4517/01/02
AH® Ans iHdysii no 60 mkr, Papma a dapmacbioTrkans MméX, - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
10 amnyn 3 MOPOLLKOM M6X HimeuunHa aapecy MicLs NPOBaXEHHS Ais/IbHOCTI
Y KapTOHHIli kopobLi (KOHTPO/b SAKOCTI BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
Hepo3gacoBaHol BKJ/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
NpPOAyKLUii, NPOBeAEHHSI KOHTPOJIO SKOCTI. (ZisNIbHICTb, 3a Ky
BiANoBiganbHUii 3a BiANOBIAAa€e BUPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
BUMYCK Cepii; - 3MiHa agpecu BupobHuka M3 Eiicika PapmacboTnkan3
BTOPUHHE NaKyBaHHs); M6X, HimeyumHa (KOHTpO/ib SKOCTi Hepo3dacoBaHol
BUPOBHULTBO npoaykLii, BiagnoBigasbHuiA 3a BUNyck cepii), 6e3 3MiHu
Hepo3dacoBaHol MiCLA BUPOOHMLTBA. 3MiHW BHECEHO B iHCTPYKLIitO ANs
NPOAYKLT, NepBUHHE MeAMYHOro 3acTOCYBaHHA LLOAO MiCLEe3HaX0MKEHHS
nakyBaHHs1, Bidya/lbHUl BMPO6HUKA 3 BiANOBIAHNMY 3MiHAMY Y TEKCTI MapKyBaHHs
KOHTPO/Ib, KOHTPO/Tb yMNakoBKW NiKapCbKoro 3acoby
CTepwbHOCTi/6akTepiasn
bHUX EHA0TOKCUHIB
Hepo3gacoBaHol
NPOAYKLi:
14T Bionorika MmM6X,
HimeuunHa
44, BAKCIFPUMN® | cycneHsia Ans iH'ekuiii CaHodpi ®paHuin NOBHUIA LMK ®paHuis/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/16141/01/01
TETPA | no0,5mny MacTep BMPOGHMLITBA, YropumHa/ - fofaBaHHA a/ibTEPHATUBHOIO MeToay peyenmom
VAXIGRIP nonepegHe0 3arnoBHEHHS!, NePBUHHE Benbris (XeMintoMiHICLEHTHWI MeTOA) A/191 BUSHAYEHHS 3ara/ibHOro
TETRA 3arnoBHEeHOMY LUMpuLL; Ta BTOPUHHE MnakyBaHHs, BMiCTy HiTporeHy ans A®l y npoueci BupobHuuTaa (In-
cnniT- no 1 nonepegHLo KOHTPO/b SIKOCTi, BUMYCK Process Control Test). TepmiH BBe,€HHS 3MiH - YepBEHb
BAKUVHA 3arnoBHEHOMY LUNpuULY cepii: CaHodpi MacTep, 2022; 3miHun | TMny - AoAaBaHHA anbTepHATUBHOIO MeToAy
Aana 3 NPUKPINIeHo PpaHuis; (XeMiftoMiHiCLEHTHUIA MeToA) BU3HAYEHHS 3arasibHoro
MPO®ITAKT TO/IKOK Y KapPTOHHIi BTOPVHHE NaKyBaHHs, BMicTy 6inka Ha etani Final Bulk Product. TepmiH
UKW revny Kopo6ui; no 0,5 mny KOHTPO/b SKOCTi, BUMYCK BBEJEHHS 3MiH - YyepBeHb 2022
YOTUPLOXB | nonepeHbO cepii: CaHodi Mactep,
ANEHTHA, 3arnoBHEHOMY LUNpuLL; dpaHLisa; 3anoBHEHHS,
IHAKTUBOBA | no 1 nonepefHb0 nepBuHHE Ta BTOPUHHE
HA 3aMNOBHEHOMY LLNPULY nakyBaHHSs, KOHTPO/Tb
6€3 rofikn y KapTOHHiIl akocTi: CAHO®I
KOpo6L BIHTPOM IHOACTPIA,
®paHuis; BTOPUHHE
nakyBaHHs, BUMYyCK
cepii: CaHodhi-ABeHTIC
Mpatiisit Ko. NiT4,,
MnaTchopma noricTuku
Ta AMcTpubyLii y m.
BypanewiT, YropliuHa,
BTOPWHHE MaKyBaHHS:
CPHA CA, benebris
45, BANEMOHT TabneTku, BKpUTI dapmaueyTi ABCTpist dapmaueyTile abpik ABCTpiIs BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/14959/01/01
06010HKot0, No 300 e abpik MoHTasBiT MTM6X - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy. peyenma
Mmr, no 10 TabneTok y MOHTaBIT

BBefeHHsi a0 3MiHM 10 y3araslbHEHUX JaHWX NPo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepi; no 2
6nicTepy B KAPTOHHIi
ynakosLi

meX

cuctemy hapmakoHarnfgy (BBeAeHHs y3arasibHeHUx
[JaHux Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXeHOI 0c0obK, BiANOBIfa/IbHOT 3a 34iCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3 hapmakoHarnagy
3asiBHUKA A5 34iICHEHHSA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/TKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
macTep-chaiina cuctemun chapmakoHarnsgy) - 3amiHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asBHUKA,
Bi4NoBiAa/IbHOT 32 hapmMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuisn: MpuweHko Hatanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBigaIbHOI 3a
hapmakoHarnag B Ykpaini

46.

BAHKOMIL
H-®APMEKC

niodpinizat gns
pO34uHy ANs iHgy3il
no 500 mr, no 1
h/1aKoHy B KOHTYpHili
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLji B
nauui

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC IrPyn*

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6.
KOHTPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
roTOBOro NikapcbKoro 3acoby (BHECEHHS 3MiH 40 AOCbE
nicnsi OHOB/IEHHSA 3arasibHOI CTaTTi HAa FOTOBY /iKapCbKy
thopmy y JdY/EBponeiickkili hapmakonei) - CynyTHs
3MiHa - 3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3MiHa y MeTogax
BMNPO6YBaHHSA rOTOBOrO NiKapCbKOro 3acoby (OHOB/IEHHS
npoueaypu BUNpobyBaHHS A8 NPUBEAEHHS Y
BiAMNOBIAHICTb 3i 3MiIHEHOO 3arasibHOKO cTaTTeto AdY abo
€Bponeiicbkoi hapmakonel) - 3miHW y cneumdikauii Ta
MeTofax BUNpPobyBaHHA 3a NOKa3HUKOM "CTepusbHICTb"
AN NpUBEAEHHA Y BiANOBIgHICTL f0 NPY

3a
peyenmom

UA/13483/01/01

47.

48.

BAHKOMIL
H-®APMEKC

BAPITPUKC

niodpinisar ana
PO34uHy Ans iHgys3il
no 1000 mr, no 1
h1aKoHy B KOHTYpHili
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLji B
nauui

TOB
"®APMEKC
reyn"

YKpaiHa

TOB "®APMEKC rPyn*

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3mMiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX
roTOBOro NikapcbKoro 3acoby (BHECEHHS 3MiH 40 AOCbE
nicnsi OHOBMIEHHSA 3arasibHOI CTaTTi HAa FOTOBY /iKapCbKy
thopmy y JdY/EBponeiickkili hapmakonei) - CynyTHs
3MiHa - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3MiHa y MeTogax
BUNPOBYBaHHS rOTOBOTO NiKapCcbkoro 3acoby (OHOB/IEHHS
npoueaypv BUNpPoGyBaHHS A5 NPUBELEHHS Y
BiAMOBIAHICTb 3i 3MiIHEHOO 3arasibHOLo cTaTTeto AdY abo
€Bponeiicbkoi thapmakonel) - 3miHW y cneumdikauii Ta
MeTofax BUNpPobyBaHHSA 3a NOKa3HUKOM "CTepusbHiCTb"
AN NpUBEAEHHN Y BiANOBIgHICTb A0 NPY

3a
peyenmom

UA/13483/01/02

™ |

niodcpinizat ana

PO34MHY AN5 iH'eKUili

nakcoCmit
KnsiiH

Benuka
BpuTtaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbriga

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- peecTpauis BUKOPUCTaHHA BUXIAHOI peYOBUHM L-Ni3uH

3a

UA/15966/01/01

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
VARILRIX™ no 1 go3i; 1 dpakoH 3 Ekcnopt MoHorigpoxnopugy (L-Lys HCI/ L-Lysine
BAKUVHA niocpinizatom Ta 1 NimiTen monohydrochloride+ HCI 37%) Big komnaHii Ajinomoto sk
Aana amnyna 3 anbTepHaTuBa 3apeecTpoBaHoMy L-ni3vH gurigpoxnopuay
MPO®DINAKT PO34YMHHMKOM (BOAA (L-Lys 2HCI/ L-Lysine dihydrochloride), wo
NKN AN iH'ekuin) B BUKOPVCTOBYETLCA SIK KOMMOHEHT MOXWBHOTO CepefoBuLLa
BITPAHOI nNacTMKoBOMy NPy BUPOLLYYBaHHI BipyCHUX KyNbTyp
BICMWN XXBA | koHTeliHepi B
ATEHYMNOBA | kapToHHii kopo6uyi; 1
HA onakoH 3
niogpinizatom Ta 1
nonepegHLo
HamoBHEHWI WNpuL, 3
PO34MHHMKOM (BOAA
Ans iH'ekuii) y
KOMNEKTi 3 ABOMa
rosikamu B
nnacTyKoBoMy
KOHTeliHepi B
KapTOHHI kopo6Lyj;
100 dpnakoHis 3
nioghinizatom Ta 100
amny’s1 3 PO3YNHHVIKOM
(Bofa Ans iH'ekuii) (B
YapyHKOBIli ynakoBLyj)
B OKPEMMX KapPTOHHUX
KOpo6kax
49, BIHMOLETN KpucTanivyHmi MpAT Ykpaina IHaia nikonc N14. IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - UA/18476/01/01
H MOPOLLIOK (cy6CTaHuis) | "dapmaueBT - 3MmiHu 3 gKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
y nakeTax noAagiliHux n4yHa dhipma NOBTOPHUX BUNpo6yBaHb/nepioay 36epiraHHa abo ymMoB
noslieTuNeHoBUX gNs "fNapHuus" 36epiraHHa A®| (3a BiACYTHOCTI y 3aTBEpPAKEHOMY A0ChE
thapmaLeBTUYHOro cepTudikaTa BigNoBiAHOCTI EBponeiickkii hapmakoner,
3acTocyBaHHs LLIO BK/1HOYA€E nepios NOBTOPHOroO BUNPO6YyBaHHSA) (nepios
NoBTOPHOro BUNpobyBaHHsA/Nepios 36epiraHHs) -
36inbLeHHA abo BBeAEHHS Mepiogy NOBTOPHOMO
BMNPO6YBaHHsa/Nepiony 36epiraHHsA Ha OCHOBI pe3ynbTartis
OOCNifpKeHb y peanbHOMY yaci. 3miHa po3giny «TepMiH
NepeKoHTPOsII0 — 4 POKM» Ha «TepMiH NpuaaTHoCTi — 5
POKiB».
50. BITAMIH C TabneTku XxyBasibHi N0 | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/16001/01/01
500 mr no 8 TabneTok 3 [04aTKOBOK TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMYOT peyenma
y 6nicTepi; no 3 abo 7 [0aTKOBOK BiANoBiAa/IbHICTIO OinbHUUI (BKNHOYaouM AinbHULI Ans APl TpOMKHOIo
6nicTepiB y nauui BiAgnoBigab "IHTEPXIM" npoaykTy abo roToBOro NikapCcbKoro 3acoby, AifbHULI Ans
HiCTIO NpoBefieHHA NakyBaHHS, BUPOOHWMKa, BiANOBIAaIbHOIO 3a
"IHTEPXIM" BWMYCK Cepiid, MicLle NPOBELEHHSI KOHTPOSHO cepii) abo

noctayasibH1Ka BUXiAHOro MmaTepiasty, peareHTy abo
[L,0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [AOCHE)
BunyuenHst Bupo6Hrnka CSPC Weisheng Pharmaceutical
(Shijiazhuang) Co., Ltd., China akTvBHOI pe4oBuHM Hatpito
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ackop6bar, Lo BXO4UTb A0 Cknafdy roToBOro fikapCbKoro
3acoby; BignoBigHe BUTYyYEHHS 3a3HaYeHHs BUay
yNakoBKM Ta TepMiHy NPUAATHOCTI A5 LibOro BUPOGHMKA 3i
cneundikauii Ta MetogiB KoHTposio A®ly BAH/. 3minHu |
My - 3MiHK 3 AKoCTi. APl. BupobHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMKHOTO NPOAYKTY/peareHTy, Lo
BVIKOPVICTOBYIOTbCS Y BUPO6HMYOMY npoueci AdDl, abo
3MiHa BUPOGHMKa (BK/THOUaouu, e HeobXigHo, micue
npoBefieHHs KOHTPO/IIO AKkocTi) AP (3a BifCyTHOCTI
cepTudiikaTa BignNoBiAHOCTI EBpONeENCHKI hapmakonei y
3aTBEpMAXEHOMY A0Cke)(iHLWi 3MiHM) 3amiHa BUPOGHUYOI
AiNbHULI (Micus BNPOBaMXEHHS AiANbHOCTI) AnA
3aTBEPAKEHOT0 BUPOBGHMKA aKTUBHOI PEYOBUHM
AcKop6iHOBa KMCNOTA, LU0 BXOANTbL A0 CKnagy roToBoro
nikapcbkoro 3acoby, 3ateepmxeHo: Northeast
Pharmaceutical Group Co., Ltd. No. 37, Zhonggong North
Street, Tiexi District, Shenyang, China; 3anponoHoBaHo:
Northeast Pharmaceutical Group Co., Ltd. No. 29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China. 3miHu | TUny - 3MiHX 3 AKOCTI.
A®I. KoHTponb A®I (iHWi 3MiHK) Y cneumdikavii Ta
mMeTofax koHTposo Ad®| AckopbiHoBa kucnota
NPOMNOHYIOTLCSA HACTYMHI 3MiHW: 3MiHA HOPMYBaHHSA Ta
METOANKN BUKOHAHHSA TecTy "3asIMLLKOBI KiflbKOCTI
OpraHiYHMX PO3UVHHKKIB" 3 YTOUHEHHAM Ha3BW TECTy),
3aTBEPXEHO: BMICT MeTaHo/ly Mae 6yTu He Ginblue 0,3%
(3000 ppm)i BMicT eTaHony He 6inbLie 0,5% (5000 ppm);
3anpornoHOBaHO: BMICT MeTaHo/y Mae 6yTu He Ginblue
0,3% (3000 ppm) y 3B'A3KY 3 NPUBEAEHHAM Y
BiANOBIAHICTb O OHOB/EHOI AOKYMeEHTAaLil BUPOGHMKa
AM®. 3miHn | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapCcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHuiA 3aci6.
3MmiHa napameTpis cneuudikauiii Ta/abo foNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOIO /1iKapCbKOro 3acoby
(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapinoro nokasHuka)) BunyyeHHs nokasHuka
«Po3mipu» 3i cneundikavii Ta MeTOAiB KOHTPO/IO
NepBUHHOTO NakKyBasbHOr0 Matepiasty «donbra
anomiHieBa». FeOMETPUYHWIA PO3MIp NEPBUHHOI YNaKOBKM
(6nicTepa) 3anMwaeTbCs HE3MIHHUM. 3MiHU | TUMY - 3MiHK
3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHU Y NpoLieci BUPOGHULITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/OUaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoLeci BUPo6HULTBA) 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO NiKapCbKOro 3acoby:
3amiHa ABOX OKpeMUX cTafii rpaHynsuili (rpaHynsauis
HaTpito ackopbaTty Ta ackop6iHOBOT KUC/10TW BOAHUM
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PO34YMHOM FiNPOMENo3M Ta rpaHyNALis rKo3u | copbiTy
XXOBTOro abo nomapaH4yeBoro) Ha OfHy CTafito rpaHynsauit
[OMOMiXXHUX PEeYOBUH (OHOBNEHWIA CKaf) Ta AOAaBaHHSA
HaTpito ackopbaTy Ta ackop6iHOBOI KNCNOTK 0 CyMilli Ha
cTafji romoreHisadii.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
KOHTpOs1b roToBOro MikapcbKoro 3acoby (iHLwi 3MiHu)
YTOYHeHHs1 hopMytoBaHHSi HOPMYBaHHS TeCTiB
06yMOB/IEHO NpVBEAEHHAM cneuundikauiii Ta MeToziB
KOHTPO/1H0 FTOTOBOIO J1iKapCbKOro 3acoby Ta NPOMiIXXHOroO
NpoAayKTy Y BignoBigHiCTb A0 BUMOr AdY ajtovoi pegakuii.
CynyTHsA 3MiHa: 3MiHU 3 siKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[0NyCTUMUX MEX, BCTAHOB/IEHNX Y crieundikalisx, nig vac
BMPOGHULITBA rOTOBOTO NiKapPCbKOro 3acoby (iHLUi 3MiHW)
YTOYHEHHS POPMY/TIIOBAHHS HOPMYBaHHS TECTy
«OfHOPIAHICTb A030BaHUX OAMHULBL» Y MKA 13 Tay
cneumdikauii Ta METOAWL KOHTPOJIO AKOCTi NPOMIKHOro
npoaykty «Hepo3sdacoBaHi TabneTkm» (K CynyTHS 3MiHa);
YTOUYHEHHS (POPMY/TIIOBAHHSI HOPMYBaHHS TecTy
«Po3unHeHHs» y MKA N3. 3minu | Tvny - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudpikart BiANoOBIigHOCTI
€Bponelicbkilt hapmakonei/MmoHorpadii. 3mMiHK, NoB's3aHi
3 HEOOXiAHICTIO NPVUBEAEHHS Y BiAMNOBIAHICTb [0
MoHorpadii ®Y abo EBponeiicbkoi hapmakonei, abo
iHLWOT HauioHanbHOT thapmakonel gepxasn €C (3MiHa y
cneuudikavisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLWIA HaLioHaNbHIi
hapmakonei gepxasu €C) 3MiHM 06YMOB/EHI
HeoOXiAHICTIO NpuBefeHHs cneuudikalii Ta MeToais
KOHTPOJII0 AKOCTI A1il040i PEYOBMHM Y BigMOBIAHICTb A0
aitoumx Bumor AdY Ta MoHorpadii €Bponeiicbkoi
thapmakonei Ha A®I: y cneumndikauii Ta meTogax
KOHTPO/II0 aKTUBHOI peyoBrHK HaTpito ackop6ar
NPONOHYETLCA HACTYMHI 3MiHW: 3MiHU HOPMYBaHHA TeCTy
«Jlomilka E», BunyyYeHHs Tecty «Baxkki meTanun»,
YTOYHEHHS XIMIYHMX Ha3B JOMILLOK y TecTi «CynpoBigHi
[OOMILLKM», YTOYHEHHS Ha3BW TECTY «3asILLKOBI KifIbKOCTI
OpraHiYHNX PO3YNHHUKIB». 3MiHW | TUMY - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
ynaKoBLi FOTOBOro NiKapCbKoro 3acoby (SKicHWI Ta
KinbKicHWIA cknag) - TBepai nikapcbki hopMu - 3MiHN
NepBUHHOTO NakyBasibHOro mMatepiany /13: 3aMiHa nniBku
NONIBIHINXNOPUAHOI Ha NAiBKY 6ap'epHy. 3MiHu | TUnYy -
3miHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta ckiag.
3MiHa y cknagi (4ONOMDKHUX pevyoBUHaXxX) roToBoro
Nikapcbkoro 3acoby (iHwi 3miHW) [logaBaHHA A0 cknaay
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roTOBOrO NiKAPCbKOro 3acoby AOMOMiIXKHUX PEYOBUH
Llentonosa MikpokpucTasiiyHa Ta KpeMHIo Aiokcuz
KONOIAHWI 6e3BOAHWIA, Ta BUNYYEHHS 3i cknagy
[O0MOMDKHOT peyoBmHY Minpomenosmn
(rigpokcunponinmeTuiuentonosn) (i3 BignosigHUM
3a3HayYeHHAM Y peecTpaLiiHoMy NocBigYEHHI, MapKyBaHHi,
IHCTPYKUi 4719 MEAUYHOr0o 3acTOCYBaHHi Ta MeTogax
KOHTPO/t0 AKOCTi ['/13). BuiyyeHHs fONOMIXXHOI peqoBUHM
NI0KO3a 3i CKay roToBOro fikapcbkoro 3acoby (i3
BiANOBIAHUM 3a3HA4YeHHsIM Yy peecTpauiiHomy
NOCBIAYEHHI, MapKyBaHHI, IHCTPYKLi ANA Megu4Horo
3aCTOCYBaHHI Ta MeToAax KOHTPOsIo aKocTi M13) i
36iNbLUEHHS KiSTbKOCTI AONOMIXHOT peqoBuHN CopbiTy
(E420) y cknagi nikapcbkoro 3acoby. 3MiHM BHECEHO B
IHCTPYKLi0 415 MeANYHOro 3acTocyBaHHsa y p. «Cknag»
(mOMOMKHI pe4oBUHK), SIK HACTIZOK — Y pp.
«MpoTrnokasaHHsA», «Oco6/IMBOCTI 3aCTOCYBaHHSA» 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
NiKapcbKoro 3acooby.

51. BITAMIH C TabneTkn XyBasibHi 3i ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/16002/01/01
CMakoM anenbCuHy no 3 [,04,aTKOBOKO TMny - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT peyenma
500 mMr no 8 TabneTok [0aTKOBOK BignoBiga/bHICTIO AinbHUUI (BKAOYaoum AinbHuui ana A®l, npoMixHoro
y 6nictepi; no 3 abo 7 Bignosiganb "IHTEPXIM" NpoAyKTY abo roToBOro NiKapcbKoro 3acoby, AinbHUL AN
6nicTepiB y nauui HICTIO nNpoBeAEeHHS NakyBaHHS, BUPO6HMKA, BiAMNOBIAA/IbLHOIO 3a
"IHTEPXIM" BWMYCK Cepiid, MicLle NpoBeAEHHS KOHTPO/I0 cepii) abo

nocTavasibHVKa BUXigHOro martepiany, peareHty abo
[0NOMDKHOT PEYOBMHY (SKLLIO 3a3HAYEHO Y AOCHE)
BunyuyeHHsi Bupo6Hmuka CSPC Weisheng Pharmaceutical
(Shijiazhuang) Co., Ltd., China akTMBHOI pe4oBuHN HaTpito
ackopb6ar, Lo BXoAMTb 40 CKNaay roToBOro NikapCbkoro
3aco0by; BiAnoBigHe BUyYEHHS 3a3HAYEHHS BULY
yNakoBKUW Ta TePMiHY NPUAATHOCTI 4151 LbOro BUPOOHMKA 3i
cneundikauii Ta Metogis KoHTpono A®ly BAH/. 3minHu |
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO. 3MiHa
BUPOGHMKa BUXIAHOTO/MPOMIXKHOrO NpoAyKTy/peareHTy, LWo
BVIKOPVCTOBYIOTbCA Y BUPO6HMUYOMY npoteci AdDl, abo
3MiHa BMpPOGHMKa (BK/IHOYaoum, e HeobXigHo, micue
npoBeAeHHs KOHTPOso AkocTi) APl (3a BigCyTHOCTI
cepTudiikaTa BignoBiAHOCTI EBpONENCHKIn hapmakonei y
3aTBepaAXeHOMY A0cCbke)(iHLWi 3MiHM) 3amiHa BUPOOHUYOI
OinbHUUI (MicLA BNPOBaKEHHS AiSNIbHOCTI) Ans
3aTBEPAKEHOr0 BUPOGHMKA aKTUBHOT PeYOBUHN
Ackop6iHOBa K1CMOTa, WO BXOAUTL A0 CK1ady roToBOro
nikapcbKkoro 3acoby, 3atsepmkeHo: Northeast
Pharmaceutical Group Co., Ltd. No. 37, Zhonggong North
Street, Tiexi District, Shenyang, China; 3anponoHoBaHo:
Northeast Pharmaceutical Group Co., Ltd. No. 29,
Shenxiliu Dong Road, Economic Technology Development




36

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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District, Shenyang, China. 3miHu | Tuny - 3MiHM 3 SKOCTI.
A®I. KoHTposnib A®I (iHwWi 3MiHK) Y cneundikauii Ta
mMeTofax koHTposno APl AckopbiHoBa kucnota
MPOMNOHYIOTLCS HACTYMHI 3MiHW: 3MiHA HOPMYBaHHSA Ta
MEeTOAMNKN BUKOHAHHS TeCTy "3a/IULLKOBI KifIbKOCTi
OpraHiyHUX PO3UYMHHUKIB" 3 YTOYHEHHAM Ha3BU TeCTy),
3aTBEPIXEHO: BMICT MeTaHo/ly Mae 6yTu He GinbLue 0,3%
(3000 ppm)i BMmicT eTaHoNy He 6inbLue 0,5% (5000 ppm);
3anpornoHOBaHo: BMICT MeTaHoy Mae 6yTu He binblue
0,3% (3000 ppm) y 3B'A3KY 3 NPUBEAEHHAM Y
BiANOBIAHICTb 4O OHOBMEHOT AOKYMeEHTaLil BUPOGHMKA
AM®. 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3acib. Cuctema KoHTeliHep/3aKynoptoBasibHWiA 3aci6.
3MiHa napameTpiB cneuudikaLii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapifioro nokasHuka)) BunyyeHHsi nokasHuka
«Po3mipu» 3i cneundikavii Ta MeTOZiB KOHTPOSIO
NepPBUHHOTO NakKyBaslbHOrO Martepiasty «donbra
anomiHieBa». FeOMeTPUYHWIA PO3MIp NEPBUHHOI YNakKoBKW
(bnicTepa) 3a/MIAETLCA HE3MIHHUM. 3MiHK | TURy - 3MiHK
3 AKOCTi. [0TOBUIA NiKapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHM y npoueci BUpoOHULTBA rOTOBOrO NiKapCbKoro
3aco6y, BK/IOYAKUM NMPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOBGHULTBI FOTOBOTO NiKapPCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpobHUUTBa) 3MiHN Y
npoueci BUPOGHULITBA rOTOBOIO MiKapCbKoro 3acoby:
3amiHa ABOX OKpeMUX CTagii rpaHy sl (rpaHynauis
HaTpito ackopbaTty Ta ackop6iHOBOT KNCNOTU BOAHUM
PO34YMHOM FINPOMEsIo3n Ta rpaHyIALis [/1Ko3u | copbiTy
XKOBTOro abo momapaH4eBoro) Ha OfHy CTagito rpaHynsauji
[OMOMiKHUX PEeYOBMH (OHOBNEHWI CKNag) Ta AoAaBaHHSA
HaTpito ackopbaTy Ta ackop6iHOBOI KNCNOTK A0 CyMiLli Ha
cTagji romMoreHisauii.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro 3acoby (iHLwi 3MiHM)
YTOYHEHHs1 (hopMytOBaHHSI HOPMYBaHHS TECTiB
06yMOB/IEHO NPUBEAEHHAM crielmdikaLiii Ta MeTopgiB
KOHTPO/I0 FOTOBOrO NiKapCbKoro 3acoby Ta NPOMiXHOro
NpoAYKTY Y BiANOBIAHICTb A0 BUMOr AdY Aitouoi pepakuii.
CynyTHS 3MiHa: 3MiHM 3 AKOCTi. [0TOBUIA NiKapcbKuii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[ONyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikalisx, nig yac
BMPOGHULITBA FOTOBOTO /iKapCbKOro 3acoby (iHLUi 3MiHW)
YTOUHEHHS (hOpMY/IHOBaHHS HOPMYBaHHS TECTY
«OfHOpIgHICTb [030BaHMX OguHULBL» Y MKA /13 Tay
cneumagikaLii Ta MeToamLj KOHTPOO AKOCTi NPOMIXHOro
npoaykTy «HeposdacoBaHi TabneTkn» (K CynyTHA 3MiHa);
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YTOUYHEHHS (POPMY/TIIOBAHHS HOPMYBaHHS TeCcTy
«Po3unHeHHs» y MKA /13. 3MiHn | Trny - 3MiHK 3 SKOCTI.

CeptucpikaT BignosigHocTi/l E-cepTudikart BiAnoBigHOCTI
€Bponelicbkinn hapmakonei/moHorpadii. 3miHW, NoB'A3aHi
3 HEOOXIAHICTIO MPVUBEAEHHS Y BiAMNOBIAHICTb [0
MoHorpadii ®Y abo EBponeiicbkoi thapmakonei, abo
iHLOI HaujoHanbHOT chapmakonei aepxasu E€C (3miHa y
cneyudikayisix, NoB'A3aHa 3i 3MiHamu B JdY, abo
€Bponeiicbkili hapmakonei, abo iHLWiA HaLioHabHIl
hapmakonei gepxasun €C) 3MiH1 06yMOBEHI
HeOo6XiHICTIO NpUBEAEHHS cnevumdikauii Ta MeTosiB
KOHTPOJIIO SIKOCTI [il040i PEYOBUHW Y BigNOBIgHICTb A0
aitoumx Bumor PY Ta moHorpadii EBponeicbkoi
hapmakonei Ha A®l: y cneumdikaLii Ta MeTofax
KOHTPO/I0 aKTUBHOI peyoBrHY HaTpito ackop6at
MPOMNOHYETLCA HACTYMHI 3MiHW: 3MiHW HOPMYBaHHA TeCTy
«[lomiluka E», BUnyyYeHHs Tecty «Baxki meTaniun»,
YTOYHEHHS XIMIYHWUX Ha3B JOMILLOK Y TecTi «CynpoBigHi
[OMILLKN», YTOYHEHHS Ha3BW TECTY «3a/INLLIKOBI Ki/TbKOCTi
OpraHiYHNX PO3YNHHUKIB». 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
ynakoBLi FOTOBOro NikapCbKoro 3acoby (SKicHWA Ta
KinbKicHuiA cknag) - TBepgi nikapcbki hopmu - 3MiHN
NepBUHHOTO NakyBaslbHOro marepiany /13: 3amiHa nnisku
NONIBIHIIXTOPUAHOI Ha NJiBKY 6ap'epHy. 3MiHu | TUNYy -
3MiHu 3 siKoCTi. FOTOBWIA Nnikapcbkuid 3aci6. Onuc Ta cknag,.
3miHa y cknagi (4ONOMiXHMX pevoBUHaX) roTOBOro
nikapcbkoro 3acoby (iHwi 3miHW) [JlogasaHHA A0 cknagy
rOTOBOrO J1iKapCbKOro 3acoby AONOMIXHUX PEYOBUH
Llentonosa mikpokpuctaniyHa Ta KpeMHito fliokcug,
KONOIaHWI 6€3BOAHWIA, Ta BUNYYEHHS 3i cknagy
[OMOMDKHOT peyoBuHY Minpomenosmn
(rigpokcvnponinimeTunuentonosn) (i3 BiANOBIAHUM
3a3Ha4YeHHsIM y peecTpaLiliHoMy NOCBifUYEHHI, MapKyBaHHi,
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHi Ta MeTofax
KOHTpOst0 skocTi [N13). BuyyeHHs fOMOMIKHOI pe4OBUHM
N10K03a 3i CKajy roToBoro nikapcbkoro 3acoby (i3
BiANOBIAHUM 3a3HAYeHHsIM Yy peecTpavuiliHomy
MOCBiAYEHHI, MapKyBaHHi, iHCTPYKL,i 415 MeguyHoro
3acToCyBaHHi Ta MeToAax KOHTPOosio AkocTi M13) i
36iNbLUEHHSA Ki/TbKOCTI AONOMDKHOT pevoBuHN Copbity
(E420) y cknagi nikapcbkoro 3acoby. 3MiHM BHECEHO B
IHCTPYKUiO AN MeANYHOro 3aCTOCyBaHHA y p. «Cknaa»
([OMOMKHI peyoBUHK), SIK HACAILOK — Y pp.
«[MpoTunokasaHHs», «OCo6/IMBOCTI 3aCTOCYBaHHA» 3

BiAMNOBIAHUMU 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

52.

BOJHIO
NEPOKCUA,

pO34MH AN
30BHILUHLOrO
3actocyBaHHsa 3%, no
100 mn y chnakoHax

TOB
"®apma
Yepkac"

YkpaiHa

TOB "®apma Yepkac”

Ykpaina

BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsay
- OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHhopMmaL,i WoA0 3a3HaYeHHs
OOMHWLB BUMIPIOBaHHSA Y cucteMi Sl. BHeceHHs 3MiH 40
po3giny “MapkyBaHHs" MKA J13: 3anponoHOBaHo:
MapkyBaHHS. 3riiHO 3aTBEPAXKEHOro TEKCTY MapKyBaHHS

6e3
peyenma

UA/15006/01/01

53.

BOKAPA®

Kpanni opasbHi no 20
mn, aéo no 50 mn, abo
no 100 mn y donakoHi-
KpanenbHuyj; no 1
pNakoHy y KapTOHHIN
ynakoBLi

Pixapg,
BitTHep Al

ABCTpist

Pixapg BitTHep Al

ABCTpis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- OHOBJ/IEHHS aApecy BUPOBHMKA MaTPUYHOI HACTONKK
(Herbamed AG, Switzerland) ans gitouoi peyoBuHu Salvia
D1, 6e3 3miHV MicLsi BAPOOHULITBA; 3anpOnoOHOBaHO:
Austrasse 10+12 9055 Buhler Switzerland; 3minu | Tuny -
BHECEHHS 3MiH fo Po3ginis 3.2.P.3.4.1 Pre-potentisation-
mixture (PPM 1), 3.2.P.3.4.2 Bulk material, a came, i3
cneuudikaLii B npoueci BUpo6HMLTBA FOTOBOrO
NiKapcbKoro 3acoby BUTy4YaeTbCA 3acTapinnii NOKasHMK
«CMak». [laHuii NokasHKK He 3a3Ha4YeHunin B €Bponeichbkili
thapmakonei. BBegeHHs 3MiH NpoTaroM 3-x micsuiB nicns
3aTBEPAKEHHS; 3MiHW | TUMY - BHECEHHS 3MiH O p.
3.2.P.5.1 Cneuudikania ta p. 3.2.P.5.2 AHaniTnyHi
npoueaypu, a caMme: BUTy4YeHHs 3acTapifioro nokasHuka
«Cmak». [laHnii NokasHKK He 3a3Ha4eHuin B €Bponeichbkili
thapmakonei. BBegeHHs 3MiH NpoTaroM 3-x micsLiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - OHOBNEHHS agpec
BMPO6HMKa MaTpu4Hoi HacToiikun (Herbamed AG,
Switzerland) ans gitouvoi pevosuHu Belladonna D6, 6e3
3MiHM Micus BUpObHULTBa 3aTBepaKeHo Austrasse 12
9055 Buhler Switzerland 3anponoHoBaHo Austrasse
10+12 9055 Buhler Switzerland; 3miHun | TUNY - OHOB/IEHHS
afpecv BUpO6HMKa MaTpuyHoi HacToikun (Herbamed AG,
Switzerland) gns gitoyoi pevoBuHu Lachesis D12, 6e3
3MiHU MicuA BUPOBHMLTBA; 3anponoHoBaHo: Austrasse
10+12 9055 Buhler Switzerland; 3miHu | Tvny - OHOBNEHHS
agpecy BUpOGHMKa MaTpuyHoi HacToiku (Herbamed AG,
Switzerland) ans pjtouoi pevosuHn Mercurius solubilis
Hahnemanni D12, 6e3 3MiH1 MicLA BUPOOHMLTBA,;
3anponoHoBaHo: Austrasse 10+12 9055 Buhler
Switzerland; 3miHu | TUNy - OHOBNEHHS aApecu BUPOOHUKaA
mMartpuyHoi HacToilkn (Herbamed AG, Switzerland) gns
aitoyoi pevosuHn Phytolacca D6, 6e3 3miHu Micua
BMPOGHMLTBA; 3anponoHoBaHo: Austrasse 10+12 9055
Buhler Switzerland

6e3
peuyenma

UA/6410/01/01

54.

FANCTEHA®

Kpansi opasibHi no 20
M1, abo no 50 mn, abo
100 mn y chnakoHax-
KpanenbHuusx; no 1

Pixapg,
BitTHep Al

ABCTpis

Pixapg bitTHep Al

ABCTpIf

BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- OHOB/IEHHA aApecu BUPOBHMKA MaTpPUYHOT HACTOMKY
(Herbamed AG, Switzerland) ans gitouoi pe4oBuHM
Chelidonium D6, 6e3 3MiHV MicLisi BAPOGHULITBA;

6e3
peyenma

UA/1970/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

h/1aKOHY B KapTOHHii
ynakoBLiji

3anponoHoBaHo: Austrasse 10+12 9055 Buhler
Switzerland; 3miHM | TUMY - OHOBNEHHA aapecy BUPOOHMKa
mMaTpuyHoi HacToliku (Herbamed AG, Switzerland) ans
nitoyoi pevoBnHM Taraxacum D6, 6e3 3MiHM Micus
BMPOGHMLTBA; 3anponoHoBaHo: Austrasse 10+12 9055
Buhler Switzerland; 3miHu | Tuny - OHOBNEHHS agpecun
BMPO6HMKa MaTpuyHoi HacToiikn (Herbamed AG,
Switzerland) gns gitoyoi pevoBunHn Carduus D1, 6€3 3MiHK
MicL BUPOGHMLTBA; 3anponoHoBaHo: Austrasse 10+12
9055 Buhler Switzerland; 3miHn | Tuny - BHECEHHS 3MiH A0
p. 3.2.P.5.1 Cneuudpikauis Ta p. 3.2.P.5.2 AHaniTnyHi
npoueaypu, a caMme: BUTy4YeHHs1 3acTapiforo nokasHuka
«Cwmak». [laHnii NoKasHKK He 3a3Ha4yeHnin B €Bponechbkili
thapmakonei. BBegeHHs 3MiH NpoTaroM 3-x micsuiB nicns
3aTBEPLKEHHS; 3MiHW | TUMY - BHECEHHSA 3MiH [0 Po3ginis
3.2.P.3.4.1 Pre-potentisation-mixture (PPM 1), 3.2.P.3.4.2
Bulk material, a came, i3 cneundikavii B npoueci
BMPOBHULTBA FOTOBOrO NiKapCbKOro 3acoby BUyYaETLCSA
3acTapinuii nokasHuk «Cmak». [laHnii NoKasHuK He
3a3HaveHnin B €Bponeiickkili hapmakonei. BBefieHHS 3MiH
NPOTArom 3-x MICALIB NIiC/SA 3aTBEPLYKEHHS;
3MiHW | TUMY - OHOB/IEHHS afpecy BUPOOGHMKA MATPUYHOI
HacTolikm (Herbamed AG, Switzerland) ans gitouoi
peyosunHu Natrium sulfuricum D12, 6e3 3MmiHW micus
BMPOGHMLTBA; 3anponoHoBaHo: Austrasse 10+12 9055
Buhler Switzerland; 3miHu | Tvny - OHOBNEHHS agpecun
BUPOGHMKA MaTPUYHOI HacTolikn (Herbamed AG,
Switzerland) gns gitoyoi peyoBuHu Phosphorus D12, 6e3
3MiHU Micua BUPOBHMLTBA; 3anponoHoBaHo: Austrasse
10+12 9055 Buhler Switzerland

55.

FEMOPO/1b

cynosuTopii no 6
cynosuTopiiB y
6nictepi; no 2
6nicTepy B KAPTOHHii
ynakoBLij

Bpounascbk
e
nignpvemcTs
0 NiKapCbKnx
Tpas
"rEPBANON
b" AT

Monbwa

Bpounascbke
nigNPUEMCTBO
nNikapcbkunx Tpas

"r'EPBAMNOJb" AT

Monbwa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnisgy (BBeAeHHs y3araibHeHUx
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CObM 3asBHMKA,
BiANOBiAaLHOT 32 hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepgakuis: Muxaliniok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHVX AaHUX KOHTaKTHOT
0Cco6M YNOBHOBaXXEHOI 0CO6M 3as1BHUKA, BiANOBIAAIbHOT

6e3
peyenma

UA/7628/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3a hapmakoHarnag B Ykpaini
56. FEHCYNIH cycneHsisa gns BIOTOH Monbua BIOTOH C.A., MNonblua Monbuwa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny - UA/9809/01/01
M30 iH'ekuiin, 100 O4/mn; in C.A. (BMPOGHMK, - 3MiHM WoAo 6e3neku/eheKkTVBHOCTI Ta thapmakoHarnagy.

bulk: no 10 mny
CKNAAHOMY (p1akoHi; no
150 donakoHiB y
NNacTVKOBIN KaceTi; no
1 kaceTi y kopobLii; no
3 M7 B KapTpuaXi; No
600 kapTpuoxXis y
NNacTVKOBIN KaceTi; No
1 kaceTi y KopobLii

BignoBigasibHMi 3a
BMPOBHMLTBO, NEPBUHHE
i BTOPMHHE NakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); IHCTUTYT
BiotexHonorii Ta
AHTUGIOTUKIB, MonbLia
(BUPOBHMK,
BiANoBigasIbHUIA 3a
KOHTpO/b cepii)

BeefieHHs1 a60 3MiHM A0 y3arasibHEHUX AaHuX Npo
cuctemy chapmakoHarnsgy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-caiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BigNoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuis — Dagmara Sierakowska. 3miHa
KOHTaKTHUX [aHnX YNOBHOBaXXeHOI 0cobu, BiANOBIAA/TbHOT
3a (hapmakoHarnsg. 3miHa KOHTaKTHOT 0cobun
YMOBHOBaXEHOT 0C06Y 3asBHWKa, BigNoBigaIbHOT 3a
thapmakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis —
Pvmap Makcum BikTopoBuY. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6M YMOBHOBaXKeHOT 0cobu, BignosiganbHOT
3a (papmakoHarnsg, B Ykpaini
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
57. FEHCYNIH cycneHsis ans BIOTOH Monbwa BIOTOH C.A., MNonblua Monbwa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/1978/01/01
M30 iH'ekuiin, 100 O4/mn; C.A. (BUPOBHMK, - 3MiHM WoAo 6e3nekn/eheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
no 10 mn y doakoHi; BiANOBifa/IbHWIA 32 BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
no 1 dpakoHy B BMPOOHWLTBO, NEPBUHHE cuctemy chapmakoHarnagy (BBeAeHHs y3araibHeHux
KapTOHHI nayui; no 3 i BTOPUHHE NaKyBaHHS, [aHunx npo cuctemy hapmakoHarnsgy, amiHa
M B KapTpuaxi; no 5 KOHTPO/1b Ta BUMYCK YNOBHOBaXXeHOI 0c0obM, BiANOBIAa/IbHOT 3a 34iCHEHHS
KapTpuaxiB y 6nictepi; cepii); IHCTUTYT chapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
no 1 6nictepy B BioTexHonorii Ta 3asiBHUKA A5 34iiCHEHHSA hapMakoHarnsay B YkpaiHi,
KapTOHHIA navui AHTWGIOTUKIB, MOoNbLLA AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
(BMPOGHMK, BiANOBIAA/IbHOI 32 34iiCHEeHHA ddapmakoHarnsagy
BiANoBigabHUii 3a (BK/TKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLLEeHHI
KOHTpONb cepii) mMacTep-chaiina cuctemmn chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3a8BHWKa, BiANOBifa/IbHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepakuis — Dagmara Sierakowska. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a thapmakoHarnag.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBAXKEHOT OCOOU 3asIBHYMKA,
BiANOBIAa/IbHOI 3a hapMakoHarnisg B YkpaiHi.
MponoHoBaHa pepfakuis — Pumap Makcum BikToposuuy.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0cobu
YMOBHOB&XEHOI 0co6u, BiANOBIAaIbHOI 3a
thapmakoHarnag B YkpaiHi
58. FEHCYNIH P PO3YNH A5 iH'EKLIN, BIOTOH Monsbuwa BIOTOH C.A,, MNonbLua Monbuwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/1613/01/01
100 OA/mn; no 10 mn C.A. (BMPOGHMK, - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom

y thnakoHi; no 1
oNakoHy B KApTOHHIl
nadui; no 3 Mn B
KapTpuaxi; no 5
KapTpuaxis y 6nictepi;
no 1 6nictepy B
KapTOHHI nauui

BiANoBiganbHUii 3a
BVMPOGHMLTBO, NEPBUHHE
i BTOPMHHE MaKyBaHHS,
KOHTPO/b Ta BUNYCK
cepii); IHCTUTYT
BiotexHonorii Ta
AHTUGIOTUKIB, MoNbLLA
(BMPOGHMK,
BignoBigasbHWi 3a
KOHTpO/b cepil)

BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0C06W, BiANOBIAAIbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHA hapMmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
MacTep-chaiina cuctemu hapmakoHarnisay) - amMiHa
YNOBHOB&XXEHOI 0CO6U 3aBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis — Dagmara Sierakowska. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT OCO6U 3as1BHMKA,
BiANOBIAabHOI 3a hapmakoHarnsfg B YkpaiHi.
MponoHoBaHa pepakuist — Pumap Makcym BikTopoBuuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/ILHOI 3a
hapmakoHarnsg, B Ykpaini
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

59.

FEHTOC®

Kpanni opasibHi, no 20
mn, abo no 50 mn, abo
no 100 mny
chnakoHax-
KpanenbHUuAx; no 1
(h/1aKOHY B KapPTOHHii
ynakoBLi

Pixappg,
BitTHep Al

ABCTpIsi

Pixapp BitTHep Al

ABcTpis

BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny
- BHECEHHS 3MiH Ao Po3ginis 3.2.P.3.4.1 Pre-potentisation-
mixture (PPM 1), 3.2.P.3.4.2 Bulk material, a came:
BWJTyYEHHS 3aCTapifioro nokasHvka «Cmak». BeefeHHs
3MiH NPOTAroM 3-x MicsLIiB NicNs 3aTBEPXKEHHS; 3MiHN |
TUNY - BHECEHHSA 3MiH f0 Cneuudikavii/ MeToais
KOHTponto sikocTi J13(po3gin 3.2.P.5.1 Specifications,
po3ain 3.2.P.5.2 Analytical Procedures), a came:
BWJ/TyUYEHHS 3aCTapifioro nokasHuka «Cmak». BBefeHHs
3MiH NPOTArom 3-X MiCALIB MiC/1A 3aTBEPAXEHHS; 3MiHM |
TUNY - OHOB/IEHHA aApecy BUPOBHMKa MaTPUYHOT
HacTolikn Herbamed AG, Switzerland gns gitouoi
peyoBuHM Conium D6, 6e3 3mMiHM Micus BUPOGHMLTBA.
3anponoHoBaHo: Austrasse 10+12 9055 Buhler
Switzerland; 3miHM | TUNY - OHOBNEHHA agpecy BUPOOHMKa
MartpuyHoi HacTolikn Herbamed AG, Switzerland ans
Airoyoi pevoBuHY Ferrum picrinicum D12, 6e3 3MiHW Micus
BMPOGHMLTBA. 3anponoHoBaHo: Austrasse 10+12 9055
Buhler Switzerland; 3miHu | TMNY - OHOBNIEHHS agpecyn
BMPOGHMKA MaTpUYHOi HacToikn Herbamed AG,
Switzerland gnsa gitoyoi peyosuHmn Kalium iodatum D12,
6e3 3MiHN MicLA BUPOGHMLTBA. 3anponoHOBaHO:
Austrasse 10+12 9055 Buhler Switzerland,;
3MiHW | TUMY - OHOBNEHHA aapecy BUPOBHMKa MaTPUYHOI
HacToiikn Herbamed AG, Switzerland gns gitoyoi
peyoBuHM Populus D1, 6e3 3MiHM MicLis BUPOBHULITBA.
3anponoHoBaHo: Austrasse 10+12 9055 Buhler
Switzerland; 3miHu | TUMY - OHOBNEHHSA aapecy BUPOOHKKa
MaTtpuyHoi HacTolikn Herbamed AG, Switzerland ans
nitoyoi pevoBuHM Sabal D6, 6€3 3MiHK MicLsA BUPO6GHMLTBA
3arBepakeHo Austrasse 12 9055 Buhler Switzerland
3anponoHoBaHo Austrasse 10+12 9055 Buhler
Switzerland

6e3
peyenma

UA/1971/02/01

60.

FENATPOMBI
H

renb, 30 000 MO/100 r
no 40 ry Ty6i; no 1
Ty6i B KQPTOHHIW
ynakoBLi

"Xemodhapm

AL

Pecny6nik
a Cepbist

BVPOGHMLTBO
Hepo3acoBaHo!
npoayKLii, NnepBnHHa Ta
BTOPVHHA YMaKoBKa,
KOHTPO/b cepil:
"Xemodchapm" AL,
Bpwau, Biaain
BMpOGHUYA AiNbHUUSA
LWa6au, Pecnybnika
Cepbis;
KOHTPOb cepil, A03BIN
Ha BUMyCK cepii:
«Xemodthapm» All,

Pecny6nika Cepbis

Pecny6nika
Cepbis

BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
nocBifYeHHS) - 3MiHa Ha3BW KpaiHu 3asBHUKa [N13.
BBefeHHA 3MiH NPOTAroM 6 MiCALIB NiCAA 3aTBEPAXKEHHS.
3MmiHu | TUNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecyt MicLA NPOBaKEHHS
LisiNbHOCTI BUpOBHMKa/iMnopTepa roToBOoro JlikapCbKoro
3acoby, BK/IYaoun AiNbHMLI BUMYCKy cepil abo micue
NPOBeAEHHSI KOHTPOJIO SKOCTI. (ZisNIbHICTb, 3a Ky
BiANOBIAAa€e BUPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
- 3MiHa Ha3BW KpaiHu BUpobHyvka N3, BignosiganbHOro 3a
KOHTPO/Ib Ccepii, A03Bi/ Ha BUMMYCK cepii, 6e3 3MiHN MicuA
BYpO6HMUTBA. BBEIEeHHA 3MiH NPOTSArom 6 MicsuiB nicns

6e3
peyenma

UA/3054/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aTBEPKEHHSA. 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicL NPOBaKEHHS
AisNbHOCTI BUPOOHUKa/iMnopTepa roToBoro /iikapCbKoro
3aco6y, BKOHAKUM AiNbHMLi BUMYCKY cepii abo micue
NpPoBeAEeHHSA KOHTPOJIHO AKOCTI. (LiSNIbHICTb, 3a AKY
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/IHOYAOYN BUMYCK
cepiii) - 3MiHa Ha3BM KpaiHu BUpo6Huka N3,
Bi4noBigasIbHOro 3a BUPOGHULITBO Hepo3dhacoBaHOT
NPOAYKLiT, NePBUHHY Ta BTOPUHHY YNakoBKY, KOHTPO/Tb
cepii, 6e3 3MiHN MicLA BUPOGHMLTBA. BBEAEHHS 3MiH
NpoTAroM 6 MicsiLiB MicNs 3aTBEPKEHHS.
61. FENATPOMBI | renb, 50 000 MO/100 1 | "Xemodpapm | Pecny6nik BUPOBHMLTBO Pecny6nika | BHECEHHSI 3MiH 4O pEeECTpaLiiHNX MaTepiasiB: 3MiHK | Tuny 6e3 UA/3054/01/02
H no 40 ry Ty6i; no 1 AL a Cepbis Hepo3dacoBaHol Cepbis - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
Ty6i B KQPTOHHIA NPOAYKLUiT, NepBnHHa Ta afpecy 3asiBHMKa (B/lacHMKa peecTpaviiHoro
ynakoBLi BTOPMHHA yNakoBKa, nocBifYeHHS) - 3MiHa Ha3BW kpaiHu 3asBHuKa [13.
KOHTpPO/b cepii: BBefeHHs 3MiH NpoTArom 6 micsAuiB nicns 3aTBepOXKEHHS.
"Xemodhapm" AL, 3MiHu | TUnNy - AgMIHICTPaTUBHI 3MiHW. 3MiHa
Bpuwau, sigain HalilmeHyBaHHs Ta/abo agpecyt MiCLA NPOBaKEHHS
BMPOGHMYA AibHULA AiSNIbHOCTI BUPOBHUKa/iMnopTepa roToBOro JlikapCbKoro
LWa6au, Pecnybnika 3acoby, Bk/IoYaoun AinbHUL BUNycKy cepii abo micue
Cepbis; NPOBEAEHHS KOHTPOJIO AKOCTI. (fisNIbHICTb, 3a Ky
KOHTpPO/b cepii, AO3BIN BiANOBiAae BNMPOGHMK/IMNopTep, BKIOUaoUM BUMYCK Cepiid)
Ha BUNycK cepii: - 3MiHa Ha3Bu KpaiHu BupobHuka MN3, BianosigasibHOIO 3a
«Xemodhapm» All, KOHTPO/b cepii, 403BiN Ha BUMYCK cepii, 6e3 3MiHn MicuA
Pecny6nika Cepbis BMPOGHMLTBA. BBEAEHHS 3MiH NpoTsArom 6 micauis nicns
3aTBEPKEHHSA. 3MiHM | TUNY - AQMIHICTPATUBHI 3MiHWN.
3MiHa HalimeHyBaHHSA Ta/abo agpecu MicLs NPOBaKEHHS
AiSNIbHOCTI BUpPOBHUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, Bk/IoYaoun AinbHUL BUNycKy cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fisNIbHICTb, 3a Ky
BiANOBIAAa€E BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepii) - 3MmiHa Ha3BW KpaiHu BUpo6HKKa N3,
BiANOBIAa/IbHOrO 3a BUPOGHMLTBO Hepo3dhacoBaHol
NPOAYKLiT, NePBUHHY Ta BTOPUHHY YNakoBKY, KOHTPO/Tb
cepii, 6e3 3mMiHM Micus BUpOOHULTBA. BBEEHHS 3MiH
npoTArom 6 micsiliB nicns 3aTBepAKEHHS.
62. FEPLUENTUH PO34MH ON1 iH e, ® . XopcpmaH | LUBeiiuapi ®.XohhmaHH-/1a Pow LLiBefiuapis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3MiHu |1 3a UA/14303/01/01
® 600 mr/5 mn; 1 H-J13 Pow ] Ntp, Weeiiuapis TUNY - 3asIBHMKOM HaiaHO OHOBMEHWIA MnaH ynpaBniHHs peyenmom
h/1aKOH 3 PO3YMHOM Y Nt (BnpobyBaHHs pu3snkamu Bepcis 21.0. 3mMiHM BHeceHo [0 YacTuH: |l

KapTOHHIlA KopoobLi

KOHTPOJIO SIKOCTI);
®.XohcpmaHH-/1a Pow
Nta, Weeiiuapis
(BUpPOGHMLTBO
Hepo3acoBaHo!
NpPOoAyKLii, NaKyBaHHs,
BMMNPO6YBaHHSA
KOHTPO/O AKOCTI,

BMMYCK cepii)

«Cneupddikauisa 3 6e3nekv» (Mogynb CV
«MicnspeecTpauiiiHnii focsig»), Il «MnaH 3
hapmakoHarnsagy», V «3axoau 3 MiHimizauii pusukie», VI
«Pes3tome nnaHy ynpaeniHHa puvkamm» Ta VIl «Jogatkm»
Y 3B'AA3KY 3 OHOB/IEHHAIM iHChOpMaLLT LLoA0 eKcrno3umLi
naujieHTiB, BUAaNIeHHAM A04aTKOBMX 3ax04iB 3
hapmakoHarnsagy (peectp saritHocti MotHER) Ta
MiHiMi3aLii pu3unkiB (TMCT-3BEPHEHHSA A0 NikapiB) ANs

npobnemu 3 6esnekn «OnirorigpoaMHioH» Ha nigcTasi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pe3ynbTaTiB gocnimpkeHHs BO29159
63. FNOKCUN30H Masb o 15 ry Ty6i; no MAT Ykpaina MAT "Ximdpapm3sasoz YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 3a UA/14979/01/01
1 1y6i y nayui 3 "Ximchapmsa "YepsoHa 3ipka" - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom
KapTOHY BOA BeefieHHs1 a60 3MiHM A0 y3arasibHEHUX AaHuX Npo
"YepBoHa cuctemy chapmakoHarnsgy (BBeAeHHs y3araibHeHux
3ipka" [JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-caiina cuctemu hapmakoHarnisgy) - 3mMiHa
KOHTaKTHUX [ aHuX YNOBHOBaXeHOI 0cobu, BIiAMNOBIAA/TbHOT
3a 3[jiicHeHHs hapmakoHarnagy
64. roTPN®® TabneTku, BKpUTI BepiHrep HimeuuunH A eHp Em LTabTecT HimeuumHa | BHECEHHS 3MiH 0 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/15816/01/01
NAiBKOBOK 0H60/TI0HKOI0 IHrenbxaim a Nabop dyp AHaniTuk - BUNYYEHHS a/ibTEPHATUBHOIO BUPOBGHMKA BUXILHOT peyenmom
no 20 mr; no 7 IHTEepHeLHN YHA peyoBuHM (aieTnndocdoHoouToBOI kKncnoTtu) Digital
Tabnetok y M6X CrabinitatcnpydyHreH Specialty Chemicals Ltd., Canada; 3miHu | TUNYy - 3miHa
nepcoposaHomy v6X, HimeuyunHa Ha3BuW Ta agpecu BUpobHMKa BUXigHOrO MaTepiany (BIBW
6nictepi; no 1 (anbTepHaTBHA 2992 Sulfone) Dishman Pharmaceuticals & Chemicals
6nictepy B OiNbHULA 0151 KOHTPOIO Ltd., India 6e3 3miHM MicUs TPOBaKEHHS AiSNIbHOCTI.

namiHoBaHoOMy
aIOMIHIEBOMY calue 3
nakeToM AecuKaHTy;
no 4 antoMiHieBNX
calle y KapTOHHIl
Kopoobui

AKOCTI rOTOBOrO
nikapcbKoro 3acoby Ta
3a NOKa3HNKOM
"Po3knagaHHsA
aimetunaminy");
BepiHrep IHrenbxainm
$apma M'vb6X i Ko. KT,
HimeuunHa
(BpOGHMLTBO,
nepBrHHEe Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
SAKOCTi Ta BUNYCK cepii );
e€spocpiHc PACT 'm6X,
HimeuunHa
(anbTepHaTVBHA
AINbHULA ANA KOHTPOSTIO
AKOCTI FOTOBOrO
nikapcbKoro 3acoby Ta
3a MOKa3HUKOM
"Po3knagaHHsA
aimetunaminy"); /labop
NIC CE eHp Ko. KT,
HimeuunHa
(anbTepHaTMBHa

3anponoHoBaHo: Dishman Carbogen Amcis Ltd. Survey
no 47 & 48, Paiki sub plot no 1 Village: Lodariyal, Taluka:
Sanand Dist. Ahmedabad 382 220 Gujarat state, India;
3MiHK | TNy - 3MiHa Ha3BM | agpecn BUPOBGHMKA BUXiLHOMO
matepiany ((S)-3-Hydroxytetrahydrofuran) Porton Fine
Chemicals Ltd., China 6e3 3MiHV MicLS NPOBapKEHHS
nisinbHOCTI. 3anponoHosaHo: Porton Pharma Solutions
Ltd. 1 Fine Chemical Zone Chongging Chemical Industry
Park, Changshou Chongqging 401221, P. R. China; 3MiHu |
My - 3MiHa Ha3BW | agpecy BUPOOHMKa BUXIAHOTO
MaTtepiany (dimethylaminoacetaldehyde diethylacetal) AMI
ORGANICS PVT. LTD, India 6e3 3miHM Micus
NpoBaPKEHHS AiSNIbHOCTI. 3anponoHosaHo: AMI
ORGANICS LIMITED Plot no. 440/4, 5 & 6, Road No. 82/A
GIDS, Sachin, Surat — 394 230 Gujarat, India
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

naboparopis Ans
NPOBEAEHHSA KOHTPO/O
AKOCTI Ta 3a NOKa3HUKOM
Mikpob6ionoriyHa
yuctota); CIr'C IHcTuTyT
®peseHiyc MM6X,
HimeyunHa
(anbTepHaTVBHA
naboparopia Ans
NPOBEfEHHS KOHTPOSIO
AKOCTi 38 NOKa3HWMKOM
Mikpob6ionoriyHa
uuctota); dapm/ior
dapma JlogxicTik M'M6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
MapKyBaHHSA Ta
BTOPWHHOTO NaKyBaHHS);
LLiteremaHH
JIboHbepnakyHreH yHa,
Norictiwep Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHa
LinbHUUA Ans
MapKyBaHHSA Ta
BTOPWHHOTO NMaKyBaHHs1)

65.

FIOTPND®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOI0
no 30 mr; no 7
Tabnetoky
nepcoposaHomy
6nictepi; no 1
6nictepy B
namiHoBaHoOMy
IOMIHIEBOMY calue 3
NnakeToM AecuKaHTy;
no 4 anoMiHieBUX
calle y KapTOHHIl
Kopobui

Bepinrep
IHrenbxainm
IHTEepHeLwHN

M6X

HimeuumnH
a

A eHp Em LUTab6TeCT
Nab6op dyp AHaniTuk
yHA
CrabinitatcnpydyHreH
mM6X, HimeyunHa
(anbTepHaTMBHa
AiNbHUUA ONS KOHTPOO
AKOCTi FOTOBOr0
nikapcbKoro 3acoby Ta
3a NOKa3HUKOM
"Po3knagaHHA
aimeTunaminy");
BepiHrep IHrenbxainmv
dapma M'vb6X i Ko. KT,
HimeuunHa
(BMpOGHMLTBO,
nepBuHHe Ta BTOPUHHE
nakyBaHHSs1, KOHTPO/Tb
SKOCTi Ta BUNYyCK cepii );
€spocpiHc PACT 'mM6X,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- BUNYYEHHS aNbTepHaTUBHOTO BUPOOHUKA BUXIZHOT
peyoBuHM (gieTundocgoHoouToBOI KncnoTtu) Digital

Specialty Chemicals Ltd., Canada; 3miHu | TUny - 3miHa
Ha3BM Ta agpecu BUpobHMKa BMUXiAHOrO MaTepiany (BIBW
2992 Sulfone) Dishman Pharmaceuticals & Chemicals
Ltd., India 6e3 3miHM MicLs NPOBaKEHHS AiSNIbHOCTI.
3anponoHoBaHo: Dishman Carbogen Amcis Ltd. Survey
no 47 & 48, Paiki sub plot no 1 Village: Lodariyal, Taluka:
Sanand Dist. Ahmedabad 382 220 Guijarat state, India;
3MiHK | TNy - 3MiHa Ha3BM | agpecn BUPOBHMKA BUXiLHOMO
matepiany ((S)-3-Hydroxytetrahydrofuran) Porton Fine
Chemicals Ltd., China 6e3 3MiHV MicLS NPOBaKeHHS
nisinbHOCTI. 3anponoHoBaHo: Porton Pharma Solutions
Ltd. 1 Fine Chemical Zone Chongging Chemical Industry
Park, Changshou Chongging 401221, P. R. China; 3MmiHu |
TMny - 3MiHa Ha3BW | agpecu BUPOOHMKa BUXIAHOTO
maTtepiany (dimethylaminoacetaldehyde diethylacetal) AMI
ORGANICS PVT. LTD, India 6e3 3miHM Micus
NPoBa/pPKEHHS AiSNIbHOCTI. 3anponoHoBaHo: AMI
ORGANICS LIMITED Plot no. 440/4, 5 & 6, Road No. 82/A

3a
peyenmom

UA/15816/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

(anbTepHaTMBHA
AiNbHULA ANS KOHTPOO
AKOCTI rOTOBOrO
nikapcbKoro 3acoby Ta
3a NOKa3HUKOM
"Po3knagaHHsA
aimetunaminy"); Jlabop
NC CE eHf Ko. KT,
HimeuunHa
(anbTepHaTMBHA
nabopartopis Ans
NPOBELEHHSA KOHTPOSIO
AKOCTI Ta 3a MOKa3HUKOM
Mikpo6ionoriyHa
yuctota); CIr'C IHcTuTyT
®peseHiyc MM6X,
HimeuunHa
(anbTepHaTMBHa
naboparopis Ans
NPOBEAEHHSA KOHTPOSO
AKOCTi 38 NOKa3HUKOM
Mikpob6ionoriyHa
yuctota); Papmiior
dapma SlogxicTik TM6X,
HimeyunHa
(anbTepHaTVBHA
AinbHUUA ANns
MapKyBaHHSA Ta
BTOPWHHOTO NaKyBaHHS);
LLiteremaHH
JlboHhbepnakyHreH yHa
NoricTiwep Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
MapKyBaHHSA Ta
BTOPWHHOTO MaKyBaHHS)

GIDS, Sachin, Surat — 394 230 Gujarat, India

66.

roTPNoO®

TabneTtku, BKPUTI
M/1iBKOBOK 060/10HKOIO
no 40 wmr; no 7
Tabnetok y
nepcoposaHomy
6nicTepi; no 1
6nictepy B
namiHoBaHoMy
aloMiHiEBOMY calle 3
NakeToM AecuKaHTy;
no 4 anoMmiHieBUX

BepiHrep
IHrenbxanm
IHTepHeLwHN

M6X

HimeyuunH
a

A eng Em LTabTect
Na6op dyp AHaniTmk
YHA
Crab6initarcnpydyHreH
'm6X, HimeuunHa
(anbTepHaTMBHA
AiNbHULA ANS KOHTPOO
AKOCTI FOTOBOrO
nikapcbKoro 3acoby Ta
3a NOKa3HNKOM
"Po3k1agaHHsA

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny
- BU/TYYEHHS a/lbTEPHATUBHOIO BUPOGHMKA BUXIAHOT
peyoBuHM (gieTundocdoHoouToBOI kncoTu) Digital

Specialty Chemicals Ltd., Canada; 3miHu | TUNYy - 3miHa
Ha3BW Ta agpecy BUPO6HMKa BUXigHOro matepiany (BIBW
2992 Sulfone) Dishman Pharmaceuticals & Chemicals
Ltd., India 6e3 3miHV MicUsi NPOBAMKEHHS [iSNIbHOCTI.
3anponoHosaHo: Dishman Carbogen Amcis Ltd. Survey
no 47 & 48, Paiki sub plot no 1 Village: Lodariyal, Taluka:
Sanand Dist. Ahmedabad 382 220 Gujarat state, India;
3MiHM | Tuny - 3MiHa Ha3BM | agpecn BUPOBHMKa BUXigHOTO

3a
peyenmom

UA/15816/01/03
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

Ne Hassa
n/n JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakoska)
calle y KapTOHHI
KopooLi

aimeTunaminy");
BepiHrep IHrenbxainm
dapma M'vb6X i Ko. KT,
HimeyunHa
(BUpPO6GHMLTBO,
nepBrHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Tb
SAKOCTi Ta BUNYyCK cepii );
€spocpiHc PACT 'm6X,
HimeyunHa
(anbTepHaTVBHA
AINbHULA ANA KOHTPOSO
AKOCTi FOTOBOr0
nikapcbKoro 3acoby Ta
3a NOKa3HUKOM
"Po3kiagaHHs
nimetunaminy"); /labop
N1C CE eHg, Ko. KT,
Himeyunna
(anbTepHaTVBHA
naboparopia Ans
NPOBEfEHHSA KOHTPOSIO
AKOCTi Ta 3@ NOKa3HUKOM
Mikpob6ionoriyHa
yucrota); CIC IHCTuTyT
®peseHiyc MM6X,
HimeuunHa
(anbTepHaTMBHA
nab6opartopis Ans
NPOBELEHHS KOHTPO/HO
AKOCTI 38 NOKa3HNKOM
Mikpo6ionoriyHa
unctota); Papmsior
dapma SlogxicTik MTM6X,
HimeuunHa
(anbTepHaTMBHa
LinbHUUA Ans
MapKyBaHHA Ta
BTOPUHHOTO NakyBaHHS);
LiteremaHH
JTboHhbepnakyHreH yHA
NoricTtiwep Cepsic e. K.,
HimeyunHa
(anbTepHaTVBHA
AinbHUUA ANns
MapKyBaHHSA Ta
BTOPWHHOTO NakKyBaHHS)
A eHp Ewm LUTabTect

matepiany ((S)-3-Hydroxytetrahydrofuran) Porton Fine
Chemicals Ltd., China 6e3 3MiHV MicLii NPOBaPKEHHS
AisnbHocTi. 3anponoHoBaHo: Porton Pharma Solutions
Ltd. 1 Fine Chemical Zone Chongging Chemical Industry
Park, Changshou Chongging 401221, P. R. China; 3MiHu |
TMNy - 3MiHa Ha3BY | agpecn BUPOOHMKA BUXILHOTO
marepiany (dimethylaminoacetaldehyde diethylacetal) AMI
ORGANICS PVT. LTD, India 6e3 3miHu Micus
NpPOBaPKEHHS AiSNIbHOCTI. 3anponoHoBaHo: AMI
ORGANICS LIMITED Plot no. 440/4, 5 & 6, Road No. 82/A
GIDS, Sachin, Surat — 394 230 Gujarat, India

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTtepianis: 3MiHu | Tuny

3a

UA/15816/01/04

TabNeTkn, BKpUTI

BepiHrep

HimeyuuH

67. FIOTPND®
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
N/1iBKOBOK OBGO/IOHKOK | IHrenbxainm a Na6op dyp AHanitmk - BUTyYEHHS a/lbTePHATUBHOIO BMPOGHMKA BUXIAHOT peyenmom
no 50 mr; no 7 IHTEepHELIHN YHA peyoBuHu (gieTundocdoHoouToBOI Kncnotu) Digital
Tabnetok y 6X Crab6initarcnpycyHreH Specialty Chemicals Ltd., Canada; 3miHu | TUny - 3miHa
nepchopoBaHoOMy vM6X, HimeyunHa Ha3BW Ta agpecy BUpPOGHMKa BuXigHoro matepiany (BIBW
6nictepi; no 1 (anbTepHaTVBHA 2992 Sulfone) Dishman Pharmaceuticals & Chemicals
6nictepy B AINbHULA ANA KOHTPOSO Ltd., India 6e3 3miHM Micus NPOBaKEHHS AiSNbHOCTI.

namiHoBaHoOMy
anoMiHiEBOMY calle 3
NakeToM AecuKaHTy;
no 4 anoMmiHieBUX
calle y KapTOHHilA
KopoobLi

AKOCTi FOTOBOr0
nikapcbKoro 3acoby Ta
3a NOKa3HUKOM
"Po3kiagaHHs
aimetunaminy");
BepiHrep IHrenbxaiim
®apma 'm6X i Ko. KT,
HimeuunHa
(BpPOGHMLTBO,
nepBuHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO b
AKOCTI Ta BUNycK cepii );
€podpiHc PACT 'mbX,
HimeuunHa
(anbTepHaTMBHa
AiNbHUUA ONS KOHTPOSO
AKOCTi FOTOBOr0
nikapcbKoro 3acoby Ta
3a NOKa3HNKOM
"Po3knagaHHA
nimeTtnnaminy"); flabop
N1C CE eHg Ko. KT,
HimeuunHa
(anbTepHaTMBHa
nabopartopis aAns
NPOBEAEHHSA KOHTPO/O
AKOCTI Ta 3a NOKa3HUKOM
Mikpob6ionoriyHa
yuctota); CI'C IHcTuTyT
®peseHiyc MM6X,
HimeyunHa
(anbTepHaTVBHA
naboparopia Ans
NPOBEfEHHS KOHTPOSIO
AKOCTi 38 NOKa3HNKOM
Mikpob6ionoriyHa
yuctorta); dapm/ior
dapma JlogxicTtik M'M6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
MapKyBaHHA Ta

3anponoHoBaHo: Dishman Carbogen Amcis Ltd. Survey
no 47 & 48, Paiki sub plot no 1 Village: Lodariyal, Taluka:
Sanand Dist. Ahmedabad 382 220 Gujarat state, India;
3MiHM | TUMy - 3MiHa Ha3BW | agpecn BUPOOHMKA BUXigHOTO
matepiany ((S)-3-Hydroxytetrahydrofuran) Porton Fine
Chemicals Ltd., China 6e3 3MiHV MicLs NpoBaKeHHS
AisnbHocTi. 3anponoHoBaHo: Porton Pharma Solutions
Ltd. 1 Fine Chemical Zone Chongging Chemical Industry
Park, Changshou Chongging 401221, P. R. China; 3MiHu |
TMny - 3MiHa Ha3BW | agpecy BUPOOHMKa BUXIZHOTO
matepiany (dimethylaminoacetaldehyde diethylacetal) AMI
ORGANICS PVT. LTD, India 6e3 3miHu micus
NPOBaPKEHHA AiS/IbHOCTI. 3anponoHoBaHo: AMI
ORGANICS LIMITED Plot no. 440/4, 5 & 6, Road No. 82/A
GIDS, Sachin, Surat — 394 230 Gujarat, India
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPWHHOTO NaKyBaHHS);
LLiteremaHH
JIboHbepnakyHreH yHa,
Norictiwep Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHa
LinbHUUA Ans
MapKyBaHHSA Ta
BTOPVHHOTO NMaKyBaHHs1)
68. FNAHOYM cnpeii ons poToBoi My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/17869/01/01
NOPOXHUHU, 1,5 Mr/mn akuioHepHe TOBapucTBO - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
no 30 mn y chnakoHax TOBapucTBo "Ximchapmsasos BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
3i cnpeii Hacocom Ta "Ximchapmsa "YepBoHa 3ipka" cuctemy dpapmakoHarnsgy (BBeAeHHs y3arasibHeHux
HacafKoto BOA, [JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
noBopoTHOK Nely "YepBoHa YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
nauuj 3ipka" chapmakoHarnsgy; KOHTakTHoOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA 4151 34iiCHEHHNA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/TKOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
macTep-aiina cuctemu hapmakoHarnisgy) - amiHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHEHHs hapMakoHarnsay
69. rnignH Tabnetku MAT Ykpaina MAT "Ximchapm3asog, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/16293/01/01
cy6niHreanbHi no 100 "Ximdhapmsa "UepBoHa 3ipka" - 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta thapmakoHarnagy. peyenma
mr no 10 TabneTok y BOJA, BBefeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
6nictepi; no 5 "UepBoHa cuctemy thapmakoHarnagy (BBeAeHHS y3arasibHeHNX
6nicTepiB y nayui 3 3ipka” [aHunX npo cuctemy hapmakoHarnsgy, 3amiHa
KapToHy; no 50 YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
TabneTtok y 6nictepi; hapMakoHarnaay; KOHTaKTHOI 0cobu 3 chapmakoHariagy
no 1 6nictepy y naui 3asBHUKA 415 34iiCHEHHS hapMmakoHarnsgy B YkpaiHi,
3 KapTOHY SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jlficHeHHs hapmakoHarnsay
70. rnoay HacTolika, no 25 mn NAT YkpaiHa MAT "Ximchapm3asop, YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/8383/01/01
HACTOWKA a6o0 100 mny "Ximchapmsa "YepBoHa 3ipka" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peuyenma
donakoHi, no 1 BOA BBefeHHs1 ab0 3MiHM A0 y3arasibHEHUX AaHUX Npo
thakoHy B navi; no "YepBoHa cuctemy dhapmakoHarnagy (BBefeHHs y3arasbHeHux
25 mn abo 100 mny 3ipka” AaHnX Npo cuctemy thapmakoHarnasgy, 3amiHa
thnakoHax; no 100 mn YNOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
y 6aHkax hapMakoHarnaay; KOHTakTHoOI ocobu 3 chapmakoHarnagy
3asiBHMKa AN 34iICHEeHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BifiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsay
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisay) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jificHeHHs hapmakoHarnsgy

71.

rPUMNMOCTA
A®C

Kancynu Teepai; no 10
Kancyn y 6nictepi; no
1 a6o 2 6nictepn y
KapTOHHIlA KOpooLi

CTALA
ApuHaimitt
enb Al

HimeyuunH
a

CTALA ApuHaimitTenb
Al

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 a60 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy hapmakoHarnsgy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BigNoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: JokTtop AHapeac |BaHoBumY / Dr.
Andreas Iwanowitsch. 3miHa KOHTaKkTHUX gaHUX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifNoBigasbHOI 3a
chapmakoHaring,

6e3
peuyenma

UA/4648/01/01

72.

rPUMNNOCTA
[1® PVHO
0,05%
HA3AJbHI
KPAM/I

Kpanni Ha3asibHi,
po3uuH 0,05 % no 10
My dpnakoHi; no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

CTALA
ApuHaimiTT
enb Al

HimeyuuH
a

CTALA ApuHaimitTenb
Al

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
cuctemy dhapmakoHarnsagy (BBefieHHs y3arasbHeHux
[JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0ocobu 3 chapmakoHarnagy
3anBHVIKa AN 34iiCHEHHS chapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
YNOBHOB&XXEHOI 0CO6U 3aABHMKA, BigNoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuisn: JokTop AHapeac IBaHoBuY / Dr.
Andreas Iwanowitsch. 3miHa KOHTaKkTHUX gaHuX
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag,

6e3
peuyenma

UA/3090/02/02

73.

rPUMMOCTA
[1® PVHO
0,1%
HA3AMbHI
KPAMNNI

Kpanni Ha3asbHi,
po34uH 0,1 % no 10
M1y dpnakoHi; no 1
(h/1aKOHY Y KapTOHHilA
Kopo6u,i

CTAOA
ApUHainmiTT
enb Al

HimeyuuH
a

CTALA ApuHaiimittens
Al

HimeuunHa

BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHM | TUNY
- 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy.
BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO
cuctemy dhapmakoHarnsagy (BBefeHHs y3arasbHeHux
[JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0C06MU, BiNOBIAaNbHOI 3a 3AiiCHEHHS

6e3
peyenma

UA/3090/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chapmakoHarnsgy; KOHTaKTHoi ocobm 3 hapmakoHarnagy
3asBHUKA A5 34iiCHEHHA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/TKOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
macTep-chaiina cuctemun chapmakoHarnsgy) - 3amiHa
YMOBHOB&XEHOT 0C06Y 3a8BHWKa, BigNoBifa/IbHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepgakuis: floktop AHgpeac IBaHosuy / Dr.
Andreas Iwanowitsch. 3miHa KOHTakTHUX gaHnXx
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag,
74. FPUNNOCTA | cnpeil Ha3abHWA, CTALA HimeuumnH CTAJA ApuHainmittenb HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/16231/01/01
A® PAHO po34unH 0,05%; no 15 ApuHaimitt a Al', HimeyunHa (Bunyck IcnaHis/ BUNPAaB/IEHHA TEXHIYHOT NOMU/IKM, NOB'A3aHO 3 peyenma
MAPITIM M1y chnakoHi; no 1 enb Al cepiin); Ypcadapm YopHoropist HEKOPEKTHUM MepeknafoM 3 aHriNCbKoi Ha YKPaiHCbKy
h/1aKoHY B KapTOHHii ApuHaiimitTens M6X, MOBY 3a MOKa3HWKOM «OAHOPIAHICTb MacK OfHIET OauHULI
Kopobui HimeuyunHa [,03yBaHHSA» (HEKOPEKTHO NnepeknazieHo Ha3By NoKasHuKa:
(BMpPOGHMLTBO 3aTBepmxeHo: «OAHOPIAHICTb MacK», 3anponoHOBaHO
Hepo3dacoBaHoro «OAHOPIZHICTE Macu OAHIET 0AMHMLi AO3yBaHHS» Ta 1ioro
NPOAYKTY, NEPBUHHE Ta KpUTEpii NPUIAHATHOCTI). 3a3HayeHe BUNPaBAEHHS
BTOPVHHE NakKyBaHHS, BiANOBiAae marepianam peecTpauiiHoro Aockbe, K
KOHTPO/b cepiid); npefcTaBfieHi B apXiBHUX MaTepianax
®AMAP XEJIC KEAP
CEPBICI3 MAOPWA,
C.AY., IcnaHis
(BMPOGHULTBO
Hepo3cacosaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/b Cepiif);
XeMOMOHT 4.0.0.,
YopHoropis
(BMpPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS)
75. rPUNNOCTA cnpeii HasaslbHUIA, CTALA HimeyuunH CTALA ApuHaimitTenb Himeuunna/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 UA/16231/01/02
A® PUHO po3uuH 0,1%; no 15 ApuHaimitT a Al', HimeuunHa (Bunyck Icnanis/ BUNPAaB/IEHHA TEXHIYHOT NOMU/IKM, NOB'A3aHO 3 peyenma
MAPITIM My chnakoHi; no 1 enb Al cepii); Ypcadapm YopHoropist HEKOPEKTHUM MepeknafoM 3 aHriNCbKoi Ha YKPaiHCbKy

h/1aKoHY B KapTOHHii
Kopobui

ApuHaiimitTens M6X,
HimeuunHa
(BMpPOGHNLTBO
Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTpPO/Ib cepiif);
PAMAP XEJIC KEAP

MOBY 3a MoKa3HMKOM «OAHOPIAHICTE MacK OfHIET OAUHULL
[03yBaHHs» (HEKOPEKTHO NEPEKNAAEHO HA3BY NMOKa3HMKa:
3aTBepMxeHo: «OAHOPIAHICTb MacK», 3anponoHOBaHO
«OOHOPIAHICTb Macu oAHIieET oaMHMLi A03yBaHHS» Ta ioro
KpuTepii NPUIAHATHOCTI). 3a3HayeHe BUNPaB/IEHHS
BiANOBiAa€ MaTepiasiam peecTpauiiHoro fOCbE, sKi
npegcTaBneHi B apXiBHUX MaTepianax
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

76.

AAKAPBA3N

CEPBICI3 MAOPWA,
C.AY., IcnaHis
(B1POGHMLTBO

Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib Cepiid);
XeMOMOHT £.0.0.,
YopHoropis
(BMpOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS)

77.

H MEJIAK

AAKAPBA3N

NOPOLLIOK A”A
NPUroTyBaHHs
pO34nHy A8 iHdys3il
no 500 mr; 1 chnakoH 3
NMOPOLLKOM Y KOpobL,i 3
KapTOHY

Mepak
lesenbwadg
T chrop
KNiHiwe
LWneujansnp
enapare
M6X

HimeyuuH
a

Mepak Nesenbluadt
dorop KniHiwe
Lneuianenpenapate
M6X, HimeuunHa
(BTOpPUHHE MaKyBaHHS,
MapKyBaHHS1, KOHTPO/1b
Ta Bunyck cepii); Meg-
IKC-Mpecc M'mbX,
HiMeuunHa (MapkyBaHHS
Ta BTOPVHHE NakyBaHHS,
HaHEeCeHHs 3axX1CHOT
nniBkM (ONLiOHaUTbHO));
OHkomep,
MeHbIOEKYEPIHT a.C.,
Yecbka Pecnybnika
(BUpOGHMLTBO "in bulk",
nepBrHHE Ta BTOPVHHE
nakyBaHHs, MapKyBaHHS
Ta KOHTPO/b cepil);
OHkoTek ®apma
MpopgakwH M6X,
HimeuunHa
(BMpOGHMLTBO "in bulk",
NepBUHHE MakyBaHHA Ta
KOHTpO/1b cepii)

Himeyunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLiliHix MmaTepianiB: TEXHIUHY
NOMW/IKY BUNPAaB/IEHO B TEKCTI MapKyBaHHSA Ha NEPBUHHIN
Ta BTOPVHHI ynakoBkax; 3anpornoHoBaHo: BTopuHHa
ynakoBka
4. NNIKAPCbKA ®OPMA TA KINbKICTb OAMHNLb B
YTMAKOBLII MopoLwuok gns npurotyBaHHA po34nHy 471
iHGpy3iii. MepBuHHa ynakoska 2. KIIbKICTb AIKOYOI
PEYOBWIHW lNopoLwok an1a NpUrotyBaHHA po3ynHy A1
iHdpysii. 1 donakoH MicTUTL: AakapbasvHy uutpar 675 Mr B
nepepaxyHky Ha gakap6asvH 500 mr.

3a
peyenmom

UA/6987/01/03

H MEAAK

NOPOLLIOK A/1A
NPUroTyBaHHs
PO34uHy Ans iHgys3il
no 1000 wmr; 1 dpnakoH
3 MOPOLLKOM Y KOpO6L
3 KapPTOHY

Mepak
lesenbliad
T chrop
KniHiwe
LWneuianbnp
enaparte
M6X

HimeyuuH
a

Mepak lesenbwadpt
dhrop KNiHiwwe
Lnewuianbnpenapate
M6X, HimeuunHa
(BTOpPVHHE NakyBaHHS,
MapKyBaHHS1, KOHTPO/1b
Ta Bunyck cepii); Mea-
IKC-Mpecc Mv6X,
HimeuuunHa (MapkyBaHHS

Ta BTOPMHHE NakyBaHHA,

Himeuuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: TEXHIUHY
MOMW/IKY BANPaB/IEHO B TEKCTI MapKyBaHHSA Ha NEPBUHHIl
Ta BTOPVHHI ynakoBkax; 3anponoHoBaHo: BTopuHHa
ynakoBka
4. NIKAPCbKA ®OPMA TA KIJIbKICTb OAMHNLb B
YMNAKOBL| MopoLuok gna npurotyBaHHA po3ynHy ans
iHcpy3iit. MepsuHHa ynakoeka 2. KIIbKICTb AIKOYOl
PEYOBWIHW MopoLwlok A8 NpUrotyBaHHsA po3ynHy A1
iHdpysiii. 1 donakoH MicTUTL: gakapbasnHy uutpar 675 Mr B

nepepaxyHky Ha aakap6asvH 1000 mr. 3a3HayeHe

3a
peyernmom

UA/6987/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HaHeCEeHHS 3aXUCHOI BWMNpaB/IEHHS BifNOBigae MaTepiasiam peecTpaviiiHoro
nniBku (OMLioHasIbHO)); [ocbe
OHKomep,
MeHbIGEKYEPIHT a.c.,
Yecbka Pecny6nika
(BUpOGHMLTBO "in bulk",
nepBuHHE Ta BTOPUHHE
nakyBaHHs, MapKyBaHHS
Ta KOHTPO/b cepii);
OHkoTek ®apma
MpogakwH M6X,
HimeuunHa
(Bnpo6HMLTBO "in bulk”,
nepBUHHE MakyBaHHA Ta
KOHTPO/Ib cepii)
78. AEPMABIH masb no 15 r y Ty6i; no TOB "3 YkpaiHa TOB "3 "BIODAPMA" YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/14273/01/01
1 1y6i y nayui 3 "BIO®APMA - BHECEHHS 3MiH 10 MaTepianiB peecTpauiiiHoro focbe, p. peyenmom
KapTOHy " 3.2.P.7. Cuctema KoHTeliHep/3aKynopoBasibHWiA 3acib, a
came OHOB/eHHA Cneuudikauii Ty6u antoMiHIEBI y 3B's3Ky
3i 3MIHOIO TOBLUMHK CTiHKN Ty6U 3 «0,085+ 0,095» Ha
«0,09+0,14», 6e3 3MiHV BUPObHMKa Ty6 Ta maTepiany
CTiHOK Ty6u. [lonoBHEHO napameTpu ByLioHy (B1coTa
6yLLOHa, T!N BYLIOHa, AiameTp 6yLLIOHa N0 BEPXHLOMY Ta
HVXHbOMY Kpato)
79. AEPMABIH masb no 15 ry Ty6i; no TOB "®3 Ykpaina TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/14273/01/01
1 1y6i y nayui 3 "BIO®APMA - OONOBHEHHS cneumdikauii Ha 13 gogaTtkoBuMun peyenmom
KapToHy " BMMOraMun Ha TepMiH 36epiraHHs 3a NoKasHUKOM
«KinbkicHe BU3HayeHHA. beTameTasoHy aunponioHaTs -
Big 0,576 mr/r go 0,704 mr/r, K HacNifoK, 3a3HAYEHHS
BiANOBIAHWX BUMOT Y ONUCIi METOAUKN BUNPOBYBaHHS
(A%Y, 2.2.29)
80. DEPMOBENT | ma3b 0,05 %, no25ry | nakcoCmit Benuka FnakcoCmiTKnaiAH MonbLwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny 3a UA/1600/01/01
™ Ty6i, no 1 Ty6i B KnsaiH BpuTaHis dapmacbtoTukans C.A. - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peyenmom
KapTOHHIA ynakoBL,i Ekcnopt BBefeHHs1 ab0 3MiHM A0 y3arasibHEHUX AaHuX Npo
Nimiteq cuctemy dhapmakoHarnsagy (BBefeHHs y3arasbHeHux
JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 chapmakoHarnagy
3asiBHMKa AN 34ICHEeHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXKeHOi ocobw,
BiiNOBIfANbLHOI 3a 3jiiCHEHHS hapmakoHarnsgy
(BK/TOUAOUM KOHTAKTHI gaHi) Ta/abo 3MiHN y PO3MILLEHHI
MacTep-chaiina cuctemu hapmakoHarnisgy) - amMiHa
YNOBHOBaXXEHOI 0CO6U 3aABHMKaA, BigNoBigaibHOI 3a
chapmakoHarnsg; MponoHosaHa peaakuis — Ap. VeHc-
Ynbpix LUTermanH / Dr. Jens-Ulrich Stegmann, MD. 3miHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnsg,. 3miHa HoMepy Ta MiCLie3HaXOMKeHHS
macTep-gaiina
81. AUTOKCUH MOPOLLIOK (Cy6CTaHLis) My6niuHe YkpaiHa Hobinyc EHT Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/14216/01/01
y NoABiAHNX akuioHepHe - 3MiHu 3 sKocTi. CepTuddikat BignosigHocTI/IE-
nonieTuIeHoBMX TOBapucTBo cepTudikaT BignoBigHOCTI €EBponenchkii
naketax gns "HaykoBo- thapmakonei/moHorpadii. NogaHHs HoBOro abo
hapMaLeBTUYHOIO BMPOGHUUNIA OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
3acTOCyBaHHA LeHTp cepTtucbikaTa BiANOBIAHOCTI E€Bponelickkii hapmakonei:
"Bopuiariscb ans A®l; ansa BuxigHoro martepiany/peareHTy/npomikHOro
KWiA Ximiko- NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI ADI; Ans
thapmauesT [0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
WNYHWI €Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
3asog” yXe 3aTBepXeHOro BUPOGHUKA - NoAaHHA OHOBIEHOTO

cepTugikaTa BignoBigHOCTI €Bponeichkin hapmakonei Ne
R1-CEP 2010-042-Rev 02 y Hacnifok BUNpaBieHHS
TEXHIYHOT MOMUSIKM Yy (DOPMYNi PO3PaxyHKy B METOAULL
BM3HAYEHHS 3a/1MLLKOBOrO PO3YMHHMKA
AvMeTuncynbqokeuay; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
CepTtuchikat BignosigHocTi/l E-cepTucpikat BignosigHocTi
€sponevicbkiin hapmakonei/moHorpadii. MogaHHA HoBOro
abo oHOB/EHOrO cepTudikaTa BiANOBIAHOCTI 260
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI E€BpONENChKIl
thapmakonei) - OHOB/IEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €Bponeichkin hapmakonei Ne
R1-CEP 2010-042-Rev 00 (3aTBepmxeHo: RO-CEP 2010-
042-Rev 01) y Hacnifok yTOYHEHHS agpecy BUPOOHNYOT
AinbHUUI 6e3 3MiHW Micus BUPOOHULTBA; 33MiHM | Tuny -
3miHu 3 sKkocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOBEHOTO cepTudlikaTa
BiANOBIAHOCTI 260 BUNYyYEHHS cepTudikata BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBAEHUI cepTudiKaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTa BigNoBigHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2010-042-Rev 01 y Hacnigok 3MiH1 BnacHuka
(holder); 3minHu | TRy - 3MiHKW 3 AkocTi. CepTudikar
BignosigHocTi/I E-cepTudikat BignosiaHOCTI EBponeiichkii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYYEHHS
cepTudcpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ans A®l; ansa BuxigHoro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; Ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXXe 3aTBepKeHOro BUPOGHUKA - NoAaHHA OHOBIEHOTO
cepTudcpikaTa BignoBigHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2010-042-Rev 03 y Hacnigok 3MiH1 aHaniTM4Horo
obnafHaHHA AN OLiHKM PO3MIpY YaCTUHOK; HaAaHHA
OL|iHKV PU3VKIB LLIOAO BMICTY €/IEMEHTHUX JOMILLOK
BignoBigHO A0 BUMOr HacTtaHoBu ICH Q3D

82.

ANKNO®EHA
K

rens 50 mr/r, no 40 r
ren y Ty6i
anoMiHieBiA Ne 1; y
nauti 3 KapToHy; No
100 ry Ty6i
namiHaTHili Ne 1; y
naJi 3 KapToHy

MAT
"Ximcpapmsa
BOA,
"YepBoHa
3ipka"

YKpaiHa

MAT "Ximdhapm3sasoz
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 a60 3MiHM A0 y3arasibHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy (BBeAeHHs y3araibHeHux
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
KOHTaKTHUX [ aHnX YNOBHOBaXeHOI 0cobu, BiAMNOBIAA/TbHOT
3a 3[jiicHeHHs hapmakoHarnsgy

6e3
peyenma

UA/0708/02/02

83.

AVNKNO®EHA
K

renb, 10 mr/r,no 40 ry
Ty6i; no 1 Ty6i B nauLi
3 KapTOHY

MAT
"Ximdhapmsa
BOA,
"YepBoHa
3ipka”

YKpaiHa

MAT "Ximdpapm3sasog,
"UepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHux
JaHnx npo cuctemy dapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAa/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3asiBHUKA 151 34iICHEHHA hapMmakoHarnsgy B YKpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dhapmakoHarnsgy
(BK/IKOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
mMacTep-caiina cuctemu papmakoHarnisgy) - amiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs chapMakoHarnsgy

6e3
peyenma

UA/0708/02/01

84.

ANKNO®EHA
K-340POB'A

renb 1% no 30 r abo
no 50 ry Ty6i; no 1
Ty6i B KQPTOHHIi
Kopo6u,i

ToBapucTtso
3
obmexeHoto
BignoBigasib
HICTIO
"PapmaLeBT

YkpaiHa

ToBapucTtso 3
06MexeHo
BiANOBIAA/TIBHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny
- 3MiHa agpecu 3aTBepAXXeHOro BUpo6Hrka AdI
AviknodpeHak HaTpito Henan Dongtai Pharm Co., Ltd., The
People's Republic of China, y 3B'13Ky 3 nepeHeceHHsM
BMPOBHUYOI AinbHML. 3MiH Y npoueci BUpobHULTBa Ta
cxemi cuHTesy A®I He Bigbynocs.

6e3
peyenma

UA/1539/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nyHa MponoHoBaHa pegakuis: AuknodeHak HaTpito ...... Henan
KOMnNaHis Dongtai Pharm Co., Ltd., The People's Republic of China
"3popos'a” Agpeca: No. 2, East Kangtai Road, Tangyin, Anyang City,
The People's Republic of China
85. ANKNO®EHA | renb, 50 mr/r no 50 r ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/1539/01/03
K-300POB'A a6o no 100 r Ty6i; no 1 3 06MeXeHo - 3MiHa agpecu 3aTBepAKeHoro BupobHuka Ad| peuyenma
YNbTPA Ty6i B KQPTOHHIA obmexeHor BiANOBIAA/TbHICTIO avknodpeHak HaTpito Henan Dongtai Pharm Co., Ltd., The
Kopobui Bignosiganb "GapmMavueBTNyHa People's Republic of China, y 3B'A3Ky 3 nepeHeceHHAM
HICTIO KomnaHis "3gopos'a” BMPOBHUYOI AinbHUL. 3MiH Y npoueci BUpobHuLTBa Ta
"®apmaueBT cxemi cnHTesy A®| He Bigbynocs. MNponoHoBaHa pefakyis:
M4Ha [uknodeHak HaTpito .... Henan Dongtai Pharm Co., Ltd.,
KOMnNaHis The People's Republic of China Agpeca: No. 2, East
"3popos'a” Kangtai Road, Tangyin, Anyang City, The People's
Republic of China
86. ANCIMNOPT® MOPOLLOK A/19 PO3UUNHY INCEH ®paHuis INMCEH BIO®APM Benuka BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasnis: 3MiHu |1 3a UA/13719/01/01
ONs iH'ekuin no 500 DAPMA NIMITEL BpuTaHis TUMY - 3MiHW BHECEHO A0 IHCTPYKUii A1 MeguyHoro peyenmom
Of; 1 cdonakoH 3 3acToCcyBaHHS NikapcbKoro 3acoby , a came, 06'e€gHaHHSA
NMOPOLLKOM Y [BOX OKPeMUX IHCTPYKUi/ AN ABOX [03YBaHb B EANHY
KapTOHHIA KopoobLi 3arasibHy iHCTPYKLtO, Ta, SK HacnifokK, [0 po3ainis
"Cknag", "Mikapcbka dopma”, "Ocob6mBocCTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta gosu", "fitn",
"Mo6iuHi peakuyii”, "YnakoBka". BBegeHHs 3MiH NpoTArom 6-
TV MiCALIB NicNs 3aTBEPAKEHHS
87. ANCMNOPT® NMOPOLLOK 415 PO3UNHY INCEH dpaHuis INCEH BIO®PAPM Benvka BHECEHHS 3MiH [0 peecTpauiiHnX MaTepianis: 3MiHu || 3a UA/13719/01/02
Ans iH'ekuii no 300 DPAPMA NIMITEL BpuTaHis TUMY - 3MiHW BHECEHO A0 IHCTPYKUIi AN MeguyHoro peyenmom
Of; 1 conakoH 3 3acToCyBaHHSA fikapcbKoro 3acoby , a came, 06'egHaHHSA
MOPOLLKOM Y [BOX OKpPeMVX iHCTPYKL An5 [ABOX [03YBaHb B €4UHY
KapTOHHIlA KopooLi 3arasibHy iHCTPYKLt0, Ta, SIK HacnifokK, [0 po3ainis
"Cknag", "ikapcbka dopma”, "OcobmBocCTi
3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta go3n”, "ditn",
"Mo6iuHi peakuyii”, "YnakoBka". BBegeHHs 3MiH NpOTArom 6-
TN MicsLiB nicns 3aTBepkKeHHs
88. AIAFAMA PO34MH A4 iH ek MpuBaTHe YkpaiHa MprBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16822/01/01
no 2 ma B amnyni, No5 | akuioHepHe TOBapuCTBO "J1eKXiM- - NOJAHHSA OHOBNEHOTO cepTuqlikaTy BignosigHocTi €E® R1- | peyenmom
amnyn B 6nictepi, no 1 | TOBapuCTBO Xapkis" CEP 1998-140-Rev 04 (3atBepaxeHo R1-CEP 1998-140-
6nicTepy B nauui 3 "Jlekxim- Rev 03), y 3B’A3Ky 3i 3MiHOI Ha3BW 3aTBEPL)KEHOIO
KapToHy Xapkis" BMpOGHUMKa A®I BiTaMiH B12 kpuctaniuHmii
(uiaHokob6anamiH) Ha Sanofi Chimie, France.
BHeceHHs 3MiH fo po3giny MKA N3: «Cknagy»
MponoHoBaHa pepakuis: Aitoyi peyoBUHU: LiaHokob6anamiH
(y nepepaxyBaHHi Ha 100 % peuoBuHy) — 0,5 mr SANOFI
CHIMIE, France; 3MiHu | Tuny - npuBefeHHs cneuudikadii
MeTofiB KOHTpo API 10 BUMOTr MOHorpadii €®, Ta sk
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HacnigokK BiAMOBIAHI 3MiHW 3a MOKa3HMKaMM:
«lpeHTudpikauis», «CynposigHi AOMILWKW». BBeAeHHS 3MiH
npoTArom 3-x MicAUIB Micnsa 3aTBepmKeHHs. CynyTHA
3MiHa - 3MiHn 3 skocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3 HeOOXIAHICTO
npyBeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLWOI HaLioHa/IbHOI
thapmakonei gepxasu €C - NpuBeAeHHA METOAIB
KOHTpO/It0 Ta Ha3su A®| o Bumor MmoHorpadii E®, Ta sk
HacnigokK BiANOBIAHI 3MiHW 3a NOKa3HMKaMK:
«laeHTudpikauis», «CynposifHi AOMILLKM», «BTpaTa B Maci
npu BUCYLLYBaHHI», «KinibkicHe BU3HauYeHHs». BBegeHHs
3MiH NPOTArom 3-X MicALIB NicNsA 3aTBEPLKEHHS
89. AIANPA30N NMopoLUOK AN piH BisHec LLsenuapi PetoHr dapmacbioTukan Kutalicbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16423/01/01
40 NPUroTyBaHHS ContowH3 A Ko., NiTg,. HapopHa - 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy peyenmom
PO34MHY ANS H EKLA CA Pecnyb6nika - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKW MiKapCbKoro
no 40 mr 1 conakoH 3 3ac06y 3 BHeCEHHAM iHhopMaL,ii WoAo 3a3HaYeHHs
MOPOLLKOM Y OMHULIb BUMIPIOBaHHSA y cuctemi Sl. BHeceHHs1 3MiHn Ao
KapTOHHIlA KOpooLi po3ainy «MapkyBaHHs» MKS J13; 3anponoHoBaHo:
BignosigHo A0 3aTBEPAXEHOrO TEKCTY MapKyBaHHS
90. AIOKOP 160 TabneTku, BKpUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/8318/01/01
nNiBKOBOIO "ACIHO — BHECeHi 3MiHM [0 MeToAWK KoHTponto /13 3a peyenmom
060/10HKO0, M0 160 YKPAIHA" nokasHukamm «KinibkicHe BU3HauYeHHs» Ta «OAHOPIAHICTb
mr/12,5 wr, no 10 [030BaHNX OOUHULBY» A1 3MEHLLUEHHS Yacy
TabneTtok B 6nicTepi; XpomaTtorpacyBaHHs Ta NokKpaLLleHHsi BUKOHaHHS YMOB
no 1, no 3, no 4 aéo TeCTy «nepeBipka NpuaaTHocTi xpomatorpadivyHol
no 9 6nictepiB y nauui CUCTEMW»; 3MiHU | TUNY — BHECEHI 3MiHW 4,0 METOANKN
3 KApTOHY KOHTpO0 /13 3@ NOKa3HNKOM «PO34YMHEHHSA»
91. AIOKOP 160 TabneTkn, BKPUTI TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/8318/01/01
nNiBKOBOO "ACIHO - 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta thapmakoHarnsgy peyernmom
060/10HKO0, N0 160 YKPAIHA" - 3MiHV BHECEHO B TEKCT MapKyBaHHS ynakosku Ne 10
mr/12,5 wr, no 10 (10x1) y 6nicTepax LOAO HAHECEHHS noroTuny
Tabnetok B 6nicTepi; «CoujanbHa nporpama». TepMmiH BBeEHHS 3MiH -
no 1, no 3, no 4 a6o npoTArom 6 micsLiB nicns 3aTBepaXKeHHN
no 9 6nicTtepis y navui
3 KAPTOHY
92. AIOKOP 80 TabneTkun, BKPUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHW | TUNY 3a UA/8318/01/02
nNiBKOBOIO "ACIHO — BHECEeHI 3MiHM A0 MeToAVK KOHTposto 13 3a peyenmom
060/10HKO10, Mo 80 YKPAIHA" nokasHnkamu «KinbkicHe BU3Ha4YeHHs» Ta «O4HOPIAHICTL
mr/12,5 mr, no 10 [030BaHNX OAVHULb» AN 3MEHLLEHHS Yacy
Tabnetok B 6nicTepi; XpomaTorpadyBaHHs Ta NoKpalleHHs1 BUKOHAHHS YMOB
no 1, no 3, no 4 abo TeCTy «nepeBsipka npuaaTHocTi xpomatorpadivyHol
no 9 6nictepis y nauui CUCTEMW»; 3MiHW | TUMY — BHECEHI 3MIHN [0 METOAUKN
3 KAPTOHY KOHTPO/t0 /13 3@ NOKa3HNUKOM «PO34YMHEHHS»
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
93. AIOKOP 80 TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/8318/01/02
nNiBKOBOIO "ACIHO - 3MiHM Wopo 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsay peyenmom
060/10HKO0, N0 80 YKPATHA" - 3MiHM BHECEHO B TEKCT MapKyBaHHs ynakoBku Ne 10
mr/12,5 wr, no 10 (10x1) y 6nicTepax WwoA0 HAaHECEHHS fIoroTUNy
Tabnetok B 6nicTepi; «CoujanbHa nporpama». TepMmiH BBeEHHS 3MiH -
no 1, no 3, no 4 a6o npoTArom 6 micsALiB Nicns 3aTBepXKEHHS
no 9 6nicTtepiB y nauui
3 KApPTOHY
94, AOKCOPYBIL, | koHueHTpaT ans Akkopa Benuka BMPOGHMLITBO, KOHTPO/1b IHAis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17439/01/01
MNH AKKOPJ, pO34nHy A5 iHdysil, Xenckea BpuTaHis SIKOCTi, NEpPBUHHE Ta Benwvka - NoJaHHs OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI peyenmom
2 mr/mn; no 5 mn (10 Nimiteq BTOPVHHE NaKyBaHHS: BputaHis/ €Bponeiicbkiit hapmakonei Ne R1-CEP 2004-059-Rev 02
mr), 10 mn (20 mr), 25 IHTac ®apmacoloTikasc YropwumHa Ans gioyoi peyosmHM [lokcopybiuunHy rigpoxnopugy Big
mn (50 wr), 50 mn (100 Nimiten, IHais BXe 3aTBepaxeHoro BupobHuka TRANSO-PHARM
mr), 100 mn (200 mr) y BMPOOHULITBO, KOHTPO/Ib HANDELS GMBH (Certificate Holder), y Hacnigok
thnakoHi, no 1 AKOCTI, NEPBUHHE Ta BBEJEHHS 404aTKOBOI BUPOOHUYOI AinbHULI Gemini
chnakoHy y Kopobui 3 BTOPUHHE NaKyBaHHS: PharmChem Mannheim GmbH, Germany (Sandhofer Str.
KapToHy IHTac ®apmacbioTikanc 96 Germany-68305 Mannheim). MNponoHoBaHa peAakuis:
Nimites, IHgjsa Synbias Phama Limited, Ukraine; Gemini PharmChem
BignoBigasibHWi 3a Mannheim GmbH, Germany a6o INTAS
BUNYyCK cepii: AKKopg, PHARMACEUTICALS LIMITED, India
Xenckea Jlimitea,
Benuka BputaHis
BTOPWHHE MaKyBaHHS:
AKKopf, Xesickea
Nimiten, Benvka
BpuTaHisi KOHTpONb
AKOCTI cepiii: Beccninr
XaHrepi K.,
YropuimHa
95. LOPE3® TabNeTKN, BKPUTI ANIKANOIL, | Pecny6nik | ANIKANOIL AL Ckon'e Pecny6siika | BHECEHHs 3MiH 10 PeecTpaLiiiH1X MaTepiasis: 3MiHM | Tuny 3a UA/11285/01/01
NNiBKOBOO AL Ckom’e a MiBHiuHa MiBHiYHA - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
060/10HKO10, M0 2,5 Mr MakefoHist MakefoHist 3MiHa y TepMiHax npuaaTHoCcTi abo ymoBax 36epiraHHs
no 10 Tabnetok y roTOBOrO NiKapCbKOro 3acoby (36iNbLUEeHHS TEPMiIHY
6nicTepi; no 3 npuaaTHOCTI TOTOBOrO JlikapcbKoro 3acoby) - [ns Toprosoi
6nicTepy y KapTOHHiIl yNakoBKU (NiATBEPLXKYETLCA AaHMMMN peasibHOro vacy) -
Kopobui BHeceHHs 3MiHM f0 MaTepiasiiB peecTpauiiHoro fockbe Ta
y po3gini MKA 13 «Cpok rogHocTu»: [itoya pefakuis:
Cpok rogHocTu: 2 roga. lNMponoHoBaHa pepakuis: Cpok
rogHocTu: 3 roga. 3MiHU BHECEHI B iHCTPYKLit0 Ans
MeAMYHOro 3actocyBaHHs /13 y p. "TepmiH npugaTtHocTi"
96. AOPMIKIHA Tabnetku, no 150 AnbneH HimeuunH | [oitue Xomeonari-YHioH HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny 6e3 UA/4951/01/01
TabneTokK y (oNaKkoHi; dapma a OXY-ApuHainmitrenb - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peuyenma
no 1 cpnakony y M6X 'v6X & Ko. KT, - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW JikapCbKoro
KapTOHHI KOpO6L HimeuunHa; Ap. N'yctas 3ac06y 3 BHECEHHAM iHhopmaL,ii WoAo 3a3HaYeHHs
Knsiin TM6X & Ko. KT, OAVHWLB BUMIPIOBaHHS y cuctemi Sl
HimeuunHa
97. AYAK renb; no 15 r, abo no nakcoCmit Benuka nakco OnepeiiwHc KOK Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/8202/01/01
2571, a60 no 50 r rento KnsiiH BpuTtaHis NimiTen, Benuka BpuTtaHis/ - 3MiHM WoAo 6e3nekn/epeKkTVBHOCTI Ta chapmakoHarnagy. peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

B Ty6i; no 1 Ty6i B
KapTOHHilA KopooLi

ExcnopTt
NimiTen

Bputanis; Crichen
Na6opaTopis (IpnaHais)
Nta., lpnaHgis

IpnaHgjs

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag:

MponoHoBaHa pefakyis — Ap. MeHc-Ybpix LtermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0C06M, BigNOBigansLHOI 3a
hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLe3HaxX0AKEHHS
macTep-gaiina

98.

EBPAHTUN

Kancynu
NPOJIOHroBaHoI fji
TBepAi no 30 wmr; no 50
a6o no 100 kancyn y
chnakoHi; no 1
(h/1aKOHY B KapPTOHHii
Kopobui

AciHo
Papma Al

LLsenuapi
b

Takega MM6X, micue
BMPOGHMLITBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHa BHOCUTbLCA Y 3B'A3KY 3 HE3HAYHUM OHOB/IEHHAM
iHbopMmauii y posgini 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib, a came: - BuganeHHs
AeTasnbHOI iHhopMma,ii woao MakyBasbHOro martepiany
nonieTUNEHOBUX NALLOK;

- BuganenHs getanbHoi iHchopmau,i woao MakysanbHOro
Marepiany KpuLLIOK, WO HarBMHYYyOTbCA. PefakuiiHi 3MiHu
B po3gaini 3.2.P.7. Cucrtema KoHTeliHep/3aKynopoBasbHuiA
3acib BifnoBigHO A0 NOTOYHOI NPaKTVKM AOKYMeHTaLi,
AKOI AOTPUMYETLCA 3asABHUK, Ta BUNYYEHHS MOCUIAHHS Ha
BMPOGHMKa AfbTaHa 3 3aronoBka AOKYMeHTa; 3MiHu | Tuny
- OHOBJ/IEHHS iHhOpMaLii LLO0A0 BTOPUHHOTO NaKyBaHHS
A®| Ypanigun B po3gini peectpauiiiHoro gocbe 3.2.S.6
CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. KapToHHi Ta
nonietuneHosi 6apabaHy 3aMiHeHi Ha 6apabaHu 3
nonietTuneHy BUcokoi winsHocTi (HDPE). MNpuBeaeHHs
onuncy NosnieTUIeHOBKX MILLKIB Ta 3a3HaYeHHs LWoa0
BignosigHocTi fo PernamenTy €C 10/2011 Ta cTaTeli EP
3.1.3. "Monionedinn" Ta 3.2.2. “NnacTtmacosi KOHTeliHepY
i 3aKynoploBasibHi 3acobu ans hapMaLeBTUYHOIo
3acTocyBaHHs". be3 hakTMyHNX 3MiH B NaKyBa/lbHOMY
marepiani;
3MiHM | TUNY - BHECEHHS 3MiH A0 p.3.2.S5.2.2 Onuc
BMPOBHNYOro npoLiecy Ta Moro KOHTPOIIo, a came:
BMPOGHMK AD| Ypanignn, Zydus Takeda Healthcare Pvt.
Ltd. BnpoBaaMB cxemy OXONOMKEHHS A1 KpUcTanisauii
nig yac surotoeneHHs A®| Ypanignn Ha Cragii 2
«PekpucTanizoBaHuii ypanignn». Kpim Toro, 3 umm
OHOB/IEHHAM BW/lyYeHO NPUMITKY, NOB'A3aHy 3 peareHToMm

3a
peyermom

UA/9943/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Bopa B Tabnumui 1, ockinbkv us iHhopmauis GinbLie He
aKTyasibHa

99.

EBPAHTUN

Kancynu
NPOJIOHroBaHoI fji
TBepAi no 60 mr; no 50
a6o no 100 kancyn y
chnakoHi; no 1
(h/1aKOHY B KapTOHHIii
Kopobui

AciHo
Papma Al

LLsenuapi
b

Takega MM6X, micue
BMPOGHMLITBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHa BHOCWTbLCA Yy 3B'A3KY 3 HE3HAYHUM OHOBJ/IEHHAM
iHbopMmauii y posgini 3.2.P.7. Cuctema
KOHTeliHep/3akynopioBasibHUIA 3aci6, a came: - BuganeHHs
AeTasnbHOI iHhopMma,ii woao MakyBanbHOro martepiany
nonieTUNEHOBUX NALLOK;

- BuganenHs getanbHoi iHchopmau,i woao MakysanbHOro
Marepiany KpuLLIOK, WO HarBMHYyTbCA. PefakuiiHi 3MiHu
B po3gaini 3.2.P.7. Cucrtema KoHTeliHep/3aKynopoBasbHui
3acib BifnoBigHO A0 NOTOYHOI NPaKTUKN AOKYMeHTaLi,
AKOI AOTPUMYETLCA 3asABHUK, Ta BUNYYEHHS MOCUIAHHS Ha
BMPOGHMKa AfbTaHa 3 3aronoBka AOKYMeHTa; 3MiHu | Tuny
- OHOBJ/IEHHS iHChopMaLii LLO0A0 BTOPUHHOIO NakyBaHHS
A®| Ypanigun B po3gini peectpauiiiHoro gocbe 3.2.S.6
CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. KapToHHi Ta
nonietuneHosi 6apabaHy 3amiHeHi Ha 6apabaHu 3
nonietTuneHy BUcokoi winsHocTi (HDPE). MNpuBeaeHHs
onuncy NosnieTUIeHOBKX MILLKIB Ta 3a3HaYeHHs LWoa0
BignosigHocTi fo PernamenTy €C 10/2011 Ta ctaTeli EP
3.1.3. "Monionedinn" Ta 3.2.2. “NnacTtmacosi KOHTeliHepY
| 3aKynoploBasibHi 3acobu Ans hapMaLeBTUYHOIo
3acTocyBaHHs". be3 hakTMyHNUX 3MiH B NaKyBa/lbHOMY
marepiani;
3MiHM | TUNY - BHECEHHS 3MiH A0 p.3.2.S5.2.2 Onuc
BMPOBHNYOro NpoLiecy Ta Moro KOHTPO/Io, a came:
BMPOGHMK AD| Ypanignn, Zydus Takeda Healthcare Pvt.
Ltd. BnpoBaaMB cxemy OXONOMKEHHS A1 KpUcTanisauii
nig yac surotoeneHHs A®| Ypanignn Ha Cragii 2
«PekpucTanizoBaHuii ypanignn». Kpim Toro, 3 umm
OHOB/IEHHAM BW/lyYeHO NPUMITKY, NOB'A3aHy 3 peareHToMm
Bopga B Tabnuui 1, ockinbkv us iHhopmauis GinbLie He
akTyasibHa

3a
peyermom

UA/9943/01/02

100.

EBKABA/I®2
00 CALLE

NOPOLLOK A”A
0opanibHOro PO34nHy Mo
200 mr, no 3ry cauwle;
no 20 a6o no 50 cawe
B KapTOHHI ynakosLi

ecnapma
mM6X

HimeyuuH
a

Ningodpapm M16X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3nekun/edhekTMBHOCTI Ta thapmakoHarnsgy
- 3MiHW BHECEHI [0 IHCTPYKUiT ANS MeAUYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Oco611BOCTI 3acTocyBaHHS" Wwogo 6e3neky BiANOBIAHO
[0 matepianiB peecTpauiiHoro focCheE.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEePLKEHHS

be3
peyenma

UA/16272/01/01

101.

EBKABA/JI®6
00 CALLE

MOPOLLOK ANs
0pa/IbHOTO PO3UMHY MO

ecnapma
'mM6X,

HimeyuunH
a

Ninpgochapm M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3nekun/eheKkTUBHOCTI Ta thapmakoHarnsgy

6e3
peyenma

UA/16272/01/02




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
600 mr; no 3 1 B calle; HimevunHa - 3MiHN BHECeHi A0 [HCTPyKUii Ana MeguyHoro
no 10, a6o no 20, a6o 3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
no 50 cawe B "Oco611BOCTI 3acTocyBaHHS" Wofo 6e3neky BiANOBIAHO
KapTOHHI ynakoBsL,i [0 matepianiB peecTpauiiHoro fOCbe.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS
102. | EBKA®ININT | HacToiika; no 100 mny MNAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/15852/01/01
® donakoHi; no 1 "Ximdhapmsa "UepsoHa 3ipka" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
chnakoHy B nau; no BO/, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
100 mny 6aHui; no 1 "YepBoHa cuctemy dpapmakoHarnsgy (BBeAeHHs y3arasibHeHuX
6aHui y navui 3ipka” [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3 hapmakoHarnagy
3asiBHUKA 151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
macTep-aiina cuctemu papmakoHarniagy) - amiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs hapMakoHarnsay
103. | EBKA®ININT | cnpelino 20 may MAT Ykpaina MAT "Ximchapm3asog, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/17182/01/01
® hNakoHi CKIsAHOMY 3i "Ximdhapmsa "YepBoHa 3ipka" - 3MiHM WoAo 6e3neku/edheKTNBHOCTI Ta chapmakoHarnagy. peyenma
crnpeii-Hacocom Ta BOJA, BBeeHHs1 ab0 3MiHM 0 y3arasibHeHUX AaHuX Npo
HacagKolo "YepBoHa cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
NOBOPOTHOIO; No 1 3ipka" JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
dhnakoHy B nauui 3 YNOBHOBaXEHOI 0CO6W, BiANOBiAA/IbLHOI 32 34iiCHEHHS
KapToHy; no 50 mny hapMakoHarniaay; KOHTaKTHOI 0cobu 3 chapmakoHarisgy
hNakoHi CKISAHOMY 3i 3asBHUKA 415 34iiCHEHHS hapMakoHarnsgy B YkpaiHi,
cnpeii-Hacocom Ta SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
HacafKol ropsioBoto; BiANOBIAA/IbHOI 3a 34iliCHEeHH:A dapmakoHarnsagy
no 1 cpnakoHy B nayi (BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
3 KapTOHY MacTep-haiina cuctemu hapmakoHarnisgy) - amiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapmakoHarnsay
104. | EBKA®ININT | cnpeii Ha3a/1bHWNA, NAT YkpaiHa MAT "Ximchapm3asop, YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/17019/01/01
® KCunno [osoBanuii 0,1 %; no "Ximchapmsa "YepBoHa 3ipka" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peuyenma
10 mn y donakoHax BOA BBefeHHs1 ab0 3MiHM A0 y3arasibHEHUX AaHuX Npo
CKNAHWX 3 "YepBoHa cuctemy dpapmakoHarnsagy (BBefeHHs y3arasbHeHux
posnuatoBayem 3ipka" JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa

HasasibHVUM; no 1
thnakoHy B navi 3
KapToHy; no 10 mny
dhnakoHax nosiMepHUxX
3 po3nuBaYem

YNOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocobu 3 chapmakoHarnagy
3asiBHMKa AN 34iICHEeHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BifiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsay
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HaszasibHUM; no 1 (BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
hnakoHy B nauui 3 MacTep-aiina cuctemu hapmakoHarnisay) - amMiHa
KapToHy KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jificHeHHs hapmakoHarnsgy
105. | EK30/1IK PO34MH HaLLKipHMA 1 MAT Ykpaina MAT "Ximdpapm3sasoz YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/16629/01/01
%, no 10 mny "Ximchapmsa "YepsoHa 3ipka" - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenma
dhnakoHax Ne 1y BOA BeefieHHs1 a60 3MiHW A0 y3arasibHEHNX AaHux Npo
naJui; no 20 mn y "YepBoHa cuctemy thapmakoHarnagy (BBeLeHHs y3arasibHeHUxX
chnakoHax Ne 1y 3ipka" [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
nauui YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
KOHTaKTHUX [aHnX YNOBHOBaXXeHOI 0cobu, BiANOBIAA/TbHOT
3a 3[jiicHeHHs hapmakoHarnagy
106. | EK3O/IIK® Kpem 1% no15ry My6niuHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 6e3 UA/16629/02/01
Ty6i Ne 1y navui akuioHepHe TOBapucTBO - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
TOBapucTBo "Ximchapmsasos BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
"Ximdhapmsa "YepBoHa 3ipka" cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHUxX
BOJA, [aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
"YepBoHa YNOBHOBaXEHOI 0c06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
3ipka” hapmakoHarnsgy; KOHTakTHoOT ocobu 3 chapmakoHarnagy
3asiBHUKA 151 34iICHEHHA hapMmakoHarnsgy B YKpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsagy
(BK/IKOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
mMacTep-caiina cuctemu papmakoHarisgy) - amiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs chapMakoHarnsgy
107. | ENNIOKCATUH | KoHueHTparT 415 TOB YkpaiHa CaHochi-ABeHTiC HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9385/02/01
® pO34uHy A5 iHdy3il, "CaHoi- Honunang MmoX BUNPAB/IEHO TEXHIYHY NOMW/IKY B TEKCTI MapKyBaHHS peyenmom
5 mr/mn, Nel: no 10 ABeHTiC nepBUHHOI Ta BTOPUHHOI ynakoBok J13. MNepBuHHa
MJ1 KOHLeHTpary, o YkpaiHa" ynaxkoBKa
MicTATb 50 Mr 3ATBEP)KEHO: 6. IHLWE Ans BHYTPILUHbOBEHHUX
okcaninnatuxy, y iHcpy3ili. He 3amopoxyBsaTu! [lata BUroT.:
donakoHi abo 20 mn 3AMNPOMNOHOBAHO:
KOHUeHTpaTy, Wo 6. IHLWE [Ans BHYTPIiLLHbOBEHHUX iHGY3ili. He
MicTATb 100 Mr 3amopoxysaTtu! BropuHHa ynakoska 3ATBEPIXKEHO: 17.
okcaniniaTtuny, y IHWE AaTa BuroT.: 3ANMPOMNOHOBAHO: 17. IHWE
dhnakoHi; B NigfoHi, 3a3HayeHe BUMNpaB/IeHHA BiANOBILAE apXiBHUM
3anasHoMy KpULLKOIO,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
B KapTOHHI kKopo6ui marepianam peecTpauiiHoro Jocbe
108. | ENbAENPUN | TabneTku no 5 mr, no OpioH PiHNAHAiA OpioH KopriopeiiLuH, PiHNAHAiA BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 3a UA/5566/01/01
100 TabneTok y Kopnopeiiww dinnaHgis; OpioH - 3MiHM 3 SIKOCTi. [O0TOBUIA Nikapcbkumii 3aci6. KOHTpob peyenmom
thnakoHi; no 1 H KopropeWiwH, ®iHnaHais roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MmeTogax
(h/1aKOHY B KapPTOHHii (anbTepHaTUBHUIA BUNPOBYBaHHS rOTOBOrO MiKapCbKoro 3acoby (iHLi 3MiHW y
Kopoobui BMPOGHWK, LLO 3[iACHI0E mMeTofax BUNpobysaHb (BK/IroUYatoumn 3amiHy abo
nepBuHHE Ta BTOPUHHE [IONOBHEHHS)) - 3aMiHa METOANKN BU3HAYEHHS NOKa3HWKIB
nakyBaHHs1, BUMYCK «lpeHTudikauis», «CynpoBifHi 4OMILIKN», «KinbkicHe
cepii) BM3HAYEHHA» Ta «OAHOPIAHICTb BMICTY AiH040I PEHYOBUHM».
HoBwii i 6inbLl TouHWn MeTog, YBEPX po3po6neHnuii i
Ba/ifloBaHW AN5 BU3HAYEHHS 3a3HAYEHNX MOKA3HMKIB
109. | EHANANPUN | Tabnetkn no 0,01 r no NAT YkpaiHa MAT "Ximdhapm3saBsog YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/6582/01/01
10 TabneTok y "Ximdhapmsa "UepBoHa 3ipka" - 3MiHM WoAo 6e3nekn/eheKTNBHOCTI Ta chapmakoHarnagy. peyenmom
6nictepi; no 2 a6o 10 BOJ, BBeneHHs1 ab0o 3MiHU A0 y3arasibHEHUX JaHWX Npo
6nicTepis y nauui 3 "YepBoHa cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
KapTOHY 3ipka" JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT 0cobu 3 chapmakoHarnagy
3asBHUKa 419 3AiicCHeHHA hapmakoHarnagy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapmakoHarnsay
110. | EHricTon PO3YUH A5 iH'EKLLNA, Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/2053/01/01
no 1,1 mn B amnyni; no | Xannomitre a XanbmiTTesb Xeesnb BMNPAB/IEHO TEXHIYHY MOMUJIKY Y TEKCTi MapKyBaHHsI peyenmom
5 aMnyn y KOHTYpHiii nb Xeesnb rM6X BTOPWHHOT YNakoBKM NiKapCbKoro 3acoby: 3anponoHOBaHO:
YapyHKOoBIli ynakosL; M6X 2. KIIbKICTb AIK04Ol PEHOBWIHW 1,1 Mn po3umnHy
no 1, a6o no 2, abo no micTaTk: Sulfur D4 — 3,3 mkn, Sulfur D10 — 3,3 mk#,
20 KOHTYPHUX Vincetoxicum hirundinaria D6 — 6,6 mMkn, Vincetoxicum
YapyHKOBUX YNakoBOK hirundinaria D10 — 6,6 mkn, Vincetoxicum hirundinaria D30
y KOpO6L,j 3 KApTOHY — 6,6 MK/1; 3a3HayeHe BMNpPaB/IEHHS BiAMNOBIAaE
MaTtepiasiaMm peecTpaLiiHoro Aocbe
111. | EH3MKC® Tabnetku no 20 mMr Ta "Xemodpapm | Pecny6nik "Xemochapm" Al Pecnybnika | BHECEHHs 3MiH 40 peecTpauiliHux maTtepianis: 3MiHu | Tuny 3a UA/4162/01/02
AYO ®OPTE TabneTku, BKpUTI "AL a Cepbis Cepbis - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
NNiBKOBOIO afipecy 3asBHMKa (BNacHWka peecTpaLiiiHoro
060/10HKO10, No 2,5 Mr, NOCBIAYEHHST) - 3MiHa Ha3BW KpaiHu 3asBHuka N3
Komb6i-ynakoska: no 10 (BBegeHHs 3MiH MPOTAroM 6-Tv MicsLiB nicns
Tabnetok (6inbLworo 3aTBEPMKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHW.
po3mipy) 20 mr Ta 5 3MiHa HalimeHyBaHHSA Ta/abo afpecy MicLst NPOBaKEHHS
TabneTok, BKpUTKX AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBOro JlikapCbKoro
nNiBKOBOIO 3acoby, BK/IHYaun fibHULL BUNYCKy cepii abo MicLe
060/10HKOI0, (MEHLLOTO NPOBE/IEHHS KOHTPOJIO SKOCTI. (fiANIbHICTb, 38 Ky
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
po3mipy) no 2,5 mry BiANOBIAAa€E BMPOGHMK/IMNOPTEpP, BKIOYA0UM BUMYCK Cepiid)
6nictepi; no 3 - 3MiHa Ha3BW KpaiHu BUpo6HYuKa 13, 6e3 3MiHW Micus
6nicTepn y KapTOHHIl BMPOGHMLTBA. 3MiHW BHECEHI Y po3fin
Kopobui "Micue3HaxomkeHHs BUPOGHMKa Ta 1ioro agpeca micus
NPOBaPKEeHHA AiANIbHOCTI" B IHCTPYKLiO 415 MeguyHoro
3aCTOCyBaHHA Ta K HACNifOK - BifNOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby (BeeaeHHs
3MiH NPOTArom 6-TM MicALIB NiC/A 3aTBePAKEHHS)
112. | EH3MKC® Tabnetku no 20 mMr Ta "Xemodhapm Cepbis "Xemochapm" Al Cepbis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4162/01/02
AYO ®OPTE TabneTku, BKpUTI AL - 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy peyenmom
NNiBKOBOO - OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKW MiKapCbKoro
06010HKO0, N0 2,5 Mr, 3ac06y 3 BHeCEHHAM iHhopmaL,ii WoAo 3a3HaveHHs
Kombi-ynakoska: no 10 OAMHULb BYMIpIOBAHHSA Y cuctemi Sl. BHeceHHs 3miH Ao
Tabnetok (6inbLioro po3ainy «MapkyBaHHs» MK$ J13; 3anponoHoBaHo:
po3mipy) 20 mr Ta 5 MapkyBaHHS. 3rigHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
TabneTok, BKpUTMX BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
NNiBKOBOO 3aTBEPAKEHHS.
060/10HKOH, (MEHLLIOTO
po3mipy) no 2,5 mry
6nictepi; no 3
6nicTepy y KapTOHHIN
Kopobui
113. | EMK/KO3A™ TabneTkun, BKPUTI lneap Benuka lneap CavieHcun3 Ipnangis/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 3a UA/17003/01/01
nNiBKOBOO CalieHcus BpuTaHis AlieneHg KOC, IpnaHgis cLa/ - 3MiHM BHECEHO A0 YacTuH Il. Cneymdikauis 3 6e3neku peyenmom
o60n0oHkoto, no 400 IHTEepHeLWHN (Bunyck cepii, nepBrHHa KaHapga (mogyni IV «[Monynsuji, Aki He BUBYaNUCL Nig vac
Mr/100 mr no 28 nta ynakoBKa, BTOPUHHa KNiHIYHUX BUNPOBYBaHb», CVII «laeHTudikoBaHi Ta
TabneTok y prakoHi; ynakoBKa, KOHTPO/1b noTeHUiliHi pu3nkn», CVIII «Pestome npobnem 6esnekn»),
no 1 cpnakoHy B cepii); Fineap CaiieHcus, Il «MnaH 3 dhapmakoHarnsagy», V «3axoam 3 MiHimizaw,ii
KapTOHHIlA KopooLi IHK., CLUA (kOoHTpO/b pusukiB», VI «Pe3tome nnaHy ynpasniHHA pyu3ukammu» Ta
cepii); Mikpoxem VIl «dopatkun» y 3B’3Ky 3 BUATEHHSAM BifCYTHLOT
Nab6opaTtopi3 AlieneHs iHchopmauii Wwofo 6e3nekn 3acTocyBaHHA npenaparty y
Nta., T/IA €spodpiHc NaLieHTIB 3 TSHXKUM NOPYLUEHHAM OYHKLIT HUPOK abo
NaHkacTep TepMiHa/TbHOIO CTafiE0 3aXBOPIOBAHHSA HUPOK Ha MigcTasi
Na6opaTtopis, IpnaHais pe3synbTaTiB gocnimpkeHm GS-US-337-4063 Ta GS-US-
(KkOHTpOSb cepii 342-4062
(mikpobionoriuHe
TecTyBaHHs)); MinmayHT
Xenckea 1T4, IpnaHgis
(BTOpMHHA ynakoBka);
MaTeoH IHKk., KaHaga
(BUPOGHMLTBO,
nepByHHA ynakoBKa,
BTOPVHHA YMakKoBKa,
KOHTpONb cepif); MNA,
[esenonmeHT, /M, CLLWA
(KOHTpO/Ib cepil)
114. | ENPAKAA TabneTkun, BKPUTI [bxy6inaHTt IHAiA [xy6inaHT [pxeHepikc IHAis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/15698/01/01
NAiBKOBOIO L[hxeHepikc Jlimiteg - 3MiHM Woa0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisay. peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

0060/10HKO0, MO0 5 Mr;
no 10 TabneTok B
6nictepi; no 3
6nicTepy B KAPTOHHIi
KopooLi

NimiTeq

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXXeHOI 0cobu, BiANOBIAa/IbHOT
3a (hapmakoHarnsa,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

115.

EMPAKAL

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, Nno 10 wmr;
no 10 TabneTok B
6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopobui

[xy6inaHTt
xeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnisgy (BBeAeHHs y3araibHeHUx
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigaIbHOT 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHMUX AaHnX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKa, BigNoBiga/IbHOT 3a
hapMakoHarnsag B YkpaiHi.
3miHa MicLue3HaxomkeHHs MacTep-halina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

3a
peyenmom

UA/15698/01/02

116.

EMNPAKAL

TabneTkn, BKPUTI
nNiBKOBOK

[bxy6inaHTt
[xeHepikc

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM LWoa0 6e3nekn/edpeKTMBHOCTI Ta papmakoHarisay.

3a
peyenmom

UA/15698/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

060/10HKOH, M0 15 Mmr;
no 10 TabneTok B
6nictepi; no 3
6nicTepy B KAPTOHHIi
KopooLi

NimiTeq

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXXeHOI 0cobu, BiANOBIAa/IbHOT
3a (hapmakoHarnsa,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

117.

EMPAKAL

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOH0, No 20 Mr;
no 10 TabneTok B
6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopobui

[xy6inaHTt
xeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnisgy (BBeAeHHs y3araibHeHUx
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigaIbHOT 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHMUX AaHnX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKa, BigNoBiga/IbHOT 3a
hapMakoHarnsag B YkpaiHi.
3miHa MicLue3HaxomkeHHs MacTep-halina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

3a
peyenmom

UA/15698/01/04

118.

EMNPAKAL

TabneTkn, BKPUTI
nNiBKOBOK

[bxy6inaHTt
[xeHepikc

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM LWoa0 6e3nekn/edpeKTMBHOCTI Ta papmakoHarisay.

UA/15699/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

0060/10HKO0, MO0 5 Mr;
in bulk Ne5000 y
nonieTnieHoBomy
nakeTi

NimiTeq

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXXeHOI 0cobu, BiANOBIAa/IbHOT
3a (hapmakoHarnsa,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

119.

EMPAKAL

TabneTku, BKpUTI
NNiBKOBOK
060/10HKO0, Nno 10 wmr;
in bulk Ne5000 y
nonieTuieHoBoOMy
nakeTi

[xy6inaHTt
xeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnisgy (BBeAeHHs y3araibHeHUx
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigaIbHOT 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHMUX AaHnX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKa, BigNoBiga/IbHOT 3a
hapMakoHarnsag B YkpaiHi.
3miHa MicLue3HaxomkeHHs MacTep-halina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

UA/15699/01/02

120.

EMNPAKAL

TabneTkn, BKPUTI
nNiBKOBOK

[bxy6inaHTt
[xeHepikc

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny

- 3MiHM LWoa0 6e3nekn/edpeKTMBHOCTI Ta papmakoHarisay.

3a

UA/15699/01/03

peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

060/10HKOH, M0 15 Mmr;
in bulk Ne5000 y
nonieTnieHoBomy
nakeTi

NimiTeq

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXXeHOI 0cobu, BiANOBIAa/IbHOT
3a (hapmakoHarnsa,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

121.

EMPAKAL

TabneTku, BKpUTI
NNiBKOBOK
060/10HKOH0, No 20 Mr;
in bulk Ne5000 y
nonieTuieHoBoOMy
nakeTi

[xy6inaHTt
xeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnisgy (BBeAeHHs y3araibHeHUx
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigaIbHOT 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHMUX AaHnX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKa, BigNoBiga/IbHOT 3a
hapMakoHarnsag B YkpaiHi.
3miHa MicLue3HaxomkeHHs MacTep-halina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

UA/15699/01/04

122.

ECNA-
TUBON®

Tabnetkn no 2,5 mr Ne

28 (28x1) y 6nictepax

ecnapma
m6X

HimeyuuH
a

Ningodpapm M16X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny

- 3MiHM Woa0 6e3nekn/edpeKTMBHOCTI Ta papmakoHarnsay

3a

UA/17004/01/01

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
- 3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby.
123. | ECNION Ma3sb Mo 30 ry Ty6i MNAT YkpaiHa MAT "Ximdhapm3sasog Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/8518/01/01
anoMiHiesiid; mo 1 Ty6i | "Ximcapmsa "UYepBoHa 3ipka" - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy. peyenma
B MauLi 3 KapTOHY BOA, BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
"YepBoHa cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
3ipka" [JaHnX npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0C06Y, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobum 3 chapmakoHarnagy
3as9BHUKa 415 34iICHEHHSA hbapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3filicHeHHs1 hapMakoHaraagy
124. | 3IHHAT™ rpaHynun ans nakcoCmit Benuka nakco OnepeiiwHe FOK Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | TUny 3a UA/5509/01/01
npurotysaHHa 100 mn KnsanH BpuTaHis Nimiteq BpuTaHis - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom
(125 mr/5 mn) Ekcnopt BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
cycneHsii, 1 pnakoH 3 NimiTen cuctemy thapmakoHarnagy (BBeLeHHS y3arasibHeHNX
rpaHynamu pasom 3 AaHunx npo cuctemy thapmakoHarnsgy, 3amiHa
MipPH/AM KOBNA4kom Ta YNOBHOBaXXeHOI 0c0obK, BiANOBIAaUTbHOT 3a 34iCHEHHS
MipHOIO JTOXEYKOI0 B chapmakoHarnsay; KOHTakTHoi 0cobu 3 hapmakoHarnagy
KapTOHHI KopoobLi 3anBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag:
MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LLTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
thapmakoHarnag. 3miHa Homepy Ta MiCLLe3HaX04KeHHS
mMacTep-gaiina
125. | 3IHHAT™ rpaHynun ans nakcoCwmit Benvka nakco OnepeiwHc FOK Benvka BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/5509/01/02
npurotysaHHsa 100 mn KnsinH BpuTaHis NimiTen BpuTaHis - 3MiHM WoAo 6e3nekn/eheKTUBHOCTI Ta thapmakoHarnagy. peyenmom
(250 mr/5 mn) Ekcnopt BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHWX Npo
cycneHsii, 1 hiakoH 3 NimiTeq cuctemy thapmakoHarnagy (BBeAeHHS y3arasibHeHnxX

rpaHynamm pasom 3
MipPH/M KOBMA4koM Ta
MipHOIO JTOXEUKOI0 B
KapTOHHIlA KopooLi

[JaHunX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXeHOI 0cobK, BiANOBIfa/IbHOT 3a 34iCHEHHS
chapmakoHarnsay; KOHTaKTHoOi ocobm 3 hapmakoHarnagy
3asBHUKa A5 34iiCHEHHS hapMmakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 3AjICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
macTep-chaiina cuctemun chapmakoHarnsgy) - 3amiHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasbHOI 3a
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

126.

SIHHAT™

TabneTku, BKpUTI

nakcoCwmit

thapmakoHarnsag;:

MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LLUTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHWX
YMOBHOB&XEHOI 0c06u, BiANOBIAa/IbHOI 3a
thapmMakoHarnag. 3miHa Homepy Ta MiCLLe3HaX0MKeHHS
mMacTep-gaiina

nocsi0o4YeHHs

127.

3IHHAT™

060/10HKOI0, N0 125
mr; no 10 TabneTok y
6nicTepi; no 1
6nictepy B KopobL,i 3
KapToHy

KnsiiH
Excnopt
NimiTeq

Benuka
BpuTaHis

nakco OnepeiiwHc KOK

NimiTen

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHUx
[JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3 hapmakoHarnagy
3asiBHUKA 151 34iICHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A ddapMmakoHarnsagy
(BK/THOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
mMacTep-aiina cuctemu hapmakoHarniagy) - amiHa
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigaIbHOT 3a
thapmakoHarnsag;:

MponoHoBaHa peaakuis — [p. MeHc-Ynbpix LUTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHWX
YMNOBHOBaXEHOT 0C06M, BignoBigansHoI 3a
hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLEe3HaXOAKEHHS
macTep-gaiina

3a
peyenmom

UA/5509/02/01

128.

SIHHAT™

TabneTtku, BKPUTI
06010HKot0, N0 250
mr; no 10 TabneTok y
6nictepi; no 1
6nicTepy B KopobL,i 3
KapTOHY

TabneTkn, BKPUTI

nakcoCmit
Knsiin
Exkcnopt
NimiTen

nakcoCwmit

Benvka
BpuTtaHis

nakco OnepeiiwHc HOK
Nimiten

Benvka
BpuTtaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHM 0 y3arasibHeHNX AaHuxX Npo
cuctemy hapmakoHarnsgy (BBeAeHHs y3araibHeHux
[JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy
3anBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy
(BKNHOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag:

MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LLTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
thapmakoHarnag. 3miHa Homepy Ta MiCLLe3HaX04KeHHS
macTep-gaiina

3a
peyenmom

UA/5509/02/02

060/10HKO0, N0 500

Benvka

KnsiiH

BputaHis

nakco OnepeiwHc FOK

NimiTeq

Benvka

BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny

BputaHis

3a

- 3MiHM LWoa0 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarisay.

UA/5509/02/03

peyenmom
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

129.

30BIPAKC™

mr; no 10 TabneTok y
6nictepi; no 1
6nictepy B KopobL,i 3
KapTOHY

niogpinizat gns

ExcnopTt
NimiTen

nakcoCmit

Benvka

BeeieHHs1 ab0 3MiHW A0 y3arasibHEHNX AaHux Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHs hbapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
hapmakoHarnag:

MponoHoBaHa pefakyis — Ap. MeHc-Ybpix LtermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0C06M, BigNOBigansLHOI 3a
hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLe3HaxX0AKEHHS
macTep-gaiina

nocsi0o4YeHHs

130.

30BIPAKC™

pO34nHy A8 iHdysil
no 250 mr; 5 chnakoHis
3 fiogpinizaTom y
KOHTYPHIn KapTOHHIl
yNaKoBLi B KAPTOHHIl
Kopobui

KnsaiiH
ExcnopTt
Nimiteq

BpuTaHis

nakcoCmiTKnsaiiH
MaHydhakTypuHr C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/edheKTUBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunxX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0C06Y, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobum 3 chapmakoHarnagy
3as9BHUKa 415 34iICHEHHSA hbapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-chaiina cuctemu hapmakoHarnisay) - amMiHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoOBigasbHOI 3a

thapmakoHarnsag;:

MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LLTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0co6u, BiANOBiAaIbLHOI 3a
hapmMakoHarnag. 3miHa Homepy Ta MiCLLe3HaX0MKEHHS
macTep-ghaiina

3a
peyermom

UA/8281/01/01

TabneTku no 200 mr;
no 5 rabnetok y
6nictepi; no 5
6nicTepiB y KAPTOHHIl
Kopobui

nakcoCmit
KnsidH
Ekcnopt
Nimiteq

Benuka
BpuTaHis

nakco Bennkom C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- 3MiHM WoAao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUx
[aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa

YNOBHOBaXEHOI 0c06W, BiANOBIAa/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 151 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT 0cobwm,

BiANOBiAa/IbHOI 3a 3AjICHEHHA hapmakoHarasay

3a
peyenmom

UA/8281/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisay) - amMiHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BigNoBigasibHOI 3a
thapmakoHarnsag;:

MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LLUTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOB&XEHOI 0c06u, BiANOBIAa/IbHOI 3a
thapmMakoHarnag. 3miHa Homepy Ta MiCLLe3HaxX0MKeHHS
macTep-gaiina

131.

IBYNMPOM

TabneTku, BKpUTI
060/10HKO0, Mo 200
Mr, 0 2 TabneTkn y
cauwe; no 10 Tabnetok
B 6nicTepi; no 1
61icTepy B KapTOHHIl
Kopo6ui; no 50
Tabnetok y hNakoHi;
no 1 donakoHy B
KapTOHHIA Kopoo6Li

KOHina6, Nn

CLA

TOB HOC dapmadis

Monbwa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- nogaHHsA oHosneHoro CepTudiikaty BignoBigHOCTI
€sponelicbkin hapmakonei R1-CEP 2002-099-Rev 06
(nonepepHs Bepcis R1-CEP 2002-099-Rev 05) Big Bxe
3aTBepxeHoro BupobHrka Hubei Biocause Heilen
Pharmaceutical Co., LTD, Kutaii, ana A®l 16ynpodeH. Ak
Hacnigok 3MiHa B Ha3Bi BnacHuka CEP Ta 3miHa Ha3Bu
BMpobHuka (3 Hubei Granules-Biocause Pharmaceutical
Co., LTD, Kutaii Ha Hubei Biocause Heilen
Pharmaceutical Co., LTD, Kutaii), agpeca BnacHuka CEP
Ta BUpO6GHMYA AiNbHULSA 3a/IMWaloTbes 6e3 3MiH

6e3
peyenma

UA/6045/01/01

132.

IH-ANITEP

Tabnetku no 2
mr/0,625 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepu y navu,i
3 KapToHY

TOB HB®
"MIKPOXIM"

Ykpaina

TOBAPUCTBO 3
OBMEXXEHONO
BIAMOBIJANBHICTIO
HAYKOBO-
BPOBHUNYA ®IPMA
"MIKPOXIM", YkpaiHa
(topnauuHa agpeca Ta
nab6opartopis gisnko-
XiMiYHOrO aHani3y Ta
KOHTPO/0 BUPOGHMLTBA,;
36epiraHHsa rotoBol
npoAayKuii, maTepianis;
BMPO6HMYA AinbHULA
(Bci cTagji BUpo6HMYOro
npouecy); naéoparopis
6io10riYHOro aHanisy)

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTporsb
roToOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOTO NiKAPCbKOro 3acoby (iHLWi 3MiHN Y
mMeToAax B1NpobyBaHb (BKOUaUM 3amMiHy abo
[OMOBHEHHS)) - 3MiHW METOANKA BU3HAYEHHS NOKa3HMKa
«CynpoBigHi AOMILLKM» Ta BignoBigHi 3MiHM y cneyudikauii
y 3B'A3KY 3 ONTMMI3aLjiel0 MeToAiB BUNPOOYBaHHSA 3rigHO
0o sumor ICH Q3B (R2) Impurities in New Drug Products

3a
peyernmom

UA/17135/01/01

133.

IH-ANITEP

Tabnetku no 4 mr/1,25
Mmr no 10 TabneTok y
6nictepi, no 3
6nicTepn y nauui 3
KapToHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOBAPUCTBO 3
OBMEXEHORO
BIAMNOBIAA/BHICTHO
HAYKOBO-
BUPOBHNYA ®IPMA
"MIKPOXIM", Ykpaina
(topnauyHa agpeca Ta
nab6opartopis i3mko-
XiMiYHOrO aHasi3y Ta
KOHTPO/0 BUPOGHMLTBA;
36epiraHHsa rotoBol

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHK 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN Y
MeTofax BUNpobyBaHb (Bk/ItoYatoumn 3amiHy abo
[OMOBHEHHS)) - 3MiHN METOANKN BU3HAYEHHS NOKa3HMKa
«CynpoBifHi AOMILLKM» Ta BignoBigHi 3MiHW y cneuudikauii
y 3B'A3KY 3 ONTUMI3aLie0 MeTOAiB BUNPOOYBaHHSA 3rigHO
no sumor ICH Q3B (R2) Impurities in New Drug Products

3a
peyenmom

UA/17135/01/02




73

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npoaykuii, Matepianis;
BMpOGHUYA AiNbHUUA
(Bci cTagii BUpo6HMYOro
npovecy); naboparopis
6ionoriyHoro aHanisy)
134. | IH-ANITEP Tabnetkn no 8 mr/2,5 TOB HB® YkpaiHa TOBAPUCTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/17135/01/03
mr no 10 TabneTok y "MIKPOXIM" OBMEXXEHORO - 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTporsb peyenmom
6nictepi, no 3 BIANOBIAANBHICTHO roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
6nicTepn y nauuj 3 HAYKOBO- BMNPOOYBaHHA rOTOBOTO NiKAPCbKOro 3acoby (iHLWi 3MiHN Y
KapToHY BWPOBHUYA ®IPMA MeToAax BUNPOoO6yBaHb (BK/IHOUatoumn 3amiHy abo
"MIKPOXIM", YkpaiHa [OMOBHEHHS)) - 3MiIHU METOAMKN BU3HAYEHHS MOKa3HMKa
(topmgnuHa agpeca Ta «CynpoBigHi AOMILLKM» Ta BIAMNOBIAHI 3MiHW Yy cnieumdikavii
nabopartopis giznKo- y 3B'A3KY 3 ONTMMI3aLi€l0 MeTOAiB BUNPOOYBaHHSA 3rigHO
XiMiYHOrO aHanisy Ta 0o sumor ICH Q3B (R2) Impurities in New Drug Products
KOHTPO/O BUPOGHMLTBA,;
36epiraHHs rotoBol
npoAayKuii, matepianis;
BMPOGHMYA AiNbHULA
(Bci cTagji BUpo6HUYOro
npouecy); naéoparopis
6i0/10rvYHOr0 aHanisy)
135. | IHOAN® Tabnetku no 1,25 mr MPO.MEL.L], Yecbka MPO.ME/A.LIC lMpara Yecbka BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/4237/02/02
no 10 TabneTtok y C MNpara a.c. | Pecny6nik a.c. Pecny6nika - 3MiHM BHECEHO [0 IHCTPYKLi AN8 MeguyHoro peyenmom
6nicTepi; no 3 abo 6 a 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
6nicTepiB y KAPTOHHIl "Oco6nmBocCTi 3acTocyBaHHA", "TM06iuHI peakuii”
Kopobui BiANOBIAHO 4O OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyoi
PeyvoBUHM
136. | IHAAN® Tabnetkn no 2,5 mrno | MPO.ME/A.LL Yecbka MPO.ME/A.LC lMpara Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/4237/02/03
10 TabneTok y C Mparaa.c. | Pecny6nik a.c. Pecny6nika - 3MiHV BHECEHO [0 IHCTPYKLT ANS MeAnyHOro peyenmom
6nicTepi; no 3 abo 6 a 3acTOCyBaHHS MikapCbKoro 3acoby y po3ainm:
6nicTepiB y KApTOHHIl "Oco6nmBocTi 3acTocyBaHHA", "TM06iIuHI peakuii”
KopooLi BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyol
peyoBUHM
137. | IHOAHPUKC cycneHsis (DTPa- nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/16235/01/01
FEKCA™/INF HBV-IPV) gns iH'ekuili KnsiiH BpuTaHis Bionoaxikans C.A. - 3MiHa 3aTBEepMAKEeHOI KOMBIHaLi peareHT-6i0TUHUNLOBAaHI peyenmom
ANRIX no 0,5 mn (1 go3a) Ta Ekcnopt aHTU-muwavi pparmenTn F (ab ') 2 Ta peareHT
HEXA™ niocpinizat (Hib); 1 NimiTen KOH'toroBaHoro 3 HRP komnnekcy cTpentasiguHy Ha
KOMBIHOBA nonepegHsL0 niochinisoBaHnii peareHT - KOH'loraT aHTU-Muwaumnii IgG
HA HarnoBHeHN Kpons 3 nepokcmaasoro XpoHy (HRP) Ans BusHaueHHs in
BAKUVHA 0HOPA30BUIA LLINPULY vitro (meTog ELISA) cneuundivHoT akTUBHOCTI
Ana (no 0,5 mn (1 gosa)) y AuentonsapHoro Kawwtokosoro aHtureHy (Acellular
MPO®DINAKT KOMM/IEKTI 3 ABOMA pertussis antigens (Pa)). BHECEHHS TEXHIUHMX 3MiH B
NKN ronkamu Ta hnakoH 3 MeTOZ, BK/IKOYAKUM YMOBW NOKPUTTS, HACUYEHHS Ta
BUNDTEPII, niogpinizatom (Hib) BUSIBNIEHHA cneuundiyHOI aKkTUBHOCTI KaLLLtOKOBOrO
NMPABLUSA, ans 1 nosu, wo aHTureHy (coating, saturation and detection conditions)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KALLUMOKY 3MiLLYHOTbCA Nepes, 6€3 3MiHWN 3aTBEePKEHUX KPUTEPIIB MPUAHATHOCTI. TepMiH
(ALUENONAP | BMKOPUCTaHHAM BBEEHHS 3MiH - iuneHb 2022
HUA (wnpu, 3 ronkamm
KOMMOHEHT | 3akpuTi rymoB/MU
), FENATUTY KoBraykamu); ABi
B, rosiku (0gHOro
noniomieni po3mipy), LWnpuL, Ta
TYTA hNakoH repMeTUyHO
3AXBOPIOB 3anakoBaHi y
AHb, NNacTUKOBUIA
3BYAHUKOM | koHTeliHep; no 1 abo
AKX € no 10 nnacTukosmnx
HAEMOPHIL KOHTEliHepIB y
us KapTOHHI kopobu; 1
INFLUENZAE | nonepegHbo
TNy B HarnoBHEHW
0fiHOpa30BUiA WNpUL,
(no 0,5 mn (1 gosa)) y
KOMMN/IEKTi 3 ABOMa
ronkamu Ta hnakoH 3
niogpinizatom (Hib)
ona 1 posu, wo
3MiLLyOTbCA nepes
BMKOPUCTaHHAM
(Wwnpwy, 3 ronkamm
3aKpUTi TYMOBVMM
KoBnavkamu); ABi
ronku (ogHoro
po3mipy), Wwnpu, Ta
doNakoH repMeTUyHO
3anakoBaHi y
nnacTukoBuii
KOHTeliHep; no 1 abo
no 10 nnacTnkoBux
KOHTEliHepIB y
KapTOHHI KOpo6Li
138. | IHPAHPUKC cycneHsis ans nakcoCmit Benwvka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13939/01/01
™ InB iH'ekuiit; no 0,5 mny KnsiiH BpuTaHis Bionogpxikan3 CA - 3MiHa 3aTBepAKeHoi KoOMBiHaLii peareHT-6i0TUHUNLOBaHI peyenmom
KOMBIHOBA nonepegHe0 Exkcnopt aHTU-MuLWadi oparmeHTn F (ab ') 2 Ta peareHt
HA 3anoBHEHOMY Nimiteq KOH'toroBaHoro 3 HRP komnnekcy ctpenTasigvHy Ha
BAKUVHA 0 HOPa30BOMY niodpinizoBaHWin peareHT- KOH'toraT aHTU-MuLwaunii IgG
Aana LINpUL Y KOMMAEKTI 3 Kpons 3 nepokcmaasoro XpoHy (HRP) ans BusHaueHHs in
MPO®INAKT ronkoto; no 1 a6o 10 vitro (meTog, ELISA) cneuudivyHOi akTMBHOCTI
KU nonepegHsL0 AuentonsapHoro kawwokosoro aHtureHy (Acellular
BUNDTEPII, 3anoBHEeHUX pertussis antigens (Pa)). BHECeHHsI TEXHIUYHUX 3MiH B
NnPABLUA, 0HOPAa30BMX LUMPUL,iB MEeTO/,, BK/IoYatoun yMOBU MOKPUTTA, HACUYEHHA Ta
KALLUJTFOKA y NNacTnkosBomy BUABJIEHHA CneundivHOT akTUBHOCTI KallIloKOBOro

(ALENONAP

KOHTelHepi; no 1

aHTureHy (coating, saturation and detection conditions)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HUN KOHTEliHepy B 6€3 3MiHWN 3aTBEePKEHUX KPUTEPIIB MPUAHATHOCTI. TepMiH
KOMMOHEHT | kapTOHHIli KopooLi BBEJEHHS 3MiH - NnneHb 2022.
)TA
noniomien
TY
139. | IHOAHPUKC cycneHsis gns iH'ekuin nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/15120/01/01
™ no 1 gosi (0,5 mn) y KnsinH BpuTaHis Bionogxikans C.A. - NepeHeceHHs BUNpobyBaHHA MiHIMaNbHOT neTanbHOT peyenmom
KOMBIHOBA nonepegHsL0 Excnopt no3u (Minimal Lethal Dose) B npoaykTi Diphtheria Crude
HA 3anoBHEHOMY LUNPUL Nimiteq Toxin 3 eTany pyTMHHOTO TECTYBaHHS Ha pob6oyomy
BAKLUVHA Nel y komnnekTi 3 nocisHomy Matepiany (Working seeds (WS)) Ha eTan
ana opHieto abo gsoma TECTYyBaHHS NepLLOro TOKCKHY, L0 NPOAYKYETLCA 3 NepLUol
MPO®INTAKT rosikamu; naptii WS, oTpMmaHoi 3 KOXXHOT HOBOI napTii
KN no 1 nonepegHbL0 nonepeaHbLOro poboyoro martepiany (new pre-Ws).
DUDTEPII, HanoBHEHOMY LUNPULi BHeceHHs pefakuiiiHux npaBok o po3ginis 3.2.5.2.2,
NnPABLA, y KOMN/IEKTi 3 OfAHI€0 3.2.5.2.3. Ta 3.2.S.2.4; 3MiHuX | TURNY - BUIYYEHHSA
KALLUMOKY abo gBoma ronkamu y BMNpo6yBaHHA Specific toxicity quality control tests 3i
AUENONAP naacTUKOBOMY cneyudikalii Ha npomixHMIA npoaykT Diphtheria Crude
HA KOHTeliHepi; no 1 Toxoid
OYMLLEHA naacTUKoOBOMY
IHAKTUBOBA | KOHTeliHepy B
HA PIAKA KapTOHHI/ Kopobui
140. | IHOAHPUKC cycneHsis ons iH'ekujn nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/15120/01/01
™ no 1 aosi (0,5 mn) y KnsiiH BpuTaHis Bionoaxikans C.A. - 3MiHa 3aTBepAKeHOi KOMBiHaLi peareHT-6i0TUHUNLOBaHI peyenmom
KOMBIHOBA nonepegHe0 Excnopt aHTU-MuULWadi oparmeHTn F (ab ') 2 Ta peareHT
HA 3arnoBHeHOMY LUMpuLi Nimiteq KOH'toroBaHoro 3 HRP komniekcy ctpentasiguHy Ha
BAKUVHA Nel y komnnekTi 3 niochinizoBaHWii peareHT KOH'loraT aHTU-Muwaymnii IgG
ansa ofHieto abo ABomMa Kpons 3 nepokcmaasoro XpoHy (HRP) Ans BusHaueHHs in
MPO®INTAKT rosikamu; vitro (meTog ELISA) cneuundivHoi akTMBHOCTI
KU no 1 nonepeaHbO AuentonspHoro kawwokosoro aHtureHy (Acellular
ANDTEPII, HanoBHEHOMY LLUNPUL pertussis antigens (Pa)).
NMPABLUA, Y KOMMJIEKTi 3 OfHi€t0 BHeCeHHs TEXHIYHMX 3MiH B METOZ, BK/1H0HA04M YMOBU
KALUHOKY abo ABoMa rosikamu y NOKPUTTS, HACMYEHHA Ta BUAB/EHHA cneundivHol
AUENONAP naacTMKOBOMY aKTMBHOCTI KaLL/TIOKOBOrO aHTUreHy (coating, saturation
HA KOHTeliHepi; no 1 and detection conditions) 6e3 3MiHM 3aTBEPAXEHUX
OYNLLEHA nnacTMKoBomy KpUTEpIiB NPUAHATHOCTI. TepMiH BBEAEHHS 3MiH - INNEHb
IHAKTUBOBA | KoHTeliHepy B 2022
HA PIOKA KapTOHHIA KopoobLi
141. | nopg po34uH Ans MAT Ykpaina MAT "Ximdpapm3zasoz YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/8247/01/01
30BHILUHLOrO "Ximcpapmsa "YepBoHa 3ipka" - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy. peyenma
3aCTOCyBaHHs, BOA BeeieHHs1 ab0 3MiHW 10 y3arasibHEeHNX JaHux Npo
cnupToBuii 5%, no 10 "YepBoHa cuctemy thapmakoHarnagy (BBeLeHHs y3arasibHeHUxX
M1, abo no 20 mn, abo 3ipka” [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
no 1000 mny YNOBHOB&XXEHOT 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
dhnakoHax chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKa AN19 3AiicCHeHHs hbapmakoHarnagy B YkpaiHi,
SIKLL0 BOHA BigMIHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
KOHTaKTHUX aHuX YNOBHOBaXeHOI 0cobu, BiAMNOBIAa/IbHOT
3a 34iliCHEHHS dhapmakoHarnsgy
142. | KAMICTAA® - | renb no 10 r B Ty6i; no CTALA HimeuumnH CTALA ApuHaimittenb HimeuumHa | BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/6590/01/01
F’ENb H 1 Ty6i B KAPTOHHiIl ApuHaimitt a Al', HimeyunHa - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
Kopoobui enb Al (BMPOGHMLTBO Ta BUNYCK BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cepii) cuctemy dpapmakoHarnsagy (BBeAeHHs y3arasibHeHuX
[JaHunx Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 151 34iICHEHHA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNoBigaIbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis: floktop AHgpeac |saHosuy / Dr.
Andreas Iwanowitsch. 3miHa KOHTaKTHUX gaHnX
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BigNoBigabHOI 3a
thapmakoHarnag,
143. | KAMNEBICTA TabneTku, BKpUTI MicTpan AHrniA Pemepgika NiTg, Kinp BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHu | Tuny 3a UA/17936/01/01
nNiBKOBOIO Kenitan - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby peyenmom
060n0HKOt0, N0 150 Mr | MeHemxmeH - 3MiHV BHeCeHi o0 Ha3su J13. 3aTBepKeHo:
no 10 Tabnetok y T NimiTeq, KaneuuTtabiH-Bicta (Capecitabine- Vista) 3anponoHoBaHo:
6nictepi; no 6 KAMEBICTA (CAPEVISTA) BBefeHHS 3MiH NpOTArom 6-tm
6nicTepiB B Nayuj 3 MiCALiB NiCNsA 3aTBEPAYKEHHS
KapTOHY
144. | KAMNEBICTA TabneTkun, BKPUTI Mictpan AHrnis Pemegika N4 Kinp BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHun | TUNY 3a UA/17936/01/02
nAiBKOBOIO Kenitan - AOMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BM NiKkapCbKOro 3acoby peyenmom
060n0HkKot0, No 500 Mr | MeHemKMeH - 3MiHW BHECeHi WwoA0 Ha3su J13. 3aTBepkeHo:
no 10 TabneTtok y T NimiTeq, KaneuuTtabiH-Bicta (Capecitabine- Vista) 3anponoHoBaHo:
6nictepi; no 12 KAMEBICTA (CAPEVISTA) BBegeHHs1 3MiH NpOTArom 6-tn
6nicTepiB B Nayuj 3 MicALiB Nicna 3aTBepKEeHHs
KapToHy
145. | KNCEHb ras, y basioHax ans ToBapucTBO YkpaiHa BMPOGHMLITBO rOTOBOrO YkpaiHa BHECEHHS 3MiH A0 peecTpaviiiHux matepianis:3miHu | Tvny 3a UA/5201/01/01
MEOVYHUI CTUCHYTOrO rasy 3 NiKapcbKoro 3acoby: - AAMIHICTpaTMBHI 3MiHW. BUnyYeHHs BUPOBHUYOI AiNbHULL peyenmom
rA3onogaibs o6'emom 1,5n,2n, 3 06MEXEHO ToBapucTBO 3 (Bknovaroum ginbHuUi ans A®I, NpoMixXHOro NpoaykTy abo
HWUIA n,4n,5n,10n, 40 n, BignoBigasib 06MEXeHOo roTOBOrO JIiKAPCbKOro 3acoby, AiNbHWLi 415 TPOBEAEHHS
50 n abo 3 HicTiO PipmMa BignosiganbHicTioO Pipma nakyBaHHs, BUPOOHMKa, BigNOBifanIbHOr0 3a BUMYCK Cepil,
rasudikatopis "KpioreHcep "KpioreHcepsic", MicLie NpoBeAEHHSA KOHTPOIO cepil) abo nocTtavyanibHUKa
KpiOreHHMX Bic" YkpaiHa BMXi4HOro Martepiany, peareHTty abo AONOMiKHOT

BMPOBHULTBO rOTOBOroO
nikapcbkoro 3acoby:
ToBapucTtso 3

PEYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) BunyyeHHs
BMPOGHMKa fiito40T peyoBUHN KnceHb pigkuii ToBapucTeo 3
06MeXeHoH0 BignosigasbHiCTI0O Pipma "KpioreHcepsic",
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
0bMexeHo Ykpaina
BignosiganbHicTioO Pipma
"KpioreHcepsic",
YkpaiHa
cepTudikauis cepii,
KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
06MexeHo
BiAgnoBigasibHicTIoO Pipma
"KpioreHcepsic",
YKpaiHa
146. | KUC/NIOTA Tabnetkun no 50 mr no MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/4362/01/01
HIKOTUHOB 50 TabneTtok y "TexHonor" - 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy peyenma
A KOHTeliHepi; no 1 - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKW MiKapCbKoro
KOHTeliHepy B naui 3 3ac06y 3 BHeCEHHAM iHhopMmaL,i WoAo 3a3HaYeHHs
KapTOHY OANHWLIb BUMIPIOBAHHSA y cucteMi Sl. TepMiH BBeAeHHS
3MiH NPOTAroM 6 MicALiB NicNa 3aTBepIKEHHS
147. | KNEBYTAM® | KOHUeHTparT 4/1s TOB Ykpaina KOHTPO/b SKOCTi, BUMYCK TypeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18613/01/01
pO34nHy A5 iHdys3il, "BOPBAPT cepiii: TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y peyenmom
250 mr/20 mn, no 20 C PAPMA" Monichapma Inak CaH. BMPOOHULTBI. 3amiHa ab0 BBeeHHS LOAATKOBOI AifbHUL
M B amnysi, no 10 Be Tik. A.C., TypeuunHa; BMPOGHMLTBA A4J15 YACTUHM abo BCbOro BUPOGHNYOTO
amnyn y KapTOHHIl BMPOGHMLTBO npoLiecy rotToBOro Nikapcbkoro 3acoby (iHLUi 3MiHK) -
Kopobui Hepo3acoBaHo! npvBefeHHs iHpopmalii npo BupobHukis M3y
npoayKLii, NnepBnHHa Ta BIANOBIAHICTb A0 MaTepianiB peecTpaLiiniHoro AocbeE, SKi
BTOPVHHA yNakoBKa: nogasasiMcb Ha peecTpadito 13, a came 3a3HavyeHHs
Apoma Inak CaH. /114, BUpo6HMKa Apoma lnak CaH. NT4. CTi., TypeuunHa
Cri., TypeuumHa (BMPOBHMLTBO HEpPO3dhacoBaHOI NPOAYKLIl, NepBNHHA Ta
BTOpPUHHA yNakoBka) Ta oyHKLjin BUpo6Huka Monichapma
Ilnak CaH. Be Tik. A.C., TypeuuunHa, LU0 Bignosigae 3a
KOHTPO/b SKOCTi Ta BUMYCK cepili
148. | KOHUEHTPA | piguHa (cy6cTaHuis) y HEO KaHapa AT "Bioximchapm" Ipy3ia BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/15972/01/01
T CYMILLI hiakoHax CKNSHUX MPOBIO T™MNYy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
CNEUN®DIYH abo ByTIAX KEAP IHK. Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
nx noninponiieHoBUx Ans noceigueHHs1) 3mMiHa HaliMeHyBaHHS 3asiBHVKa (BnacHuKa
BAKTEPIO® thapmaLeBTU4HOro peecTpauiiHoro nNocBif4eHHs).
AriB 3acTocyBaHHA
(PATECTI)
149. | KOHUEHTPA | piguHa (cyb6eTaHuis) y HEO KaHaga AT "Bioximdhapm" Mpysis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | - UA/15973/01/01
T CYMILLI chiakoHax CKISHUX MPOBIO TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
CNEUN®DIYH abo byTnaAx KEAP IHK. Ta/abo agpecy 3asiBHMKA (B/lacHUKa peecTpaviliHoro
nx noninponisieHoBNxX ANs noceifyeHHs1) 3mMiHa HaliMeHyBaHHS 3asBHVKa (BlacHMKa
BAKTEPIO® thapmaLeBTUYHOro peecTpauiiHoro NocBigYeHHs).
ArIB (PAr10O) | 3acTtocyBaHHs
150. | KOPBANAWH | kpanni opasbHi; no 25 AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny rno 25 msn - UA/2553/01/01
® My chnakoHi; no 1 "®apmak” - 3MiHM 3 SIKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb 6e3
dhnakoHy B nauii; no [OMOMiXXHUX PEYOBWH - 3MiHa arperaTHoro craHy peyenma;
50 mn y donakoHi; no 1 [0NOMIDKHOT peyYOBMHM HaTpIto i30BasiepiaHT (cTabinizarop) no 50 m/1 —
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

ch1akoHy B navi

3 MopoLLKonoAibHoro Ha BogHuiA (10% BOAHWIA PO3UMH) i SIK
HacnigokK 3MIHIETLCA cnewundikais Ha oNOMKHY
PeYoBUHY

3a
peyenmom

151.

NAMIKOH®

Tabnetkn no 0,25 r, no
7 Tabnetok y 6nictepi;
no 2 6nictepu B nayLj

AT
"®papmak”

YkpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- MOAAHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI
€sponeiicbkii hapmakonei Ne R1-CEP 2007-279-Rev 01
ans gitoyoi peyoBmHu Terbinafine hydrochloride Big, Bxe
3aTBEPKEHOr0 BUPOGHUKA; 3MiHW | TUMY - NojaHHA
OHOBJ/IEHOrO cepTudikaTa BiANoBIAHOCTI €BpONENChbkili
chapmakonei Ne R1-CEP 2007-279-Rev 02 ons gjtovoi
peyoBuHu Terbinafine hydrochloride Big Bxe
3aTBEPLKEHOr0 BUPOOHMKA; 3MiHU | TNy - nogaHHA
OHOBJIEHOrO cepTudikaTa BiANoBIgHOCTI €BpoNechbkili
thapmakonei Ne R1-CEP 2007-279-Rev 03 ans gjtouoi
peyosuHun Terbinafine hydrochloride Big Bxe
3aTBEPAKEHOro BUPOGHUKA, K HACNif0K 3MiHa Ha3BK Ta
agpecu snacHuka CEP; 3anponoHosaHo: QILU
ANTIBIOTICS (LINYI) PHARMACEUTICAL CO. LTD.
North of Huayuan Road (W) Linyi County China-251 500
Dezhou City, Shandong Province; 3miHu | Tuny - nogaHHs
OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI €BpONeNnCchbkili
chapmakonei Ne R1-CEP 2007-279-Rev 04 nns gjto4oi
peyoBuHu Terbinafine hydrochloride Big Bxe
3aTBEPKEHOr0 BUPOOHYMKA, K HACAIA0K 3MiHa agpecu
BnacHuka CEP Ta BUPO6HUYOI AiNsSHKY; 3anponoHOBaHO:
QILU ANTIBIOTICS (LINYI) PHARMACEUTICAL CO.
LTD. No. 29 Huayuan Street, Linyi County, China-251 500,
Dezhou City, Shandong Province; 3miHu | Tuny - nogaHHs
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponechbkili
dhapmakonei Ne R1-CEP 2007-279-Rev 05 gns gjtovoi
peyoBuHu Terbinafine hydrochloride Big Bxe
3aTBEPAKEHOrO BUPOOHMKA, SIK HACNIA0K 3MiHa HAa3BM
BnacHuka CEP Ta BUPOGHUYOI AiNSHKW; 3anpOnOHOBaHO:
SHANDONG ANHONG PHARMACEUTICAL CO., LTD.,
China; 3miHu | TUNY - 3MiHK 3 iKocTi. A®I. KoHTponb AdI -
3MiHM Yy cneumdikavii Ta meTogax koHTposnto A®l, a cave
BU/TYYEHO MOKa3HUK «PO3UYNHHICTb»

3a
peyenmom

UA/2714/01/01

152.

NAMIKTAO™

Tabnetku no 25 mr; no
10 TabneTok y
6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

nakcoCmit
Knsiin
Exkcnopt
NimiTen

Benvka
BpuTtaHis

nakcoCmiTKnsiiH
dapmacbioTrkan3 C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | TUny
- 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 a60 3MiHM A0 y3arasibHeHUX AaHux Npo
cuctemy hapmakoHarnsay (BBeAeHHs y3araibHeHux
JaHnX npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHVIKa AN 34iiCHEHHS chapmakoHarnsgy B Ykpaii,
SIKLLO BOHA BiAMiHHA Bifi yNOBHOBaXKEHOI 0cobu,

3a
peyenmom

UA/0452/02/01




Hasga

dopma sunycky

3asiBHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

153.

NAMIKTAO™

Tabnetkn no 50 mr; no

InakcoCmit

BiANOBIAA/IbHOI 32 34iiCHEeHHA ddapmakoHarnsagy
(BK/TKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEeHHI
macTep-chaiina cuctemun chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3a8BHWKa, BiANOBiga/IbHOT 3a
thapmakoHarnsag;:

MponoHoBaHa peaakuis — [p. MeHc-Ynbpix LUTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHWX
YNOBHOB&XXEHOT 0cO6MU, BiANOBiAaIbHOI 3a
hapmakoHarnsg. 3MiHa HoMepy Ta MiCLe3HaxXOAKEHHS
macTep-aiina

nocsi0o4YeHHs

154.

NAMIKTA™

10 TabneTok y
6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

Tabnetkn no 100 wr;

KnsinH
Exkcnopt
NimiTeq

InakcoCmit

Benvka
BpuTtaHis

Benvka

nakcoCmiTKnsiiH
dapmacbioTkan3 C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- 3MiHM WoAo 6e3nekn/eheKkTBHOCTI Ta thapmakoHarnagy.
BeeieHHs1 a60 3MiHW A0 y3arasibHEHUX AaHuxX Npo
cuctemy chapmakoHarnsgy (BBeAeHHs y3araibHeHux
[JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a
hapmakoHarnag:

MponoHoBaHa pepakyis — Ap. MeHc-Ybpix LTermaHH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/ILHOI 3a
hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLe3HaxX0AKeHHS
macTep-gaiina

3a
peyenmom

UA/0452/02/02

no 10 Tabnetok y
6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopoobui

KnsaiiH
Excnopt
Nimiteq

BpuTaHis

nakcoCmiTKnsaiiH
PapmacbioTukani C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3nekn/eheKTNBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 ab0 3MiHM 0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/IbLHOI 32 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT 0cobu 3 chapmakoHarnagy
3asBHUKa 419 3AiiCHeHHA hapmakoHarnagy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag;:

MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LLUTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHWX

YNOBHOBaXEHOT 0CO6M, BiANOBiAa/IbHOI 3a

3a
peyernmom

UA/0452/02/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLe3HaX0MKEHHS
macTep-gaiina
155. | IEBOMEKO/ | ma3sb no 40 r y Ty6i; no MAT Ykpaina MAT "Ximthapm3asog, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/8436/01/01
b 1 Ty6i B mauui 3 "Ximcpapmsa "UYepBoHa 3ipka" - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy. peyenma
KapTOHY BOA, BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
"YepBoHa cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
3ipka" [JaHnx npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0C06Y, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobum 3 chapmakoHarnagy
3as9BHUKa 415 34iICHEHHSA hbapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapmakoHarnsgy
156. | NEBO®JIOKC | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUny 3a UA/11208/01/01
ALVH 060/10HKO10, Mo 250 "TexHonor" - BBEJEHHS 404aTKOBMX PO3MipiB cepii roToBOro peyenmom
mr, no 10 TabneTok y nikapcbKkoro 3acoby. 3anponoHoBaHo: Po3mip cepii: -
6nictepi; no 1 Tabnetku no 250 mr: 29,61 kr: Big 87 600 TabneTok Ao 94
6nicTepy B nauui i3 000 TabneTok (Big 8 760 o 9 400 ynakosok) 119,70 kr: Big
KapToHy 342 000 Tabnetok Ao 380 000 TabneTtok (Big 34 200 o 38
000 ynakoBok) - TabneTkn no 500 mr: 119,07 kr: Big 168
000 TabneTok go 194 000 Tabnetok (Big 16 800 go 19 400
ynakoBok) 239,40 «r: Big 342 000 Tabnetok [o 380 000
Tabnetok (Big 34 200 oo 38 000 ynakoBOK)
157. | NEBO®JIOKC | TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/11208/01/02
ALUVH 060n0HkKot0, No 500 Mr "TexHonor" - BBEJleHHs 404aTKOBMX PO3MIpiB cepii roToBoro peyenmom
no 10 TabneTok y nikapcbKoro 3acoby. 3anponoHosaHo: Po3mip cepii: -
6nictepi; mo 1 Tabnetkn no 250 mr: 29,61 kr: Big 87 600 TabneTok Ao 94
6nicTepy B naui i3 000 TabneTok (Big 8 760 o 9 400 ynakoBok) 119,70 kr: Big
KapToHy 342 000 TabneTok o 380 000 TabneTok (Big 34 200 o 38
000 ynakoBok) - TabneTkn no 500 mr: 119,07 kr: Big 168
000 Tabnetok fo 194 000 TabneTok (Big 16 800 go 19 400
ynakosok) 239,40 kr: Big 342 000 Tabnetok [jo 380 000
Tabnetok (Big 34 200 go 38 000 ynakoBOK)
158. | NEMKOBOPW | po3uuH ans iH'exjif, TOB «TeBa Ykpaina dapmaxemi b.B. HigepnaHnaun BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/5402/01/01
H-TEBA 10 mr/mn, no 5 mn a6o YKpaiHa» 3asiBHUKA (BNacCHWKa PeeCTpaLiiiHoOro nocBeig4yeHHs) (3rigHo peyenmom
no 10 mn, a6o no 20 Hakaly MO3 Big 23.07.2015 Ne 460). 3miHu | TUny - 3MiHu
mn, a6o no 30 mn, abo Loao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 50 mn y donakoHi, BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
no 1 dpnakoHy B cuctemy hapmakoHarnsgy (BBeAeHHs y3arasibHeHUx
KapTOHHI Kopoo6Li [aHunX npo cuctemy papmakoHarnsgy, 3amiHa




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3asBHUKa A9 3AiiCHeHHs hapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
macTep-aiina cuctemu papmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BifNoBigabHOI 3a
thapmakoHarnsg. fitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuis: BuctpoBa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXXEHOT 0CO6Y 3aABHNKA,
BiAANOBIAa/IbHOI 3a (hapmakoHarnsg.
159. | MATHE-B6® TabneTku, BKpUTI TOB YkpaiHa CaHodpi BiHTpon ®paHuia/ BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/5476/02/01
060/10HKO0; Ne 50 "CaHodi- IHoacTpia, PpaHuis; YropwuHa - 3MiHK 3 IKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema peuyenma
(10x5): no 10 ABEHTIC XIHOIH 3aBog, KOHTelHep/3aKynoproBasibHWiA 3aci6. 3miHa po3mipy
Tabnetok y 6nictepi; YkpaiHa" dapmaleBTUYHUX Ta yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (3MiHa KislbKOCTi
no 5 6nictepis y XimiyHux MNpoaykTis oavHUUG (Hanpukiag TabneTok, aMmny TOLLO) B ynakoBLi:)
KapTOHHI/ Kopo6Li; Ne Mpaisit Ko. NTa,. - 3miHa nosa fiana3oHoM 3aTBepPAKEHNX PO3MIpIB
60 (20x3): no 20 Mignpuemctso 2 ynakoBku. BBeleHHs [04aTKOBOro BMAay nakyBaHHs: no 20
Tabnetok y 6nictepi; (nignpremcTBo TabneTok y 6nictepi, no 3 6nictepn y KapTOHHIlA kKopobui, 3
no 3 6nictepn y Bepewegpxas), BiANOBIAHUMY 3MiHaMVK A0 po3giny “Ynakoska”. 3MiHN
KapTOHHI kopo6Lyj; YropuHa BHECEHO B iHCTPYKLi0 4719 MEANYHOIO 3aCTOCYBaHHSA Y p.
Ne100 (20x5): no 20 "YnakoBka" 3 BigNoBiAH/MMN 3MiHAMM Y TEKCTi MapKyBaHHS
Tabnetok y 6nictepi; yMakoBKM MikapcbKoro 3acoby. BeeAeHHS 3MiH NpoTsarom 6-
no 5 6nicTepiB y TN MiCALIB NicNs 3aTBEPAXKEHHS.
KapTOHHI/ KOopooLi
160. | MATHE-B6® TabneTkun, BKpUTI TOB Ykpaina CaHodpi BiHTpon ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/5476/02/01
o6onoHkoto; Ne 50 "CaHoi- IHoacTpia, PpaHuis; YropwuHa - NOAAaHHs HOBOTO cepTudikaTa BignoBigHOCTI peyenma
(10x5): no 10 ABeHTIC XIHOIH 3aBog, €Bponeiicbkiii hapmakonei Ne RO-CEP 2013-165-Rev 01
Tabnetok y 6nictepi; YkpaiHa" dapmaueBTUYHUX Ta Ans gitoyoi peyosmHy Pyridoxine hydrochloride Big HoBoro
no 5 6nicTepiB y XimiyHux MNpoaykTis Brpo6HmKa JIANGXI TIANXIN PHARMACEUTICAL CO.,
KapTOHHI KopobLii; Ne MpaiisiT Ko. fiTg,. LTD., noaaTkoBo A0 3aTBEpAXEHOro BUpo6HMka DSM
60 (20x3): no 20 MignpuemcTao 2 Nutritional Products GmbH, Germany; 3MiHu | Tuny -
Tabnetok y 6nictepi; (nignpremcTBO noAaHHsa HOBOro cepTudikaTa BiANOBIAHOCTI EBpONechbkili
no 3 6nictepu y Bepeluenpxas), thapmakonei Ne RO-CEP 2017-027-Rev 00 ans gjtouoi
KapTOHHI Kopo6Lyj; YropLmHa peyosunHM Pyridoxine hydrochloride Big HoBOro BMpo6HuKa
Ne100 (20x5): no 20 DSM Vitamin (Shanghai) Ltd., Kutaii
TabneTtok y 6nictepi;
no 5 6nictepis y
KapPTOHHI KOpoOLyi
161. | MATHE-B6® TabneTkun, BKPUTI TOB Ykpaina CaHodpi BiHTpon ®paHuia/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3miHu |1 6e3 UA/5476/02/01
060/10HKOH0; Ne 50 "CaHoi- IHgacTpia, ®paHuis; YropwmHa TMNY - 3MiHK 3 IKOCTi. A®| - OHOBNIEHHA MalicTep-thaina peuyenma
(10x5): no 10 ABeHTIC XIHOIH 3aBog Ha A®| MarHito nakTaty aurigpaty Big Bupo6Huka Moehs
TabneTtok y 6nictepi; YkpaiHa" dapmaLeBTUYHNX Ta S.L., IcnaHis

no 5 6nictepis y
KapTOHHIA KopobLii; Ne
60 (20x3): no 20
TabneTok y brictepi;

XimiyHux MNpogykTiB
MpaiiBiT Ko. NTa,.
Mignpuemctso 2

(mignpremcTBo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 3 6nictepu y Bepeliegpxas),
KapTOHHI KopobLyj; YropwmHa
Ne100 (20x5): no 20
Tabnetok y 6nictepi;
no 5 6nicTepiB y
KapTOHHI KOpo6Li
162. | MATHE-B6® TabneTku, BKpUTI TOB YkpaiHa CaHodpi BiHTpon ®paHuia/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/5476/02/01
060/10HKO0; Ne 50 "CaHodi- IHoacTpia, PpaHuis; YropwuHa - 3MiHM 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy peuyenma
(10x5): no 10 ABEHTIC XIHOIH 3aBog, NOBTOPHMX BUNPO6YyBaHb/nepiogy 36epiraHHs abo ymMoB
Tabnetok y 6nictepi; YkpaiHa" dapmaleBTUYHUX Ta 36epiraHHa A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE
no 5 6nictepis y XimiyHux MNpoaykTis cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakoner,
KapTOHHI Kopo6Li; Ne Mpaisit Ko. NTa,. LLIO BK/THOYAE Nepios NOBTOPHOro BUNpobyBaHHS) (nepios
60 (20x3): no 20 Mignpuemctso 2 NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
Tabnetok y 6nictepi; (nignpremcTBo 36inbLUeHHs abo BBeAEHHS nepioy NOBTOPHOroO
no 3 6nictepn y Bepewegpxas), BMNpo6yBaHHA/Nepiody 36epiraHHA Ha OCHOBI pe3ynbTaTiB
KapTOHHI kopo6Lyj; YropuHa [OCNigpKeHb y peanbHOMY Yaci - BBeAEeHHS nepioay
Ne100 (20x5): no 20 NOBTOPHOIO BUNPOBYBaHHA A1 40401 PevyOoBUHU
Tabnetok y 6nictepi; nipuAoKCKAY rigpoxnopugy 24 micaui (Big BupobHuka DSM
no 5 6nicTepiB y Vitamin (Shanghai) Ltd, Kutai)
KapTOHHIlA KOpooLi
163. | MAKCIBPEH Tabnetku no 250 mr PYMN Pecny6nik Pecny6nikaHcbke Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu 11 6e3 UA/18113/01/01
no 10 Tabnetok y "Benmepanpe a YHiTapHe BMpO6HUYe Binopycb TMNY - 3MiHW 3 AKOCTi. A®l. BupobHMLTBO. 3MiHA peyenma
6nicTepi; no 1 a6o 2, napatu" Binopycb nigNpPUeEMCTBO BMPOGHMWKA BUXiAHOr0/NPOMIKHOTO NPOAYKTYy/peareHTy, Lo
ab6o 5 6nicTepiB pasom "Benmegnpenapatn” BMKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci A®I, abo
Y KapTOHHIi nauui 3MiHa BUPO6HMKa (BK/IOYatoum, e HeobXigHo, micue
NnpoBeAeHHA KOHTPOS0 AKoCTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBponeiickbkiii papmakonei y
3aTBEPMAKEHOMY [0CbE)(BBEAEHHS HOBOro BUPOOHMKa AD|
3 HaAaHHAM MacTep-haiina Ha Adl) - BBeAEHHSA
[0[aTKoBOro BUpobHuka A®l — ToBapncTBO 3 06MEXEHO
BignosigasnbHicTio "GPAPMXIM", YkpaiHa
164. | MAKCITPAH PO34UH A5 iH'EKLLN, TOB HB® Ykpaina TOB HB® "MIKPOXIM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/18255/02/01
® 100 mr/mn no 5 mn B "MIKPOXIM" - 3MiHM Wopo 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsay peyenmom
amnysnax, no 5 amnyn - 3MiHW BHECEHI B TEKCT MapKyBaHHS ynakoBok /13 (y n. 3
y KaceTi y nauuj 3 Mepenik 4ONOMDKHUX peqyoBMH 3a3HavyeHo dipasy
KapToHy abo rno 5 mn B "flonomixxHa pevosuHa" y n. 4. IIKAPCbKA ®OPMA TA
amnynax, no 5 amnyn KINbKICTb OgVHWLb B YMAKOBLLI 3a3HaveHo 100
y KkaceTi, no 2 kacetu y mr/mn (mg/ml). BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
nauuj 3 KapToHy nicns 3aTBepkeHHs
165. | MAHIT pO34MH A5 iHdy3ii MpuBaTHe YkpaiHa MprBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4535/01/01
15 %, no 100 mn, 200 akuioHepHe TOBapucTBo "IHdy3ia" -y 3B’AA3Ky 3 3aCTOCYBaHHSAM HOBUX TWNiB KOBNAYKiB peyenmom
M1, 400 MmNy NAsWKax | TOBapuCTBO aIIOMIHIEBMX 3 N1ACTUKOBOK HAKMNaAKOo BXe
"Indpysia” 3aTBEPAXEHUX BUPOBHVIKIB BUHMK/IA HEOOXIAHICTb
BHeCeHHs 3MiH y CrieuudikaLito BXigHOro KOHTPO/I0
KoBnaykis antomiHiesnx CBC Ne M 005/10 «Kosnayku
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
aIIOMIHIEBI»
166. | METPOHIAA3 | TabneTku no 250 mr, AT Ykpaina AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 3a UA/6538/01/01
on no 10 TabneTok y "Jly6Hndhap - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsgy peyenmom
6nictepax; no 10 M - TEKCT MapKyBaHHS ynakoBKMW Nikapcbkoro 3acoby (n.17
Tabnetok y 6nictepi; IHLLE) aonoBHeHO iHhopMaLielo WoA0 HaHeCEHHS
no 2 6nictepm y nauui rpadiyHnX XxobpaxkeHb Ta iHLIOT TEXHIYHOI iHchopmai.
3 KapToHY BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
167. | MET®POIrAMA | TabneTku, BKpUTI Bbopsar HimeuunH | [pareHodhapm AnoTtekep HimeuunmHa | BHECEHHs 3MiH 40 peecTpaviiHux MaTepiasnis: 3MiHu | Tuny 3a UA/5247/01/03
® 850 NNiBKOBOO Papma a Mown MeX - 3MiHM Woao 6e3nekn/edhekTBHOCTI Ta chapmakoHarnsagy peyenmom
060/10HKO10, M0 850 Mr 'm6X i Ko. - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
no 10 TabneTok y K 3ac06y 3 BHeCEHHAM iHhopMmaL,i WoAo 3a3HaYeHHs
6nicTepi; no 3 abo no OAVHWLb BUMIPIOBaHHSA y cucteMi Sl. 3amiHa po3giny
12 6nictepiB y «["pachiuHe ohopMIEHHS YNAKOBKW» Ha PO3fin
KapTOHHI KopoobLi «MapkyBaHHs» MKA /13. 3anponoHosBaHo: 3MiHK
BHOCSITbCA 10 METO/iB KOHTPOJII0 SKOCTi /liKapCbKOro
3acoby, po3gin «MapkyBaHHs». MapkyBaHHS. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. [logaBaHHA OAUHULIb
Cl B 3aTBEPKEHNI TEKCT MapKyBaHHS
168. | MINAPOHAT PO3YMH ANA iH'EKLN, AT Nartsis AT "IpiHgekc", Natsis Nartsisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/3419/01/01
® 0,5r/5mn, no5mnB "I'piHAekc" (BUPOGHWK, SIKWI CnoBayumHa - 3MiHM 3 AKOCTI. [O0TOBUIA NiKapCbKMii 3aci6. 3MiHN y peyenmom
amnyni; no 5 amnyn y Bignosigae 3a BUNyck BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLITBA FOTOBOrO
KOHTYPHIn YapyHKOBIlA cepii, BK/IOYaoum NiKapCbKOro 3acoby, BK/IHOYA0UM NPOMiIXHWIA NPOAYKT, L0
ynakoBui (niggoHi); no KOHTPO/b 3aCTOCOBYETLCA MPU BUPOGHULTBI TOTOBOrO NiKapCbKoro
2 abo 4 KOHTYpHi cepii/BnnpobyBaHHs); 3aco0y (He3HayHa 3MiHa y npoLeci BUpo6bHULTBA) -
YapyHKOBI YNakoBKM XBM ®apma c.p.o., BHECEHHS HE3HAYHWX 3MiH Y npoLec BUPOoOHULTBA,
(niggoHn) B navui 3 CnoBauuuvHa (BCi cTagji 30Kpema: BBeAEHHS fogartkoBal MiHii HAMOBHEHHS TUNy
KapToHY BMPOGHMYOro npoLecy, RABS pns Bupo6Huka rotosoro npoaykty X6M ®dapma
KpiM BUMYCKY cepii) c.p.o., CnosayunHa
169. | MINIKConN PO34MH A5 iH EKLi, 3AT JNiutoBcbka XENMN C.A. pevis BHECEHHS 3MiH 0 peecTpavljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15309/01/01
15 mr/1,5 mn; no 1,5 "®apmnira” Pecny6nik - 3MiHM 3 sIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTpob peyenmom
M B amnynax; no 5 a rOTOBOrO J1iKapCbKOro 3aco0y - OHOB/IEHHS BXe
ammnys B KApTOHHI 3aTBEPMAKEHNX METOAiB KOHTPOo AkocTi /13, a came
nauui BUKNAAEHHS TEKCTY AEPXKaBHOK MOBOLO 3rifHO CyYacHUX
BUMOT
170. | MIO3UM MOPOLLIOK ANt [xeHzalim HigepnaH [xeHsaiim IpnaHg Ipnangis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny 3a UA/11618/01/01
npuroTyBaHHsA Opon B.B. o NimiTes, lpnaHais Benbris - BNPOBaXeHHSA poboyoro ctaHAapTy Ta peyenmom
KOHLEeHTpaTy Ans (HanoBHeHHS hnakoHiB albTEePHATUBHOIO BUKOPUCTaHHA Pobo4yoro ctaHgapTHOro
pO34nHy ANns iHdysil Ta BUPOBHNLTBO 3paska ans sunpobyeaHb A®I Ta [N13; 3miHu | TRy -
no 50 mr; 1 donakoH 3 KIHLLeBOro NPOAYKTY, BBE/leHHs [04aTKOBOro nocravasibHuka rNonokcamepy 188
NMOPOLLKOM Y MapKyBaHHsA Ta (Mepk HB) ans npouecy KynbTUBYBaHHS KNITUH
KapPTOHHIM nauuj nakyBaHHs, KOHTPO/1b aNrNoKo3naasm anbda
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
akocTi M3, Bunyck
cepii); [xeH3aim
dnaHgepc 686a,
Benbris (BMpo6GHNULTBO
AC, npurotyBaHHs
po3uunHy /13 ansa
niodpinisadii)
171. | MI®EHAKC® Kancynu Teepai no TOB "TeBa Ykpaina AT dapmaueBTUUHUIA YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/11519/01/01
250 mr no 10 kancyn y YkpaiHa" 3aBog TEBA - 3MiHM BHECEHO [0 IHCTPYKLi 418 MeanyHOro peyenmom
6nicTepi, no 3 a6o 10 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ain “MobiyHi
6nictepiB y Kopobui peaxui™ BignoBigHO 40 OHOB/EHOT iHhopmaLii 3 6e3neku
Aito40T pevoBMHN. BBeAeHHS 3MiH NpoTArom 3-x MicsAuiB
nicnsa 3aTBepayKeHHs
172. | MOKCUDOK | TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUny 3a UA/17766/01/01
CALUVH 060/10HKO10, Mo 400 "TexHonor" - 3MiHM 3 AKOCTI. FOTOBUIA NiKapCbKMin 3aci6. 3MiHN y peyenmom

mr; no 5 a6o no 7, abo
no 10 TabneTtok y
6nictepi; no 1
6nicTepy B nauui 3
KapToHy

BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH
po3Mipy cepil) roToBOro AikapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB NOPIBHSAHO i3 3aTBEPAYKEHVM PO3MIPOM) -
BBE/leHHs1 J0AATKOBOro PO3Mipy cepii roToBOro
nikapcbkoro 3acoby. 3anponoHoBaHo: 35 kr (50 000
Tabnetok); 152,25 (217 500 TabneTok)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
173. | MONECKIH® kpem 0,1 %, no 15ry AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/7002/01/01
Ty6i; no 1 Ty6i y nayui "®apmak” - 3MiHM [0 cneundikauii Ta aHaniTMYHOT MeToanKN AdI peyenmom
3 KapTOHY MOMeTa30Hy hypoarty: - BUly4eHo po3ain «PO3UnHHICTb»;
- 3MiHV 40 METOAVKM BUNPOOYBaAHHSA 3a NOKa3HNKOM
«Mikpob6ionoriyHa yncToTa», a came BUTy4EHO Onuc
NpoBefeHHS METOAMKMN, OCKISIbKN METOAMKA KOHTPO/IIO 3a
[aHUM NOKa3HUKOM MPOBOAUTLCSA BiANOBIAHO 40 BUMOT
EP, nonosHeHo nocunaHHAM Ha AdY* (*- gitove BUAaHHA);
KpuTepii NPUIAHATHOCTI CTaHAapPTU30BaHi 3rigHo BUMOr EP;
3MiHM | TURY - nogaHHa HoBoro CEP Ne R1-CEP 2008-094-
Rev 03 ana APl momeTasoHy hypoarty Bif, 3aTBEpIKEHOro
BMpOoGHMKa Aurisco Pharmaceutical Co., Ltd., Kutali; 3miHu
| Tuny — nogaHHa Hosoro CEP Ne R1-CEP 2007-194-Rev
02 gns A®l momeTasoHy hypoarty Bif, 3aTBEPA)KEHOIO
BMpo6HMKa Symbiotec Pharmalab Private Limited, IHgjs.
[nsa Bupo6Hnka Symbiotec Pharmalab Private Limited,
HOPMYBaHHS 3aJ/INLLIKOBI Ki/IbKOCTI OpraHiyHUX PO3UYNHHWKIB
npusefeHo Ao sumor (CEP); 3miHu | Tuny - npuBefeHHs
cneumdikauii Ta aHaniTUYHI MmeTogukm A®l y BiANOBIAHICTb
[0 BUMOr moHorpadii EP 3a nokasHukamu
«laeHTudikauis», «CynposifHi AoMiLLKM» Ta «KinbkicHe
BM3HAYEHHS»; 3MiHU | TUNY - 3MiHW A0 po34iny «3a/MLLKOBI
KiNIbKOCTi OpraHiYHnX po34MHHKKIB» - 3aMiCTb Aito4oi
MEeTOANKMN BBOAMUTLCA HOBA YHithikoBaHa meToamka AT
«Papmak»

174. | MOJIECKIH® Ma3b 0,1 %, no 15ry AT Ykpaina AT "dapmax” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/7002/02/01
Ty6i; no 1 Ty6i y nauui "dapmak” - 3MiHM g0 cneuudikauii Ta aHaniTMYHOI meToaukn Ad| peyenmom
3 KapToHY MoOMeTa3oHy doypoaTy: - 3 po3giny "Onuc" Buay4eHo
XapaKkTepucTuKy TemnepaTypu nnasfeHHs, K 3acTapifioro
MOKa3HWUKA; - BUTYYEHO PO34ia «PO3UMHHICTb»; - 3MiHW A0
MeTOAVKN BUNPOOYBaHHSA 3a NOKa3HNKOM
«Mikpo6ionoriyHa YncToTa», a came BUTy4YEeHO Onuc
NpoBefEeHHS METOAMKMN, OCKISIbKN METOAMKA KOHTPO/IIO 3a
[aHUM NOKa3HUKOM MPOBOAUTLCA BiANOBIAHO 40 BUMOT
EP, nonoBHeHO nocunaHHAM Ha AdY* (*- gitove BUAaHHA);
KpuTepii NPUAHATHOCTI CTaHAapTU30BaHi 3rigHo BUMor EP;
3MiHM | TUNY - nogaHHa HoBoro CEP Ne R1-CEP 2008-094-
Rev 03 ana APl momeTasoHy hypoarty Bif, 3aTBEpIKEHOro
BMpo6HMKa Aurisco Pharmaceutical Co., Ltd., Kutaii; 3miHu
| TMny - nogaHHA HoBoro CEP Ne R1-CEP 2007-194-Rev
02 ans A®l momeTasoHy hypoarty Bif, 3aTBEPKEHOIO
BMpo6HMKa Symbiotec Pharmalab Private Limited, IHgjs.
[nsa Bupo6Hnka Symbiotec Pharmalab Private Limited,
HOPMYBaHHS 3a/IMLLIKOBI Ki/IbKOCTI OpraHiyHUX pO3UYMHHUKIB
npusefeHo Ao sumor (CEP); 3miHu | Tuny - npuBegeHHs
cneuudikauii Ta aHaniTUYHI MmeToauknm A®l y BIiANOBIAHICTb
00 BUMOr MmoHorpadii EP 3a nokasHukamu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

«laeHTudikauis», «CynpoBigHi AoMiLkn» Ta «KinbkicHe
BU3HAYEHHS»; 3MiHU | TUMY - 3MiHW 0 po3ainy «3a/ILLKOBI
KiNbKOCTi OpraHiyHnX pO34MHHMKIB» - 3aMiCTb Aitouol
METOAVKM BBOAUTLCS HOBA YHithikoBaHa meToamka AT
«PapmMak»

175.

MOJIECKIH®
C

masb o 15 ry Ty6i, no
1 Ty6i y nayui 3
KapToHY

AT
"®Gapmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM Ao cneuudikauii Ta aHaniTMYHOT MmeToaukn Ad|
MOMEeTa30Hy doypoarty: - 3 po3giny "Onuc" Buny4yeHo
XapaKkTepucTuky TemnepaTypu nnasfieHHs, sk 3acTapifioro
MOKa3HUKa; - BUTyYEHO PO34in «PO3UNHHICTEY; - 3MiHV A0
MeTOAVKN BUNPOOYBaHHSA 3@ NOKa3HNKOM
«MikpobiosioriyHa ynctoTa», a came BUly4EHO ONUC
NpoBefeHHA MEeTOANKU, OCKIIbKM METOAVKA KOHTPOSIIO 3a
[aHUM NOKa3HUKOM MPOBOAMUTLCS BiANOBIAHO 4,0 BUMOT
EP, gonoBHeHo nocunaHHaM Ha OPY* (*- gitoye BUAAHHS);
KpuUTepii NPUIAHATHOCTI CTaHAAPTU30BaHi 3rigHo BUMor EP;
3MiHu | TUNYy - nogaHHsA HoBoro CEP Ne R1-CEP 2008-094-
Rev 03 ana APl momeTasoHy hypoarty Big, 3aTBEpPAKEHOr0
BMpo6HMKa Aurisco Pharmaceutical Co., Ltd., Kutaii; 3miHu
| TNy - nogaHHA Hosoro CEP Ne R1-CEP 2007-194-Rev
02 gns A®l momeTasoHy oypoarty Bif 3aTBEPAKEHOTO
BMpo6HMKa Symbiotec Pharmalab Private Limited, IHgjs.
[ns BupobHuka Symbiotec Pharmalab Private Limited,
HOPMYBaHHS 3a/IMLLKOBI Ki/TIbKOCTi OpraHiuHMX PO3YNMHHMKIB
npusegeHo Ao Bumor (CEP); 3miHu | Tuny - nprBegeHHs
cneuungikauii Ta aHaniTMuHi Metoamkm A®I y BignoBigHICTb
0,0 BUMOr moHorpadii EP 3a nokasHukamu
«laeHTudikauis», «CynpoBigHi AoMiLkn» Ta «KinbkicHe
BU3HAYEHHS»; 3MiHU | TUMY - 3MiHW A0 po3ainy «3asnLLKOBI
KiNbKOCTi OpraHiyHnX PO34MHHMKIB» - 3aMiCTb Aito4ol
METOAVKMN BBOAUTLCS HOBA YHichikoBaHa meToamka AT
«PapmMak»

3a
peyermom

UA/13153/01/01

176.

MOMEAEPM
®

Masb, 1 mr/r; no 151y
Ty6i; no 1 Ty6i B
KapTOHHIlA KopooLi

TOB "bayw
Xenc"

Ykpaina

dapmsasog Enbcha A.T.

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy
- 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEAUYHOTO
3acTOCyBaHHS MikapcbKoro 3acoby A0 po3ainy
"Oco6MBOCTi 3aCTOCYBaHHS" BifMoBiAHO 4O OHOB/EHOI
iHbopmaLii 3 6e3nekn 3acTocyBaHHS AOMNOMDKHMX
peyoBUH. TepMiH BBEAEHHSA 3MiH NPOTAroM 6 MicsALiB nicns
3aTBepMKeHHs

3a
peyernmom

UA/10968/01/01

177.

MOMENA
KPEM

kpem 0,1 %, no 5 r abo
15 r B Ty6i; o 1 Ty6i y
KapTOHHIA ynakoBL,i

neHmapk
dapmacboT
nkans Jita,.

IHais

FneHmapk
dapmacbroTvkans f11a.,
IHAis;
FneHmapk
dapmacboTrKan3
JNimiTeq, IHais

IHAis

BHECEHHS 3MiH 10 peecTpavLiiiHux maTepianis: 3MiHun | TUNY
- AOMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BM NikapCbKOro 3acoby
- 3MiHW BHeCeHiI Woao Ha3su J13. 3artsepokeHo: MOMAT
KPEM (MOMATE CREAM) 3anponoHosaHo: MOMEW[,
KPEM (MOMADE CREAM) BBeA€eHHs1 3MiH MPOTAroM 6-Tu
MicsLIB MicNs 3aTBEPAKEHHS

3a
peuyenmom

UA/7827/01/01

178.

MOMENA

Ma3b 0,1 %, no 5 r abo

"neHmapk

IHais

neHmapk

IHAis

BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3MmiHu | Tuny

3a

UA/7827/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MA3b 15ryTy6i; no 1 Ty6iy | PapmacbioT dapmacboTvkans 11a., - AgMiHICTpaTuBHI 3MiHW. 3MiHa Ha3BW iKapcbKoro 3acoby | peyenmom
KapTOHHIA ynakoBLi nkans frg,. IHAis; - 3MiHM BHeCeHi Woao Ha3su J13. 3atBepakeHo: MOMAT
FneHmapk MA3b (MOMATE OINTMENT) 3anponoHoBaHo:
dapmacbloTkans MOMEW[ MA3b (MOMADE OINTMENT) BBeaeHHs 3MiH
NimiTes, IHAisA NpOTAroM 6-TM MicALiB Nic/a 3aTBePAKEHHS
179. | HANBY®IH PO3YNH A5 iH'EKLIN, AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/14321/01/01
10 mr/mn no 1 mn abo "®apmak” - AgMiHICTpaTuBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby | peyenmom
2 mn B amnyni; no 5 - 3MiHM BHeceHi Wwopao Ha3su J13. 3aTBepaxeHo: HAJIBYK
amnyn y nayui; no 1 (NALBUK) 3anponoHosaHo: HAIBY®IH (NALBUPHINE)
M abo 2 ma B amnyni; BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
no 5 amnyn y 6nictepi; 3aTBEPKEHHA
no 1 6nictepy B nauui;
no 1 mn y wnpuuj; no
1 Wwnpwuy 3 ronkot y
6nictepi; no 1 a6o 2
6nicTepn y nayuj; no 1
MY Wwnpuyi; no 1
LUMPULY B OfHOMY
6nicTepi Ta no 1 ronui
B IHWOMY 6nicTepi y
KomnsekTi; no 1 abo
no 2 KOMNEKTU Y
naJui; no 1 mny
wnpuui; no 1 wnpuuy
3 rosikoto y Tybyci; no
1 a6o 10 Ty6yciB y
nauuj
180. | HATPIO pO34uH A8 iHgysili, 9 LIAKO ITanis OIAKO ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/17767/01/01
xnoeupg mr/mn, no 100 mn, abo BIO®APMA BIO®APMAYEYTIUI - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay peyenmom
no 250 mn a6o no 500 YEYTIUI C.p.n. - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW likapCbKOro
MJ1Y CKISAHUX C.p.n. 3ac00y 3 BHECEHHAM iHhopMaL,ii LWoA0 3a3HaYEeHHS
nAsLKax OfMHULIb BUMIPIOBaHHS y cucteMi Sl. BBeeHHsA 3MiH
npoTArom 6 micsALiB nicns 3aTBepAXKeHHS
181. | HAT®NY Kancynu teepai no 30 HaTko IHais Hatko ®apma Jlimiteq IHais BHECEHHS 3MiH 0 peecTpayiiiHux matepianis:3MiHu | Tuny 3a UA/18753/01/01
mr; no 10 kancyn y Papma - 3MiHM Wwoa0 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy peyenmom
6nictepi; mo 1 NimiTeq (iHWi 3MiHM) 3MiHVM BHECEHI B TEKCT MapKyBaHHs
6nicTepy B KapTOHHiIl nikapcbkoro 3acoby, a came B MyHKT 17. IHLLUE gonoBHEHO
KopooLi iHchopmawito, L0 NiKapcbkunii 3aci6 € MPOTMBIPYCHUM.
BBegeHHSs 3MiH NPOTAroM 6-Tu MicALiB nic/is
3aTBEPAKEHHS.
182. | HAT®NY Kancynu Teepgi no 45 HaTko IHAiA Hatko ®apma Nimites, IHgis BHECEHHS 3MiH JO peecTpaLiiiHix matepianis:3MiHn | Tuny 3a UA/18753/01/02
mr; no 10 kancyn y dapma - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnisgy | peyenmom
6nictepi; no 1 NimiTen (iHWi 3MiHW) 3MiHW BHECEHI B TEKCT MapKyBaHHS

6nicTepy B KAPTOHHiIl
Kopobui

nikapcbkoro 3acoby, a came B MyHKT 17. IHLWE gonoBHeHO
iHchopmaw,ito, Lo Nikapcbkuid 3acib € MPOTUBIPYCHUM.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
183. | HAT®NY Kancynv TBepgi no 75 Hatko IHAis Hatko ®apma Jlimiteps, IHgis BHECEHHS 3MiH A0 peecTpaviiiHux matepianis:3miHu | Tvny 3a UA/18753/01/03
Mmr; no 10 kancyny dPapma - 3MiHM W0 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy peyenmom
6nicTepi; no 1 Nimiteq (iHLWi 3MiHW) 3MiHV BHECEHI B TEKCT MapKyBaHHs
6nicTepy B KapTOHHIl nikapcbkoro 3acoby, a came B MyHKT 17. IHLUE gonoBHeHO
KopooLi iHcbopMmaLito, Lo nikapcbkuii 3acié € NPOTUBIPYCHUM.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
184. | HEBIBAN Tabnetkn no 5 mr no AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/4979/01/01
10 TabneTok y "KNTBCBKIN BITAMIHHWIA 3ABOA" - 3MiHM 3 akocTi. A®I. CTabinbHicTb. 3MiHa nepiogy peyenmom
6nicTepi; no 2, 3 abo 8 i NOBTOPHMX BMNpOGYyBaHb/nepiogy 36epiraHHs abo yMoB
6nictepiB y nauui BITAMIHHU 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
V1 3ABOA" cepTtucbikaTa BiANOBIAHOCTI E€Bponelickkii hapmakonel,
LLIO BK/THOYAE Nepiof NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BMNPobyBaHHA/Nepios 36epiraHHs) -
36inbLueHHs abo BBEAEHHS nepiogy NOBTOPHOMO
BMNpoGyBaHHs/nepiody 36epiraHHsA Ha OCHOBI pe3ynbTaTiB
OOCNiKEHb Y peasibHOMY Yaci - 3MiHa 10 peecTpaviiiHoro
Aocbe Ha J13 Hebisan, cToCcyeTbCA NpUBEAEHHS «TepMiHy
npuaaTHOCTI» 3rigHO 3 MaTepiasiamu ipMu-BUPOBHMKa Ta
36inbLUeHHs «[lepiof NepekoHTponto» AP| Ha OCHOBI
pe3ynbTaTiB AOC/IKEHb B OBIOCTPOKOBMNX YMOBaX
36epiraHHs. [NponoHoBaHa pefakuis: Mepiog
NepPeKoHTPOI0. 4 PoKM
185. | HEBIBO/ON NOPOLLOK AT YkpaiHa LWaHxai LnHaek Kutaii BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny - UA/17743/01/01
Yy KpucTaniyHmi "KniBcbkuii PapmacboTikau - 3MmiHu 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
FAPOXNOPU | (cybeTaHuis) y BiTaMiHHWI (XaiimeH) Ko., 1L, NOBTOPHUX BUNPOoByBaHb/nepiogy 36epiraHHA abo ymoB
A nakeTax noABinHMX 3asof” 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
nosnieTuNeHoBux ans cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakoner,
hapMaLeBTUYHOIO LLIO BK/IHOYA€E nepios NOBTOPHOrO BMNPO6yBaHHs) (nepios
3aCTOCYyBaHHA NoBTOPHOro BUNpobyBaHHsA/Nepios 36epiraHHs) -
36inbLIeHHA abo BBeAEHHS Mepiogy NOBTOPHOMO
BMNPO6YBaHHs/Nepiony 36epiraHHsA Ha OCHOBI pe3ynbTartis
[ocnimKeHb y peasibHOMY 4aci - 3MiHa 3a po34i/ioM A0
MKSA 13 3 «TepMiHy npugaTHOCTI» Ha «[epiog
NepeKkoHTPONIo». 36iNbLUEHHS nepiogy nepekoHTposnto Ad|
Ha OCHOBI pe3ynbTaTiB AOC/ifKEHb B fOBFOCTPOKOBUX
ymoBax 36epiraHHs. [itoua pegakuis: TepmiH npuaaTHOCTI.
3 poku NponoHoBaHa peaakuis: Mepiog nepekoHTposto. 4
POk
186. | HEBIAO PO34MH ONA iH EKLi, Baiiep Al HimeuuunH Baiiep Al HimeuumHa | BHECEHHS 3MiH 0 peecTpayiiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/2629/01/01
250 mr/mnno 4 mny a - NoflaHHs1 OHOB/EHOrO cepTucpikaTa BiANOBIAHOCTI peyenmom
donakoHi; no 1 €sponeiickkiii hapmakonei Ne R1-CEP 2000-231-Rev 03
dhakoHy B KapTOHHIiA ana A®| Testosterone Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
nauuj BAYER AG y Hacnifiok 3miH B cneuudikaLii Ta MeToauuj
3a NoKa3HUKOM «KinbKiCHE BU3HAYEHHS»; BUSTYYEHHS TECTY
ona aomiwok D Ta F; 3MiHM B MeToAML 3@ MOKa3HUMKOM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

«CynpoBigHi AOMILLKM»

187.

HEWPOBIOH

PO34UH O151 iH'EKLLNA;
no 3 mn B amnyni; no 3
ammny/nn B KapTOHHIi
Kopobui

Mi eng Oxi
Xenc
xepmaHi
M6X

HimeyuunH
a

NOBHUIA LMK
BMPOGHMLTBA:
CEHEKCI HSC

®paHuin

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
AinbHUUI (BKAYaoum AinbHuui ansa A®l, npomixHoro
NpoAyKTY abo roToBOro NiKapcbKoro 3acoby, AinbHUL AN
NpoBefeHHs NaKyBaHHS, BUPOOHYVKa, BignoBigaNbHOMo 3a
BWMYCK Cepiid, MicLle NpoBeAEHHS KOHTPO/IO cepii) abo
nocTavasibHVKa BUXigHOro martepiany, peareHty abo
[O0MOMDKHOT PEYOBMHY (SKLLIO 3a3HAYEeHO Y AOCHE)
BunyyeHHss BUPOGHWYOT Ai/TbHML TOTOBOTO JliKapCbKOro
3acoby: Mepk Xenckea KlaA, HimeuunHa,
BiANOBIAA/IbHOrO 3a NOBHUIA LMK/ BUPOBGHMLTBA 3riHO
piLLEHHS KOMNaHii-BlacHWKa peecTpav,iliHoro NocBiAYeHHs.

3MiHN BHECEHO B IHCTPYKLiHO 415 MeANYHOro
3aCTOCyBaHHSA LLOAO HaliMeHyBaHHA Ta
MiCLLe3HaXOMKEHHS BUPOOHMKA 3 BiANOBIAHUMW 3MiHAMU Y
TEKCTi MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

3a
peyenmom

UA/5409/02/01

188.

HEMPOANKN
OBIT

Kancynu; no 10 kancyn
y 6nicTepi; no 3 abo
no 5 6nictepis B
KOpo6L,i 3 KapTOHY

TOB
«BAYL
XENC»

Ykpaina

r.J1. ®apma M'v6X,
ABCTpIS;
BUPOBHUK
BiANoBigaIbHUIA 3a
BUMYCK NPOAYKTY:
I.J1. ®apma MM6X,
ABCTpIs

AscTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
BUNPABNIEHHS TEXHIYHOI NOMW/IKMA B OHOBNEHUX MKSA, ski
3aTBepxeHi Hakaszom MO3 YkpaiHn Ne 2319 Big,
21.11.2019 (npouenypa - 3MiHn | TURYy - 3MiHKN 3 SKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudpikar signosigHocTi
€Bponeiicbkilt hapmakonei/MmoHorpadii. MogaHHA HOBOro
ab0 OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI a60
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns AONOMKHOT
peyoBuUHM (cepTuUdikaTt BiANOBIgHOCTI EBpONechbkili
hapmakonei) - OHOBAEHUIA cepTudiKaT Bif yxe
3aTBEPKEHOro BUPOGHUKA - MoMusIka BUHWKNIA B po3gini
"Cneundmkaums”, n. 4. UaeHTumkaLmsa Bcex akTuBHUX
NHrpeaneHToB (Metos BAXKX). Pepakuisi B OHOBNEHNX
MK#A: 3artBepmkeHo: OCHOBHbIe NMATHA Ha XpomaTorpamme
MCMbITYEMOrO pacTBopa [0/KHbl COOTBETCTBOBATbL MO
BPEMEHM yAepXaHusa 1 NpubNnsnTesIsHoOMy pasmepy
OCHOBHbIM NKaM Ha XpomartorpaMmme cTaHAapTHOro
pacTsopa. 3anponaHoBaHo:

OCHOBHbIE MUKW Ha XpoMaTtorpaMmmMe UCMbITyemMoro
pacTsopa [0/KHbl COOTBETCTBOBATL MO BPEMEHU
yAepX1uBaHus 1 NpubnM3NTENLHOMY pasmepy OCHOBHbLIM
nvKam Ha XxpomaTorpamme CTaHAapTHOro pactsopa.

3a
peyernmom

UA/5909/01/01

189.

HEOIreMO/AE
3

pO34MH ANs iHdy3ii
no 200 mn a6o no 400

MpuBartHe
akLjioHepHe

YKpaiHa

MprBaTHe akujioHepHe

TOBapUCTBO "lHdPy3is"

Ykpaina

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHU 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema

3a
peyenmom

UA/11070/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
My NAsLWKax TOBapuUCTBO KOHTeliHep/3akyrnopoBanbHWi 3aci6. 3MiHa 6yab-sKoi
"IHdpy3isa” YaCTUHW MaTepiany NepBUHHOT yNakoBKK, L0 HE KOHTaKTye
3 rOTOBMM liKapCbKM 3ac060M (Hanpuknag, Konip
KPWLLIEYOK 3 KOHTPO/IEM MEPLLOro BIAKPUTTA, KOMIp
KOOOBYX Kilelb Ha amnysax, KOHTelHepa [/ roNok (pisHi
BMAM NnactmacK) (3miHa, sika He BM/IMBae Ha KOpoTKy
XapaKTepUCTUKY NikapCbKoro 3acoby) - y 3B'A3Ky i3
3aCTOCYBaHHAM HOBUX TUMIB KOBMNAYKIB a/ItOMIHIEBMX 3
NAacTVKOBOK HaKNaAKOo BXe 3aTBEPMKEHNX BUPOOHNKIB
BMHMWK/IA HEOOXIAHICTb BHECEHHS 3MiH Y Cneuudikaiio
BXiHOro KOHTPO/IH0 KOBMaykiB antomiHieBux CBC Ne M
005/10 «KoBnaukn asTtoMiHIEBI»
190. | HEOTPU3O0/ | TabneTtku BariHasbHi; OpraHocvH IHAis EBepTomKeH Maiich IHgis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/10674/01/01
® no 4 Tabnetkn y Naiidp CaeHcus Jlimitep TMNy - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
CTpuni; No 2 cTpunm CaeHcu3 BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn giana3oH
pa3omM 3 an/likaTopom Met. NiTA. po3Mmipy cepii) roToBOro NMikapcbkoro 3acoby (3MeHLLEHHS
Y KapTOHHIli kopobLyi; 00 10 pasiB) - 3MEHLLEHHS PO3Mipy cepii roTOBOro
no 8 TabneTok y nikapcbKoro 3acoby. 3arsepgxeHo: 600 000 TabneTok.
6nicTepi; no 1 3anponoHoBaHo: 600 000 TabneTok; 225 000 TabneTok
6nictepy pa3om 3
annikatopom y
KapPTOHHIi KOpooLii
191. | HEO®NA3IA ryCTWIA eKCTpaKT ToBapucTso Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy - UA/16520/01/01
(cybeTaHuis) y 3 06MeXeHOo - BBEJEeHHA AoaaTkoBux po3mipis cepiii A®| Heodhnasiga,
E€MHOCTSIX 3 06MeXeHo BiANoBiga/IbHICTIO rycTuii ekcTpakT (cybcTaHuis) 35,0+8,0 kr Ta 53,0 kr+10,0
HepXasitouoi cTani BignoBiganb "HaykoBo-BMpo6HUYa K;
abo kaHicTpax HICTIO KomnaHis "Exkochapm" 3anponoHoBaHo: p.3.2.S.2.2. TeopeTnyHuii po3mip cepiii
naacTMacoBux ons "HaykoBo- 12,6 + 4,2 kr, 18,5 £ 4,0 kr, 35,0+8,0 kr, 53,0 kr£10,0 kr
hapMaLeBTUYHOIO BMpO6HMYa
3acToCyBaHHSA KOMnNaHis
"Ekochapm”
192. | HEPBUNMEK | po3uuH ans iH'ekuiin no MpusaTHe Ykpaina MpuBaTHe aKuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHM | TUNY 3a UA/10373/01/01
C-H 2 Mn B amnyni; no 5 akuioHepHe TOBapuCTBO "J1ekxiM- - MOJAHHS OHOBNEHOTO cepTuQlikaTy BignoBigHoCcTI E® R1- | peyenmom
a6o 100 amnyn y TOBapuCTBO Xapkis" CEP 1998-140-Rev 04, y 3B’A3Ky 3i 3MiHOI0 Ha3Bun
nauuj; no 2 mn B "Nekxim" 3aTBEPAKEHOr0 BUPO6GHMKa AD| BiTamiH B12 kpucTaniuHuii
amnyni; no 5 amnyn B H (uiaHoko6anamiH) Ha Sanofi Chimie, France. BHeceHHs
oaHo6iYHOMY 6riicTepi; 3MiH g0 po3giny MKA N3: «Cknag» MponoHoBaHa
no 1 6nictepy B nayi pegakuis: [iroyi peqoBuHK: LiaHokobanamiH (y
nepepaxyBaHHi Ha 100 % pevoBuHy) — 1 mr SANOFI
CHIMIE, France. 3miHV BHeCeHi B iIHCTPYKLito Ans
MeAnyHOro 3actocyBaHHA 13 y p. "Cknag” (aitoui
peyoBUHM) 3 BIAMOBIAHMMN 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBOK; 3MiHUM | TUNY - NpuBeAeHHs crieundikawi
MeTogiB KOHTpono A®| fo Bumor moHorpadii €P, Ta sk
HacnigokK BiAMOBIAHI 3MiHW 3a MOKa3HMKaMM:
«lpeHTudpikauis», «CynposigHi AOMILWKW». BBeAeHHS 3MiH
nNpoTArom 3-x MicALIB MiC/IA 3aTBEPKEHHS; CYMyTHA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3MmiHa: 3miHu 3 AkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3 HEOOXIAHICTO
npuBeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLWOI HaLioHa/IbHOI
hapmakonei gepxasu €C (iHwi 3miHn)(B.111.2. (x),1A),
MprBeaeHHs MeToAIB KOHTPOO Ta Ha3Bn A®| fo BuMOr
MoHorpadii €®, Ta K HacniJoK BigNOBIAHI 3MiHU 3a
nokasHukamu: «lgeHtudikanis», «CynpoBsigHi fOMILLKM»,
«BTpaTa B mMaci npu BMCYyLLyBaHHi», «KinbkicHe
BU3HAYEHHS». BBEAEHHS 3MiH NpOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS
193. | HICNA3M TabneTku, BKpUTI CYH-®APM Monbwa Mi6e MmM6X HimeuumHa | BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/15658/01/01
DOPTE® nNiBKOBOIO Cn. 30.0. ApuHalimiTTens - BHECEHHS HE3HAYHMX 3MiH Y 3aKpuTiii YyacTuHi ASMF, wo peyenma
060/10HKOI0, NO 80 Mr BK/ItOYAE: -36i/bLUEHHSA PO3Mipy NapTii aKTMBHOI PEYOBUHY
no 10 Tabnetok y (mo 400kr) Ta KiNbKOCTI BigMOBIAHVX BUXiAHWX PEYOBUH; -
6nictepi; no 2 MoZAepHi3aLisi BUpO6HMYOro 06nafHaHHA 3 METO
6nicTepy B KAPTOHHIi niABULLEHHSA ePeKTUBHOCTI NPOLLeCY BUPOGHMLITBA AjiloyOoT
Kopobui PEeYOBMHM Ta OTPMMAaHOI B pe3ynbTaTi Liboro onTuMi3awii
[esKx napameTpiB BUPOGHUYOro npouecy (Temnepatypu
OTPMMaHHA ANCTUAATY Ha cTagii 3 npouecy Ta napameTpis
CYLUiHHA) -f0AaBaHHA [OAATKOBOI CTaAjl OUMLLEHHS ANs
noninLweHHa NPoiNo AOMILLIOK aKTUBHOrIO iHrpigieHTa Ta,
AK HACNiOK, BHECEHHS HE3HAYHMX 3MiH Ao p.3.2.S.2.1
Brpo6Huku; p.3.2.S.6 Cuctema
KOHTeliHep/3aKkynoptoBasibHuiA 3aci6; p.3.2.S.7
CTabinbHicTb (40AaETLCA [OCNIMKEHHS CTABINBHOCTI ABOX
napTiii A®| HoBoro po3mipy); p.3.2.S.4.4 AHanisu cepiii;
BUNPAB/IEHHS CTPYKTYPHUX dhopmyn AdI
194. | HITPECAH® Tabnetku no 10 mr no MPO.MEA.LL Yecbka MPO.ME/.LIC lMNpara Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/13146/01/01
10 TabneTok y C Mparaa.c. | Pecny6nik a.c. Pecny6nika - 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsagy peyenmom
6nictepi; no 2 a6o 3, a - 3MiHW BHECEHI B TEKCT MapKyBaHHs NepBUHHOT Ta
abo 6 6nicTepiB y BTOPUHHOI ynakoBokK /13 LWoAo BUAyYeHHs iHdhopmawi
KapTOHHI KopoobLi 3aKiHYeHHs TepMiHy NPUAATHOCTI Ta BHECEHHS 3MiH 40 p.
"Homep cepii nikapcbkoro 3acoby". BBefeHHs 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPAXKEHHS
195. | HITPECAH® Tabnetku no 20 mr no MPO.MEA.LL Yecbka MPO.ME/A.LC lMpara Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/13146/01/02
10 TabneTok y C Mparaa.c. | Pecny6nik a.c. Pecnybnika | - 3MiHM Woa0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy peyernmom
6nicTepi; no 2 abo 3, a - 3MiHM BHECEHI B TEKCT MapKyBaHHsi NEPBUHHOT Ta
abo 6 6nicTepiB y BTOPWHHOI YNakoBOK J13 LWOA0 BUYyYeHHs iHpopmaLii
KapTOHHI KOpO6L 3aKiHYeHHA TepMiHy NPUAATHOCTI Ta BHECEHHS 3MiH [0 p.
"Homep cepii nikapcbkoro 3acoby”. BBeAeHHs 3MiH
NPOTAroM 6-TW MiCALB NiCNA 3aTBEPKEHHS
196. | HOBOKC® pO34MH ANs iHdy3ili OPrAHOCHK OAE MpvBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3MiHu | 3a UA/16886/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
0,5 % no 100 mn a6o H ToBapucTBO "“lHdy3is", TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
150 mny naswyi; no 1 | ANPCAEH Ykpaina Ta/abo agpecy 3asiBHMKA (B/lacHUKa peecTpaviliHoro
nAAWL y nayyj CU3 (Ed NOCBIAYEHHS) 3MiHA HaliMEHYBaHHS 3asBHYKA.
3ET I)
197. | HOBOMAPWH | po3uunH gns iH'ekuii, OKEHO®A Benuka LeHmxeH Tekgoy Kutai BHECEHHS 3MiH 0 peecTpaLiinHmx maTepiasnis: 3MiHu |1 - UA/18243/01/01
® 100 mr (10 000 aHTU- PM NTA BpuTaHis dapmacbiotukan Ko., TUMy - foaBaHHs BUpobHuka LLeHmxeH enaniHk
hakTop Xa MO)/mn in ntp dapmacbiotukan Mpyn Ko., /ita, agpeca postawlyBaHHs Ne
bulk: no 0,2 mn (20 1, XyHTiaHb Cayc, KeHu3sun Cab-gicTpikT, MiHwaHb Hbto
Mr), a6o no 0,4 mn (40 [ictpikT, lWeHxeH 518122, Kutaii, Sk anbTepHaTUBHY
mr), abo no 0,6 mn (60 [iNsHKY, BignoBiganbHy 3a BUPOOHULTBO Ta
mr), abo no 0,8 mn (80 BMNPOGYBaHHS eHOoKcanapuHy HaTpito. 3MiHW Y po3gini
Mr), a6o no 1,0 mn Module 3.2.S-Open Part. 3anponoHoBaHo: LLeHaxeH
(100 mr) y Tekpoy ®apmacbktoTukan Ko., /Ita, Kntait abo LUeHmpxeH
nonepegHL0 enaniHk ®apmacbtotukan Mpyn Ko., /1tg, Knutaii
HarnoBHEHOMY LINpuLy,
no 2 wnpuumn B
6nictepi, no 100
6nicTepiB B KAPTOHHIA
Kopobui
198. | HOBOMAPWH | po3uuH ANs iH'ekuiid, KEHODA Benuka LeHmkeH Tekgoy Kutaii BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu |1 3a UA/9061/01/01
® 100 wmr (10 000 aHTuK- PM NTA BpuTaHis ®apmacbsrotukan Ko., TUNy - AoAaBaHHs BUPOOHUKa LLeHmkeH MenaniHk peyenmom
thaktop Xa MO)/mn; nrp dapmacbioTvkan Mpyn Ko., /4, agpeca postawysaHHs Ne
no 0,2 mn (20 mr), abo 1, )XXyHTiaHb Cayc, KeHu3sun Cab-gicTpikT, MiHwaHb Hbto
no 0,4 mn (40 mr), abo LicTpikT, LeHnxeH 518122, Kutaii, ik anbTepHaTUBHY
no 0,6 mn (60 mr), abo AiNsHKY, BignoBiganbHy 3a BUPOOHULTBO Ta
no 0,8 mn (80 mr), abo BMNPOOYBaHHA eHoKcanapyHy HaTpito. 3MiHM y po3aini
no 1,0 mn (100 mr) y Module 3.2.S-Open Part. 3anponoHoBaHo: LLeHmkeH
nonepegHL0 Tekpoy ®apmacbktotukan Ko., Jitg, Kntait abo LeHpxeH
HanoBHEHOMY LUMNPULj, IenaniHk ®apmacbkioTukan Mpyn Ko., /1ta, Knutaii
no 2 wnpuumn B
6nictepi, mo 1
6nicTepy B KapTOHHiIl
Kopobui; a6o no 0,2
mn (20 wr), a6o o 0,4
mn (40 wmr), abo no 06,
M (60 mr), abo no 0,8
M (80 wmr) y
nonepegHLo
HanoBHEHOMY LINpULY,
no 2 wnpuuu B
6nictepi, no 5
6nicTepiB y KAPTOHHiIl
Kopobui
199. | HOKCMPEW HasanbHuii cnpeit 0,05 CninbHe Ykpaina CnifnlbHe yKpaiHCbKo- YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/1703/01/01
% no 10 mny YKpaiHCbKO- icnaHcbke MignpuemMcTeo - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKMIA 3aci6. 3MiHN Y peyenma
KOHTelHepi 3 icmaHcbke "Cnepko YkpaiHa" BMPOGHMUTBI. 3MiHa po3mipy cepii (BkAoYarum gianasoH
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npo6koo- nignprvemMcTs pO3mipy cepii) roTOBOro NikapcbKoro 3acoby (36i/bLIeHHS
posnunaBayem; no 1 0 "Cnepko 00 10 pasiB NOPiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
KOHTeliHepy B naui 3 YkpaiHa" 36iNbLUEHHS PO3MIpY Cepii FOTOBOTO JIiKaPCbKOro 3aco0y.
KapToHy 3anponoHoBaHo: 1000 1 (96 154 yn. no 10 mn)
200. | HOKCMPEN HasanbHuii cnpeit 0,05 CninbHe Ykpaina CnifnbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/12675/01/01
AKTNB % no 10 mny YKpaiHCbKO- icnaHcbke MignpuemMcTBo - 3MiHM 3 AKOCTIi. [OTOBMIA NiKapcbkuii 3aci6. 3MiHW y peyenma
KOHTEliHepi 3 HacoCoM icnaHcbke "Cnepko YkpaiHa" BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/Itoyatoumn gianasoH
3 po3nuaoBademM; no 1 | nignpuemcTs po3Mipy cepil) roToBOro nikapcbkoro 3acoby (36iNbLUeHHs
KOHTeliHepy B o "CINEPKO [0 10 pasiB NOPIBHSAHO i3 3aTBEPAYKEHVM PO3MIPOM) -
KapTOHHI navu,i YKPAIHA" 36iNbLUEHHS PO3MIpY Cepii FOTOBOrO /iKapCbKOro 3acoby.
3anponoHosaHo: 1000 n (96 618 yn. no 10 mn)
201. | HOKCNPEN cnpeii HazanbHWI CninbHe YkpaiHa CniflbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/1703/01/02
ONTAYNIA 0,025 % no 15 mny YKpaiHCbKO- icnaHcbke NignpueMCTBO - 3MiHVM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3miHK y peyenma
KOHTeliHepi i3 icnaHcbke "CMEPKO YKPAIHA" BUPOGHMLTBI. 3MiHa po3mipy cepii (BKoUatoum giana3oH
Npo6Koto- nignpuemcTs pO3Mipy cepii) roToBOro AikapcbKoro 3acoby (36iNbLUeHHs
posnuaBayemM Ta 0 "ClMNEPKO 00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
KPULLIKOKO 3 KOHTPOsiemM YKPAIHA" 36iNbLUEHHS PO3MIpY Cepii FOTOBOrO JiKAPCLKOro 3acoby.
nepLLOoro BigKpuTTS, 3anponoHoBaHo: 1000 n (64 516 yn. no 15 mn)
no 1 KoHTeliHepy B
nayi 3 KapTOHY
202. | HOMIrFPEH TabneTkn, BKPUTI BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 40 peecTpauiiHnX MaTepianis: 3MiHu || 3a UA/2791/01/01
BOCHAJNEK® | nniBKkoBO n0.o. lepuerosu lepueroBuH | TUNy - 3MiHK 3 AKOCTi. ADl. BupobHULTBO. 3MiHK B NpoLieci peyenmom
060/10HKO0, N0 10 Ha a BMpo6HULTBA AP - nogaHHA oHoBneHoro ASMF Ha API
Tabnetok y Ty6i; no 1 MeK/IoKCaMiHy UmMTpaT BMpo6HMkom Sigma-Aldrich Ireland
Ty6i B KAPTOHHIA Ltd., IpnaHgis, y 38’3Ky i3 BHECEHHAM 3MiH A0 p. 3.2.5.2.1
KopooLi Bnpo6HukK; p. 3.2.S.2.4 KOHTPO/b KPUTUYHWX CTafii i
NPOMIXHOI NpoAyKuii; p. 3.2.5.3.2 flomiwku; p. 3.2.S.4.1
Cneuumdpikauisi; p. 3.2.S.6 Cuctema
KOHTeliHep/3aKkynoptoBasibHU 3aci6 3anponoHoBaHo: AP
Version 2 2019-04-03 BBegeHHS 3MiH NpOTSArom 6-11
MicALiB Nicna 3aTBepaKeHHs
203. | HOPMATEHC | Tabnetku, BKpUTI MEJA HimeuyunH Aii-Ci-EH Monbda Monbua BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHW | TUNY 3a UA/2922/01/01
obonoHkoto, no 20 dapma a XKewys AT - OHOBJIEHHS cepTudikata BignosigHocTi EP R1-CEP peyenmom
Tabnetok y 6nictepi; M6X eHp 2000-073-Rev 04 pgito4oi peyoBUHU AuriapoeprokpucTuHy
no 1 6nictepy y Ko. KI Bifl BXe 3aTBepapkeHoro BupobHuka EUTICALS S.p.A.,
KOpOO6Lii 3 KApTOHY Italy,siknin 3MiHMB Ha3By Ha AMRI ITALY S.r.l., ltaly
204. | HYPO®EH® TabneTtku, BKPUTI PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 6e3 UA/10906/01/01
12+ 060/10HKO0, N0 200 BeHkizep BpuTaHis Xerickep IHTepHeLHN BpuTaHis - 3MiHW BHECEHO B iHCTPYKLitO 4151 MegUYHOro peyenma
Mr; no 12 Tabnetok y Xenckep Nimiten 3acToCcyBaHHS NiKapcbKoro 3acoby Ao po3ainis
6nictepi; no 1 a6o 2 IHTEpHELUHN "Oco61BoCTi 3acTocyBaHHA" Ta "Cnocib 3acTocyBaHHA Ta
6nicTepy B KAPTOHHIi Nimiteq [o3n" 3rigHo 3 pekomeHgauismy PRAC. BBegeHHs 3MiH

Kopobui

NPOTAroM 6-T1 MICALIB MiC/IA 3aTBEPKEHHS; 3MiHM | TUny -
3MiHW BHECEHO B iHCTPYKLitO AN15 MEAUYHOIO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acToCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"Oco6nmBOCTI 3acTocyBaHHS" Ta "To6iuHI peakuii” 3rigHo 3
pekomeHgauismm PRAC. BBefeHHS 3MiH NpOTSArom 6-tu
MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHW | TUMY - 3MiHK
BHECEHO B iHCTPYKLt0 4151 MEAMYHOIO 3aCTOCYyBaHHS
nikapcbKoro 3acoby ao po3ainy "MNobivHi peakyii” 3rigHo 3
pekomeHpgauismi PRAC. BBegeHHS 3MiH NpOTArom 6-Tu
MicALiB nicna 3aTBepaKeHHs
205. | HYPO®EH® CyCMeHsisi opasibHa 3 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/8233/01/01
ANsi QITEN anefibCHOBUM BeHkizep BpuTaHis Xenckep (FOKei) BpuTtaHis/ - BHECEHHS 3MiH 10 MaTepiasiB peecTpauiiiHoro focke, p. peyenma
cmakoMm, 100 mr/5 mn; Xenckep Nimiten, Benvka IHais 3.2.P.7. CnucTtema KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, y
no 100 mn a6o 200 mAa | IHTepHeLwHn BpuTtaHis (BMpo6HMLTBO 3B'A3KY 3i 3MIHOIO LLIIBHOCTI NONIETUNEHY 3 HU3LKOT A0
y donakoHi; no 1 Nimiteq in bulk, nakyBaHHs, BMCOKOI, MaTepiasly BiApUBHOrO KiflbUs (chikcytouoro
NakoHy B KOMMJ/IEKTI KOHTPO/b SIKOCTi, BUMYCK efleMeHTy, Lo 3abe3neyye KOHTPOSb BIAKPUTTSA) Ta
3i LWApULOM- cepii); PekkiTT BeHkizep BXOAMWTb A0 CKNafdy KoBnayka 3 KOHTPOsIEM MepPLLOro
[03aTopoM y Xenckep IHgis MpaiiBeT po3kpuTTa (Tamper Evident (TE)), SKuil He KOHTaKTye
KapTOHHIlA KOpooLi Nimites, IHaisa 6e3nocepeHbO 3 FOTOBUM NPOAYKTOM
(Bpo6HMLTBO in bulk,
nakyBaHHS, KOHTPO/Tb
SKOCTI)
206. | HYPO®PEH® cynosuTopii no 60 mr PekkiTT Benuka dPamap A.B.E. 3aBog, pevis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/6642/02/01
ONA JITEN no 5 cynosuTtopiis y BeHkizep BpuTaHis ABNOH - 3MiHW BHECEHO B iHCTPYKLiI0 4151 MeAUYHOro peyenma
6nictepi, no 2 Xenckep 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
61icTepy y KapTOHHIN IHTEpHELIHN "Oco61BoCTi 3acTocyBaHHA" Ta "Cnocib 3aCTOCyBaHHA Ta
Kopoobui Nimiteq [031" 3rigHo 3 pekoMmeHgauismm PRAC. BeefeHHSA 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAKEHHS; 3MiHM | Tuny -
3MiHV BHECEHO B iHCTPYKLIitO 418 MEANYHOrO
3acTOCyBaHHSA NikKapCbKoro 3acoby A0 po3ainy "IMo6iyHi
peaxuii” 3rigHo 3 pekoMeHgauismu PRAC. BeeeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
3MiHW BHECEHO B iHCTPYKLitO A5 MEAUYHOTO
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Ocob6nmBocCTi 3acTocyBaHHS" Ta "Mo6iuHi peakuii” 3rigHo 3
pekomeHpauismm PRAC. BBefeHHA 3MiH NPOTArom 6-1u
MiCALiB nicna 3aTBepAKEHHS
207. | HYPO®EH® Kancynu xyBasbHi PekkiTT Benvka MateoH CodhTaxenc HigepnaHgn | BHECEHHSI 3MiH 4O peecTpauiiiH1X MaTepiasiiB: 3MiHu | Tuny 6e3 UA/17273/01/01
ONA LITEN M siki, o 100 mr Ne12 BeHkizep BpuTaHis B.B., HigepnaHau / Benuka - 3MiHW BHECEHO B iHCTPYKLit0 4151 MeAUYHOro peyenma
(12x1), Ne 24 (12x2) y Xenckep (BMpPOGHULTBO Ta BpuTtaHis 3acToCcyBaHHs NikapcbKoro 3acoby Ao po3ginis
6nictepi IHTEpPHELWHN nakyBaHHs in bulk, "Oco6mBoCTi 3acTocyBaHHA" Ta "Cnocib 3aCTOCyBaHHSA Ta
Nimiten KOHTpO/b cepii Ta [03un" 3rigHo 3 pekoMeHgauiasmm PRAC. BBHECEHHS 3MiH
BUWMYCK rOTOBOro NPOTAroM 6-T1 MICALLIB MiCNA 3aTBEPLKEHHS; 3MiHU | TUny -
NiKapcbKoro 3acoby 3MiHM BHECEHO B iHCTPYKLitO A/151 MEANYHOTO
(XiMiYHWIA, hi3NYHKI Ta 3acToCcyBaHHS Nikapcbkoro 3acoby Ao po3gainis
MiKpOo6ionoriYHuiA)); "Oco6mBocTi 3acTocyBaHHA" Ta "M06IUHI peakui™ 3rigHo 3
Mpokci JTabopaTtopi3 pekomeHgauismm PRAC. BBegeHHs 3MiH NpOTSArom 6-tm
b.B., Higepnangm MiCSLIB MicNs 3aTBEPAXKEHHS; 3MiHM | TUNy - 3MiHK
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(koHTpONb cepii BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
roTOBOrO J1iKapCbKOro nikapcbkoro 3acoby Ao po3ainy "Mob6iyHi peakyii 3rigHo 3
3aco6y (XiMiYHWiA, pekomeHgauiamv PRAC. BeefeHHS 3MiH NpOTArom 6-Tu
hi3nyHwmin)); PekkiTT MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHW | TUMY - 3MiHK
BeHkizep Xenckep BHECEHO B iHCTPYKLt0 4151 MEAMYHOIO 3aCTOCYyBaHHS
IHTepHewHn JlimiTea, nikapcbkoro 3acoby Ao po3giny "MobiyHi peakuyii” 3rigHo 3
Benuka BputaHis pekomeHpgauismi PRAC. BBegeHHS 3MiH NpOTArom 6-Tu
(BUNyck cepii roToBOro MicALiB nicna 3aTBepaKeHHs
nikapcbkoro 3acoby,
nepBuHHE Ta BTOPUHHE
nakyBaHHs)
208. | HYPO®EH® CyCneHsisi opasibHa 3 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/7914/01/01
ANsi QITEN MOMYHUYHM CMaKoM, BeHkizep BpuTaHis Xenckep (HOkeit) BpuTtaHis/ - BHECEHHS 3MiH 10 MaTepiasiB peecTpauiiiHoro focke, p. peyenma
100 mr/5 mn; no 100 Xenckep Nimiten, Benvka IHais 3.2.P.7. Cnuctema KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, y
mn abo no 200 mny IHTEepHeLwHN BpuTtaHis (BMpo6HMLTBO 3B'AA3KY 3i 3MIHOIO LLIIBHOCTI NONIETUNEHY 3 HU3LKOT A0
thnakoHi; no 1 Nimiteq in bulk, nakyBaHHs BMCOKOI, MaTepiasly BiApUBHOrO Kifbus (chikcytouoro
pN1aKkoHy B KOMMJIEKTI (nepBuHHe Ta efleMeHTy, Lo 3abe3neyye KOHTPOSb BIAKPUTTSA) Ta
3i LWApULOM- BTOPUHHE), KOHTPO/Tb BXOAMTb A0 CKIady KoBnayka 3 KOHTPOsIEM NepLUOro
[03aTopoM y AKOCTI, BUNYCK cepi); po3kpuTTa (Tamper Evident (TE)), SKuii He KOHTaKTye
KapTOHHIlA KOpooLi PekkiTT BeHkizep 6e3nocepeHbO 3 FOTOBUM NPOAYKTOM
Xenckep IHgis MpaiiBet
Nimitea, IHgjs
(BUpO6HMLTBO in bulk,
nakyBaHHs (NepBurHHE
Ta BTOPVHHE), KOHTPO/1b
SKOCTI)
209. | HYPO®EH® CyCneHsisi opasibHa 3 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/8233/01/01
ONA JITEN anesibCUHOBUM BeHkizep BpuTaHis Xenckep (FOKeiA) BputaHis/ - 3MiHW BHECEHO B iHCTPYKLiI0 4151 MeAUYHOro peyenma
cmakoMm, 100 mr/5 mn; Xenckep Nimiten, Benvka IHais 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
no 100 mn1 a6o 200 mn | IHTEpHELIHN BpwvTaHis (BMpo6HMLTBO "Oco6mBoCTi 3acTocyBaHHA" Ta "Cnocib 3aCToCyBaHHA Ta
y thnakoHi; no 1 Nimiteq in bulk, nakyBaHHs, [o3n" 3rigHo 3 pekomeHgauiamn PRAC. BeeeHHsS 3MiH
oNakoHy B KOMM/IEKTI KOHTPO/b SIKOCTi, BUMYCK NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS; 3MiHM | TUny -
3i LWApULOM- cepii); PekkiTT BeHkizep 3MiHV BHECEHO B iHCTPYKLIitO 418 MEANYHOro
[03aTOpoM y Xenckep IHgis MpaiiBeT 3acToCyBaHHSA NiKapCbKoro 3acoby Ao po3ainy "rNo6iyHi
KapTOHHIlA KopooLi Nimites, IHgisa peaxuii” 3rigHo 3 pekoMeHgauiamu PRAC. BeegeHHs 3MiH
(Bpo6HMLTBO in bulk, NPOTAroM 6-T1 MICALIB MiCNA 3aTBEPKEHHS; 3MiHM | TUny -
nakyBaHHS, KOHTPO/Tb 3MiHM BHECEHO B iHCTPYKLiI0 415 MEeANYHOTO
AKOCTI) 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Ocob6nmBocCTi 3acTocyBaHHS" Ta "Mo6iuHi peakuii” 3rigHo 3
pekomeHgauismm PRAC. BeBefeHHA 3MiH NPOTArom 6-1u
MiCALiB Nicna 3aTBepAKEHHS
210. | HYPO®PEH® CyCMeHsisi opasibHa 3 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/7914/01/02
ONA LITEN NOSTYHUYHUM CMaKOoM, BeHkizep BputaHis | Xenckep (Okeit) Mimiteq BpuTaHis - BHECEHHS 3MiH 10 MaTepianiB peecTpaLiiiHoro focbe, p. peyenma
POPTE 200 mr/5 mn; no 100 Xenckep 3.2.P.7. CncteMa KoHTelHep/ 3aKynoptoBasibHuii 3aci6, y
M abo 150 mny IHTEpPHELHN 3B’A3KY 3i 3MiHOIO LLi/IbHOCTI MONIETU/IEHY 3 HU3bLKOT A0
dhnakoHi; no 1 Nimiten BMCOKOI, MaTtepiasy BifpuUBHOro Kinbus (dikcyrouoro
doNakoHy Yy KOMNAEKTI e/1IeMEHTY, Lo 3a6e3neyye KOHTPOSb BIAKPUTTSA) Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3i WnNpuULoM- BXOAUTb 10 CKNafdy KoBMayka 3 KOHTPO/IeM NepLLOoro
[03aTOpoM y po3kpuTTa (Tamper Evident (TE)), iKWl HE KOHTaKTYe
KapTOHHIlA KOpO6L 6e3nocepeiHbO 3 FOTOBMM MPOAYKTOM
211. | HYPO®PEH® CyCneHsisi opasibHa 3 PexkkiTT Benvka PexkkiTT BeHkizep Benwvka BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/7914/01/02
ANa JITEN NOSTYHUYHUM CMaKoM, BeHkizep BputaHis | Xenckep (KOkeit) Mimiteq BpuTaHis - 3MiHW BHECEHO B iHCTPYKLi0 4151 MeAUYHOro peuyenma
DPOPTE 200 wmr/5 mn; no 100 Xenckep 3aCTOCyBaHHS NikapcbKoro 3acoby [0 po3ainis
mn a6o 150 mny IHTepHeLwwH "Ocob6nmBOCTI 3acTocyBaHHS" Ta "Cnocib 3acTocyBaHHA Ta
donakoHi; no 1 NimiTeq [o3un" 3rigHo 3 pekomeHgauismm PRAC. BeefeHHS 3MiH
h/1aKOHY Y KOMMNEKTI NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
3i WNpuuom- 3MiHV BHECEHO B iHCTPYKLitO A1 MEANYHOTO
[03aTOpoM y 3acTocyBaHHA NikapcbKkoro 3acoby Ao po3ainy " “MobivHi
KapTOHHI Kopoobui peakuii" 3rigHo 3 pekomeHgauismm PRAC. BeefeHHS 3MiH
NPOTArom 6-T1 MICALIB MiC/IA 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHW BHECEHO B iHCTPYKLitO AN151 MEAUYHOIO
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHS" Ta "Mo6iuHi peakuii” 3rigHo 3
pekomeHpauismm PRAC. BBefeHHS 3MiH NPOTArom 6-1u
MiCALiB NicNsA 3aTBEPAKEHHS
212. | HYPO®PEH® CyCrneHsis opasibHa 3 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 6e3 UA/8233/01/02
ANA JITEN anesibCUHOBUM BeHkizep BpuTaHis Xenckep (FOKeit) BpuTaHis - BHECEHHS 3MiH 10 MaTepianiB peecTpauiiiHoro focbe, p. peuyenma
POPTE cmakom, 200 mr/5 mn; Xenckep Niviten 3.2.P.7. Cuctema koHTelHep/ 3aKynoptoBasibHWii 3aci6, y
no 100 mn a6o 150 mAa | IHTepHeLwHn 3B’A3KY 3i 3MIHOIO LLiNIbHOCTI NONIeTUIEeHY 3 HU3bKOI [0
y thnakoHi; no 1 NimiTen BMCOKOI, MaTtepiasy BiApUBHOro Kifbus (dikcyrouoro
doNakoHy y KOMNAeKTi eNleMeHTy, L0 3abe3neyye KOHTPOSb BIgKPUTTSA) Ta
3i LWNPULIOM- BXOAUTb 10 CKNafdy KoBnayka 3 KOHTPO/ieM NepLLoro
[03aToOpoM y po3kpuTTa (Tamper Evident (TE)), iKWl HE KOHTaKTYe
KapTOHHI/ Kopobui 6e3nocepeHbO 3 TOTOBMM MPOAYKTOM
213. | NPECAPTAH | Tabnetku, BKpUTi Inka IHais Inka Jlabopatopi3 IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/8575/01/02
®-50 NiBKOBOO Na6opatopi3 Nimiten - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabinbHiCTb. peyenmom
060/10HKOH0, M0 50 Mr; NimiTeq 3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
no 10 Tabnetok y rOTOBOrO NliKapcbKOro 3acoby (36iNbLUeHHSI TEPMiIHY
6nictepi; no 3 NpuAAaTHOCTI FOTOBOrO /iKapCbKOro 3acoby) - [1ns Toprosoi
6/1icTepy B KApTOHHIl yNakoBKW (NigTBEPLKYETLCS 4aHVMMN peasibHOro vacy) -
Kopo6ui; no 14 36ibLLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOTO JliKapCbKOro
Tabnetok y 6nictepi; 3aco6y Ha OCHOBI NO3UTUBHUX pe3ysbTaTiB
no 2 6nictepu B [,0BrOCTPOKOBUX AOCAIAKEHb CTAbINbLHOCTI Y peasibHOMY
KapTOHHIlA KopooLi yaci: 3aTBepAkeHo: TepMiH NpuaaTHOCTI 2 POKK.
3anponoHoBaHo: TepMiH NpuaaTHoOCTI 3 poku. Takox
3MiHM BHECEHI B IHCTPYKLUit0 4719 MEAMNYHOr0 3aCTOCYBaHHS
N3y p. "TepMmiH npugartHocTi”. BBeAeHHSA 3MiH NPOTSArom
6-TV MicALLIB NiCNA 3aTBEPLKEHHS.
214. | NPE®EMIH TabneTku, BKpUTI Amakca NT[, Benwvka BMPOGHMLITBO, LLiBefiuapis BHECEHHS 3MiH O peecTpauiiiHux maTepianis: 3miHa 6e3 UA/14671/01/01
nNiBKOBOIO BpuTaHis nakyBaHHs1, KOHTPO/1b 3asBHUKA (BNacHWKa peecTpauiiiHoro nocBig4yeHHs) (3rigHo peyenma
060/10HKOt0, N0 20 Mr; AKOCTi Ta BUMYCK Cepiii: Haka3y MO3 Big 23.07.2015 Ne 460): 3MiHu BHECEHO B
no 30 TabneTok y Makc Llennep 3boHe AT, IHCTPYKLiI0 4151 MeANYHOro 3aCTOCYBaHHS LLOAO0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 abo no LLiBeiuapis; HalilMeHyBaHHS Ta MiCLle3Hax04KeHHS 3asBHMKA 3
3 6nictepu B KOHTPO/1b SIKOCTI: BiAMOBIAHUMU 3MiHAMU Y TEKCTi MapKyBaHHS yNakoBKu
KapTOHHIlA KOpO6L Na6op LlonniHrep AT, nikapcbkoro 3acoby. BeefeHHsA 3MiH NPOTAromM 6-Tn
LLiseiiuapis; MiCALIB MIC/1A 3aTBEPIKEHHS.
nepBuHHe Ta BTOPUHHE
nakyBaHHs1,
MapKyBaHHS:
Coro ®nopgic
IHTepHeLHN
CsiT3epneHg CA,
LLiseiiuapis;
KOHTPO/Ib Cepiii:
IHTepnabop Benn AT,
LLiBeiiLapis
215. | NPOriHOBA TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka [enbthapm Jlinne CAC dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3mMiHa 3a UA/4865/01/01
060/10HKOI0, MO 2 Mr; Pecny6nik 3asBHUKa (BNacHyKa peecTpauiiiHoro NocBig4YeHHs). 3MiHu peyenmom
no 21 tabnertuiy a BHECEHO B IHCTPYKLiIO 418 MeAUYHOro 3aCTOCyBaHHsA
6nicTepi; no 1 NikapcbKoro 3acoby o0 HaliMeHyBaHHS 3asiBHMKA.
6nicTepy B KapTOHHIl BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
nauui 3aTBEpPKEHHS. 3MiHY | TUny - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
ab0 3MiHN A0 y3arasibHEeHWX AaHuX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0Cco6M 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHS thapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06W, BiANOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHaraay (BK/IUYaUn KOHTaKTHI AaHi)
Ta/ab0 3MiHN y po3MiLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag. Aivoya
pegakuis: CopiHa JliaHa Mato / Sorina Liana Paiu, MD.
MponoHoBaHa pepgakuis: liogmuna dininosa, MD /
Ludmila Filipova, MD. 3MiHa KOHTaKTHUX faHuX
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/ILHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0Cco6M YNOBHOBaXKEHOI 0CO6M 3asiBHUKA, BiANOBIAA/IbHOT
3a thapmakoHaraag B YkpaiHi. 3MiHa MicLe3HaxomKeHHsI
MacTep-caiina Ta inoro Homepa. 3MiHa MicLs 34iACHEHHS
OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsay.
216. | NPOriHOBA TabneTkun, BKpUTI 3eHTiBAa, K.C. Yecbka [Nenbdapm Ninns CAC ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4865/01/01
060/10HKOI0, NO 2 Mr; Pecny6nik - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
no 21 tabnertuiy a

6nictepi; no 1
6nicTepy B KapTOHHiIl
nauui

agpecu Micus NPoBaMKEHHS AisSiSIbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BK/1IOUAKUM AiNbHULi BUNYCKY cepil abo micue
NpPOBeAEHHS KOHTPOJIKO AKOCTI. (4iSNIbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNopTep, BKAOYaUM BUMYCK Cepii)




98

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
- 3MiHa HalilMeHyBaHHA Ta agpecu (aHrnilicbka MoBa)
BMPOGHUKa 13, 6e3 3MiHN MicLA BUPOGHMLTBA. 3MiHM
BHECEHO B IHCTPYKLiIO 418 MEAUYHOro 3aCTOCYBaHHSA
LLI0A0 HaliMeHyBaHHS BUPOOHUKA 3 BigNOBIAHNMYW 3MiHAMMN
y TEKCTi MapKyBaHHS ynakoBKN NMiKkapCbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
217. | NPOMENPWUN | TabneTtku no 4 mr no MPO.MEA.LL Yecbka MPO.ME/A.LC Mpara Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/13895/01/01
® 10 TabneTok y C Mparaa.c. | Pecnybnik | a.c., Yecbka Pecny6nika | Pecny6nika/ - 3MiHM BHECEHO [0 IHCTPYKLi 418 MeanyHOro peyenmom
6nicTepi; no 3, no 6 a (Bci cTagji BupobHuLTBa, | CnoBaubka 3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ainu:
a6o no 10 6nictepiB y KOHTPO/b SIKOCTi Ta Pecny6nika "MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKnMu
KapTOHHI Kopoobui BUMYCK cepii); XBM 3acobamu Ta iHWi BUAW B3aemogiii", "Oco6amBocCTi
®apwma c.p.o., 3acTocyBaHHS" BifMoBigHO A0 OHOB/EHOI iHChopMaLii 3
CnoBavbka Pecny6nika 6e3nekun Ajto4oi pevyoBUHY; 3MiHW | TUMY - OHOBJ/IEHHS
(BUPOGHMLTBO, TEeKCTY MapKyBaHHS YNakoBKW MikapCbKOro 3acoby Lwo40
nepBUHHE Ta BTOPWUHHE 3a3HayYeHHs OAVHMLB BUMIPIOBAHHA Y cucTeMmi Sl.
nakyBaHHs, KOHTPONb BHeceHHs 3MiH [0 po3giny MKA: Mpaduueckoe
SIKOCTI) ochopmneHue ynakosku. [itoua pegakuisi: 'pacmueckoe
ochopmieHre ynakoBku. B cooTBeTCTBUM C
NPUNOXEHHbIMU LIBETHBIMU rpadinyeckmmm
1306paxeHnsaAMM yrnakoBok. MponoHoBaHa pejakuis:
MAPKWVPOBKA CornacHo yTBepXaeHHOMY TEKCTY
MapKUpPOBKK; 3MiHW | TUMNY - 3MiHU BHECEHO A0 IHCTPYKUIT
0151 MEANYHOrO 3aCTOCYBaHHSA NikapCcbKoro 3acoby y
po3ain "Mo6iyHi peakuii” BigNoBigHO 4O OHOBMEHOI
iHbopmalii 3 6e3neku Aityoi pevyoBUHU
218. | NPOMENPWU/ | TabneTtkun no 8 mr no NMPO.MEZA.L, Yecbka MPO.MEA.LC Mpara Yecbka BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/13895/01/02
® 10 TabneTok y C Mparaa.c. | Pecnybnik | a.c., Yecbka Pecny6nika | Pecny6nika/ - 3MiHW BHECEHO [0 IHCTPYKLi AN1A MeguyHoro peyenmom
6nictepi; no 3, no 6 a (Bci cTaaji BMpobHULTBA, CnoBavbka 3aCTOCYBaHHSA NikapcbKoro 3acoby y posainm:
abo no 10 6nictepi y KOHTPO/b AKOCTi Ta Pecny6nika "MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NikapCbKUMu
KapTOHHIlA KopoobLi BUMycK cepii); XBM 3acobamu Ta iHWi BUAW B3aemogiii”, "OcobnmMBocCTi
$apwma c.p.o., 3acTocyBaHHA" BiANOBIAHO A0 OHOBNEHOI iHChopMaLi 3
CnoBaubka Pecnyb6nika 6e3nekun Aito4oi peYOBUHM; 3MiHM | TUMNY - OHOB/IEHHS
(BMpPO6HMLTBO, TEKCTY MapKyBaHHS ynakoBKW likapCbKoro 3acoby LLoAo
nepBuHHE Ta BTOPUHHE 3a3HayeHHs OAVHMLL BUMIPIOBAHHSA Y cucTemi Sl.
nakyBaHHs, KOHTPO/b BHeceHHs 3MiH fo po3giny MKA: Mpaduueckoe
AKOCTI) odhopmneHue ynakosku. [litoya pegakuis: 'paduyeckoe
ochopmneHne ynakoBku. B cooTBeTCcTBUM C
NPUNOXKEHHBIMW LIBETHBIMY rpaddnyeckmMm
n306pakeHnsaMM ynakoBok. MponoHoBaHa pefakLis:
MAPKVPOBKA CorniacHo yTBepXaeHHOMY TEKCTY
MapKMpPOBKW; 3MiHW | TUNY - 3MiHN BHECEHO A0 IHCTPYKLT
AN MeAnYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii" BigNoOBIAHO A0 OHOBNEHOT
iHhopmalii 3 6e3nekun Aikyoi pevoBUHN
219. | PABICO/I® HacToiika no 100 mny MAT YKpaiHa MAT "XimdpapmsaBog YkpaiHa BHECEeHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny 6e3 UA/9617/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6aHuj, o 1 6aHui y
nauti 3 KapToHy; No
100 mn y chnakoHi
nonimepHomy abo
CksiHomy, no 1
chnakoHy B navi 3
KapTOHY

"Ximcpapmsa
BOA
"YepBoHa
3ipka"

"YepBoHa 3ipka"

- 3MiHM WoAo 6e3nekn/eheKTBHOCTI Ta chapmakoHarnagy.
BBeAeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cuctemy hapmakoHarnsay (BBeAeHHs y3araibHeHUxX
JaHunx Npo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy
3asBHUKa 15 34iICHEHHS hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfANbHOI 3a 3[iICHEHHS hapmakoHarnsgy
(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-haiina cuctemu hapmakoHarnisay) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jificHeHHs hapmakoHarnsgy

peyernma

220.

PAAVKYBIT

PO34MH ON8 iH KL,
no 2 ma B amnyni; no 5
amnyn y 6nictepi; mo 1
6nictepy y nauui

MpuBatHe
akujioHepHe
TOBapuCTBO

"Jlekxim-
Xapkis"

YKpaiHa

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy
- NofaHHs OHOBNEHOro cepTudikaTy BignosigHocTI € R1-
CEP 1998-140-Rev 04 (3aTBepgkeHo R1-CEP 1998-140-
Rev 03), y 3B’A3Ky 3i 3MiHOIO Ha3BW 3aTBEPKEHOIO
BMpO6HMKa API BiTamiH B12 kpuctaniuHmi
(uiaHokobanamiH) Ha Sanofi Chimie, France. BHeceHHs
3MiH g0 po3giny MKA N3: «Cknag» MponoHoBaHa
pegakuis: [irovi pevoBuHK: LiaHoko6anamiH (y
nepepaxysaHHi Ha 100 % peyoBuHy) — 0,5 mr SANOFI
CHIMIE, France; 3MiHu | Tuny - 3MiHK 3 AKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikar BiANoBigHOCTI
€Bponelicbkii hapmakonei/moHorpadii. 3miHW, NoB'a3aHi
3 HEeOOXIiZHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii dY abo €Bponeiicbkoi hapmakonei, abo
iHLIOI HaujoHanbHOT chapmakonei aepxasu EC (3miHa y
cneundikalisx, nos'asaHa 3i 3miHamu B 1dY, abo
€Bponericbkin hapmakonei, abo iHLLUIA HaLioHaNbHIi
thapmakonei gepxasu €C); CynyTHs 3MiHa - 3MiHN 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BIANOBIAHOCTI EBponeiickbkin hapmakonei/moHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
BiANOBiAHICTL A0 MoHOrpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHWOoi HauioHa/IbHOT hapmakonel
depxasu EC - NprBeieHHS MeTOAIB KOHTPO/IIO Ta Ha3Bu
A®| fo BUMOr MoHorpadii €P, Ta K HacnifoK BigNOBIAHI
3MiHM 3a NokasHukamu: «lgeHTudikauis», «CynposigHi
LOMiLKn», «BTpaTa B Maci npy BUCyLLyBaHHi», «KifbkicHe
BU3HAUYEHHS». 3MiHN BHECEHI B IHCTPYKLiO 4151 MeanyHOro
3actocyBaHHs 13y p. "Cknag" (gjtoui peqyoBuHm) 3
BiANOBIAHUMY 3MiHAMV B TEKCTi MapKyBaHHS yMakoBOK.
BBeneHHs 3MiH NpoTAroM 3-x MicsiLiB NicNs 3aTBEPKEHHS

3a
peyenmom

UA/17259/01/01

221.

PAMI
CAHJ03®

Tabnetku no 2,5 mMr no
10 TabneTok y

CaHpo3
dapmacbtoTi

CnoBeHisa

Nex C.A., MonbLa
(BMPOGHMLTBO 3a

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- NoflaHHs OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI

3a
peyenmom

UA/11299/01/01




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 3 Kans g.4. MOBHWM UWK/I0M); Jlek €ponevicbkinn hapmakonei Ne R1-CEP 2003-050-Rev 08
6nicTepy B KAPTOHHIiA C.A., MNonbua ONa Ail0YoT pevOBUHM paminpuiy Bif, BXe 3aTBepyKEHOro
KopoobLi (nakyBaHHs, BUNyCK BMpo6Huka Dr. Reddy's Laboratories Ltd, IHgjs, y Hacnigok
cepii) AoAaBaHHA Mexi cneuundikauii ana Palladium NMT 20
ppm
222. | PAMI Tabnetkn no 5 mr no CaHpo3 CnoseHis Nek C.A., Nonbwa Monbwa BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/11299/01/02
CAHAOO3® 10 TabneTok y dapmacbHoTi (BMpPOGHMLTBO 3a - NoJaHHs OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI peyenmom
6nictepi; no 3 Kans g.4. NOBHUM LMKIOM); Jlek €Bponeiicbkiit hapmakonei Ne R1-CEP 2003-050-Rev 08
6nicTepy B KAPTOHHIi C.A, Monbuwa AN 4ilYoT pevoBYHM paminpuny Bif, BXe 3aTBepA)KEHOro
Kopobui (nakyBaHHs, BUMyCK BMpo6Huka Dr. Reddy's Laboratories Ltd, IHgjs, y Hacnigok
cepii) nofasaHHA mMexi cneumdikadii gns Palladium NMT 20
ppm
223. | PAMI Tabnetku no 10 mMr no CaHpo3 CnoseHisa Nek C.A., Nonbwa Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/11299/01/03
CAHAO3® 10 TabneTok y dapmachbHoTi (BUPOGHMLTBO 3a - NOLAHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI peyenmom
6nicTepi; no 3 Kans g.4. MOBHUM UWMKIOM); Jlek €ponevicbkiin hapmakonei Ne R1-CEP 2003-050-Rev 08
6nicTepy B KAPTOHHii C.A, Monbwa 0115 [i040T PeYOoBUHU paminpuiy Bif, BXe 3aTBepXeHoro
Kopobui (nakyBaHHs1, BUNYCK BMpoGHMKa Dr. Reddy's Laboratories Ltd, IHgjs1, y Hacnigok
cepii) AofasaHHA Mexi cneumdikadii gns Palladium NMT 20
ppm
224. | PAHITUANH TabneTkun, BKPUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/4821/01/01
060/10HKO10, M0 150 "TexHonor" - 3MiHM 3 AKOCTI. [O0TOBUIA NiKapCbKMii 3aci6. 3MiHN y peyenmom
mr, no 10 Tabnetok y BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoum gianasoH
6nicTepi, no 1 abo no po3mipy cepii) roToBOro NikapcbKoro 3acoby (36i/bLIeHHs
2, abo no 3 6nictepn y 00 10 pasiB NOpiBHSAHO i3 3aTBEPAKEHUM PO3MIPOM) -
nautii 3 kKapToHy BBE/leHHs1 J0AATKOBOro PO3Mipy cepii roToBoro
nikapcbKoro 3acoby. 3anponoHoBaHo: Po3mip cepii:
76,835 kr: 295 500 Tabnetok (Big 270 000 go 295 500
Tabnetok) 231,40 kr: 890 000 TabneTok (Big 801 000 fo
890 000 TabneTokK)
225. | PANIHEPON TabneTku, BKpUTI BIOCAMHC | Cnony4eH AKTABIC NTA. ManbTa BHECEHHS 3MiH 0 peecTpavljiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/14506/01/01
® nNiBKOBOO nTa. e - NOAaHHS HOBOrO cepTudikaTa BignoBigHOCTI peyenmom
060/10HKO0, N0 1 Mr, KoponiscT €sponeiicbkiii hapmakonei Ne RO-CEP 2017-219-Rev 00
no 10 Tabnetok y BO ana A®l Ropinirole hydrochloride Big Bxe 3aTBepxeHoro
6nictepi; no 3 Benvkobp Bupo6Huka Neuland Laboratories Limited; 3miHun | Tuny -
6nicTepn y KapTOHHIl nTaHii i 3MiHa y cneumdikayii AP| 3a nokasHukom «CynposiaHi
nauui MiBHi4HOT [OOMILLKM» A1 NPUBEAEHHS Y BiANOBIAHICTb 40 BUMOT
Ipnanaii €Bponelicbkoi hapmakonel
226. | PAMIHEPON TabneTkn, BKPUTI BIOCAVHC Ccnony4yeH AKTABIC NTA. ManbsTa BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/14506/01/02
® NNiBKOBOIO nTa. e - NOJaHHA HOBOTO cepTudikarta BignoBigHOCTI peyenmom
060/10HKOI0, M0 2 M, Koponisct €Bponeiicbkiit hapmakonei Ne RO-CEP 2017-219-Rev 00
no 10 TabneTok y BO ans A®l Ropinirole hydrochloride Big Bxe 3aTtBepxeHoro

6nicTepi; no 3

Benvkobp

BMpo6HMKa Neuland Laboratories Limited; 3mibm | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepy y KapTOHHIl
nauui

nTaHii i
MiBHIYHOT
Ipnangji

3MmiHa y cneumdikayii APl 3a nokasHukom «CynpoBigHi
[OOMILLKM» ANs NPUBEAEHHSA Y BiANOBIAHICTb 40 BUMOr
€sponeiicbkoi thapmakonel

227.

PEMAHTAAN
H-KP

Tabnetku no 0,05 r no
10 TabneTok y
6nictepi; no 2
6nicTepy B navi 3
KapToHy

MAT
"Ximdhapmsa
BOA,
"YepBoHa
3ipka”

YkpaiHa

MAT "Ximchapm3aBop,
"UepsoHa 3ipka"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnisgy (BBeAeHHs y3araibHeHUx
[JaHunx Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 151 34iICHEHHA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-caiina cuctemu hapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs hapMakoHarnsay

6e3
peyenma

UA/5426/01/01

228.

PEMEHC®

Tabnetku, no 12
Tabnetok y 6nictepi;
nol, 2,3a6o4
6nicTepy y KapTOHHIl
Kopoobui

Pixappg,
BitTHep Al

ABCTpIs

Pixappg BittHep Al

AscTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- BHECEHHS 3MiH Ao Po3ginis 3.2.P.3.4.1 Pre-potentisation-
mixture (PPM 1), 3.2.P.3.4.2 Tablet base, a came, i3
cneuudikaLii B npoueci BUpo6HMLTBA rOTOBOrO
NiKapCbKOro 3acoby BUIYYaETbCA 3acTapiinii NOKasHUK
«CMak»; 3MiHM | Ty - OHOBNEHHA aapecy BUPOBHMKa
mMaTpuyHoi HacToikn (Herbamed AG, Switzerland) gns
aitovoi peyosuHy Cimicifuga D1, 6e3 3MiHM Micus
BMpO6HMLUTBaA 3anponoHoBaHo Austrasse 10+12 9055
Buhler Switzerland; 3miHn | TNy - OHOBNEHHS agpecun
BMPO6HMKa MaTpu4Hoi HacToiikun (Herbamed AG,
Switzerland) ans pjtouoi pevosuHu Lachesis D12, 6e3
3MiHM MicL BUPO6HMLTBA 3anponoHoBaHo Austrasse
10+12 9055 Buhler Switzerland; 3miHu | TUNY - OHOBJIEHHSA
agpecy BUpoGHMKa MaTpuyHoi HacToiku (Herbamed AG,
Switzerland) gns gitouoi pevoBuHu Jaborandi D6, 6e3
3MiHM MicLil BUPO6HMLTBa 3anponoHoBaHo Austrasse
10+12 9055 Buhler Switzerland; 3miHun | TUNY - OHOB/IEHHS
afpecy BUpoGHMKa MaTpuyHoi HacToikun (Herbamed AG,
Switzerland) gns gitoyoi pevoBunHn Sanguinaria D6, 6e3
3MiHM MicLsi BUPOOHULITBA; 3anponoHoBaHo: Austrasse
10+12 9055 Buhler Switzerland; 3miHu | Tvny - OHOBEHHS
agpecy BUpoGHMKa MaTpuyHoi HacToiiku (Herbamed AG,
Switzerland) ans gitouoi pevoBuHy Sepia D12, 6e3 3miHK
MicLs BUPOGHULITBA; 3anponoHoBaHo Austrasse 10+12
9055 Buhler Switzerland

6e3
peyenma

UA/10052/01/01

229.

PEOHA/NbLIO

Tabnetku, in bulk: Ne

MAT

YKpaiHa

MAT "Ximcpapm3asog,

YKpaiHa

BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHuW | Tuny

UA/13992/01/01




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
H® 4000 (no 10 tabnetok | “"Ximdchapm3a "YepBoHa 3ipka" - 3MiHM WoAo 6e3nekn/eheKTBHOCTI Ta chapmakoHarnagy.
y 6nictepi; no 400 BO/, BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX NPo
6nictepiB y Kopobui 3 "UepBoHa cuctemy thapmakoHarnagy (BBeAeHHS y3arasibHeHNX
KapToHY) 3ipka" [JaHnX Mpo cuctemy dpapmakoHarnsagy, smiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy
3asBHUKa 15 34iICHEHHS hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfANbHOI 3a 3[iICHEHHS hapmakoHarnsgy
(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-haiina cuctemu hapmakoHarnisay) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jificHeHHs hapmakoHarnsgy
230. | PEOHANBLIO | Ta6bnetkn, no 10 MAT Ykpaina MAT "Ximdhapm3sasoz YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 6e3 UA/6840/01/01
H® Tabnetok y 6nictepax; | “"Ximcpapmsa "YepsoHa 3ipka" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peyenma
no 10 TabneTtok y BOA BeefieHHs1 a60 3MiHM A0 y3arasibHEHNX AaHuX Npo
6nictepi; no 1 a6o no "UepBoHa cuctemy thapmakoHarnagy (BBeLeHHs y3arasibHeHUxX
2 6nicTepu B nayui 3 3ipka” AaHunx npo cuctemy thapmakoHarnsgy, 3amiHa
KapToHY YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
KOHTaKTHUX [ aHnX YNOBHOBaXeHOI 0cobu, BiAMNOBIAA/TbHOT
3a 3[jiicHeHHs hapmakoHarnagy
231. | POTAPUKC™ | cycneHsis opa/ibHa nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/13060/01/01
IROTARIX™ (1,5 mn/po3y), no 1 KnsiiH BpuTtaHis Bionoaxikans C.A. - 3MiHa 3Ha4yeHHs pH po3uunHy TpuncuHy 3 pH 7,0 Ha pH peyenmom
BAKUUHA ab6o no 5 nonepegHLO Excnopt 7,4 ona BigwapoByBaHHsA PCV-free kniTuH Vero nig yac
ana 3anoBHEHNX OpasIbHUX Nimiteq BMPOGHMYOro npouecy. TepMiH BBEAEHHS 3MiH - MPOTATOM
MPO®ITAKT annikatopis abo Ty6 B 6 MicALiB nicna 3aTBEPAXEHHS; 3MiHW | TUMY -OHOBMEHHSA
KN KapTOHHI KopoobLi iHchopmawii LWoao TepmiHy ekcrnyaTauii Ta BUKOPUCTaHHS
POTABIPYCH ynbTpacinbTpayiiiHoi membparu (UF). PefakuiiiHi npaBku
Ol IHPEKUJI 10 Moayns 3. TepMiH BBeieHHs! 3MiH - NPOTArOM 6 MicsLiB
nicns 3aTBepMKeHHs; 3MiHW | TUny - 3aTBEPAKEHHS LLIKan
12 MT40 (MynbTUnAiKauiiHi 610kK, Wwo MicTaTe 40 N0TKIB)
Ans npouecy otpumaHHa PCV-free HRV (Human
Rotavirus) iHokyntoMy. TepMiH BBEEHHS 3MiH - NPOTAroMm
6 MicAUiB nicna 3aTBepMKEHHSN; 3MiHW Il TUNY - BBEAEHHSA
HoBol PCV-free (BiflbHa Bif, LIMPKOBIpYyCY CBUHEN) cnuctemMm
6aHky knituH Vero (master and working cell banks). 3miHu
BHECEHO B |HCTPYKLi0 AN MeANYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby y p."Cknag". TepMiH BBe4EHHSA 3MiH-
npoTArom 6 micsLiB nicns 3aTBepAKeHHS
232. | CA/IbBYTAM | iHransuis nig TMCKOM, TOB YKpaiHa TOB "MynbTicnpeit" YkpaiHa BHECEeHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/15683/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
on cycnensis, 100 "MynbTicnpe - 3MiHM WoAo 6e3nekun/edhekTBHOCTI Ta chapmakoHarnsgy peyenmom
MKr/go3a no 200 o3 n" - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW ikapCbKoro
npenapary B 3ac06y 3 BHeCEHHAM iHhopMmaL,ii WoAo 3a3HaYeHHs
anoMiHieBOMY 6anoHi OAMHULIb BUMIPIOBAHHSA Y cuctemi Sl. BHeceHHs 3MiH Ao
3 [03YUNM KnanaHom po3ainy «MapkyBaHHsA» MKSA /13 3anponoHoBaHo:
Ta HacajKoto- MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
iHranAaTopom 3 MapKyBaHHsI
3aXMCHUM KOBMaYKoM;
no 1 6as10Hy y nayu,i 3
KapTOHY
233. | CAPTOKAQL - | Tabnetku, BKpUTI [xy6inaHt IHais Lbxy6inaHT IxeHepikc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/13677/01/01
H nNiBKOBOIO L[hxeHepikc Nimiteq - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom
060/10HKO0, 50 NimiTeq BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
mr/12,5 wr, no 14 cuctemy thapmakoHarnagy (BBeLeHHs y3arasibHeHUxX
Tabnetok y 6nictepi; [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
no 2 6nictepu B YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
KapTOHHI Kopo6Lyj; hapMakoHarnagy; KOHTakTHoOI ocobu 3 chapmakoHarnagy
no 10 TabneTok y 3asBHVIKa AN 34iiCHEHHA thapmakoHarnsgy B Ykpaii,
6nicTepi; no 3 AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
6nicTepy y KapTOHHIl BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
Kopoobui (BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - 3mMiHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuisi: [-p Capita Carap. 3miHa
KOHTaKTHUX [ aHnX YNOBHOBaXeHOI 0cobu, BiAMNOBIAA/TbHOT
3a thapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
hapmakoHarnsgy. 3miHa Micus 3/iiiCHEHHs1 OCHOBHOT
AiSNbHOCTI 3 chapmakoHarnsgy
234. | CAPTOKAQ - | TabneTtku, BKpUTI Lxy6inaHTt IHais Lxy6inaHT IxeHepikc IHais BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/13677/01/02
H nNiBKOBOIO [hxeHepikc NimiTen - 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
o6onoHkoto, 100 mr/25 Nimiteq BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo

Mr; no 14 tTabnetok y
6nictepi; no 2
6nicTepy B KAPTOHHIi
KopobL;

no 10 TabneTtok y
6nictepi; no 3
6nicTepy y KapTOHHIl
Kopobui

cuctemy hapmaxkoHarnsagy (BBefeHHs y3arasibHeHuX
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asIBHUKA 151 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/IKOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
mMacTep-caiina cuctemu hapmakoHarnsgy) - amiHa
YMOBHOBaXEHOT 0C06Y 3asBHWKA, BigNoBigabHOT 3a
dhapmakoHarnag.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXeHOI 0cobu, BiAMNOBIAa/IbHOT
3a (hapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

235.

CAPTOKAZ -
H

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKO0, 50
mr/12,5 wr; in bulk: no
5000 TabneTok y
nonieTuieHoBoMy
nakeTi

[xy6inaHTt
hxeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnfgy (BBeAeHHs y3araibHeHUxX
[JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iiCHEHHNA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
mMacTep-aiina cuctemu hapmakoHarniagy) - amiHa
YMOBHOBaXEHOT 0C06Y 3asBHWKA, BigNoBigaIbHOT 3a

hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHUX AaHnNX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNOBifaIbHOT 3a
hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomkeHHs MacTep-alina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

UA/13678/01/01

236.

CAPTOKAQA -
H

TabneTkn, BKPUTI
nNiBKOBOK
060/10HKO0, 100 mr/25
mr; in bulk: no 5000
Tabnetok y
nonieTuIeHoBOMy
nakeTi

[bxy6inaHTt
L[hxeHepikc
NimiTen

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobum 3 chapmakoHarnagy
3asBHUKa 419 3AiicCHeHHA hapmakoHarnagy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - amiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.

UA/13678/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXeHOI 0cobu, BiAMNOBIAa/IbHOT
3a (hapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

237.

CAPTOKA/A-B

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO
no 40 mr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHI Kopobui

[xy6inaHTt
hxeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnfgy (BBeAeHHs y3araibHeHUxX
[JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iiCHEHHNA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
mMacTep-aiina cuctemu hapmakoHarniagy) - amiHa
YMOBHOBaXEHOT 0C06Y 3asBHWKA, BigNoBigaIbHOT 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHUX AaHnNX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNOBifaIbHOT 3a
hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomkeHHs MacTep-alina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

3a
peuyenmom

UA/15511/01/01

238.

CAPTOKAA-B

TabneTkn, BKPUTI
NNiBKOBOK 060/TI0HKOI0
no 80 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepn y
KapTOHHIlA KopooLi

[bxy6inaHTt
L[hxeHepikc
NimiTen

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobum 3 chapmakoHarnagy
3asBHUKa 419 3AiicCHeHHA hapmakoHarnagy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - amiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a

thapmakoHarnsag.

3a
peyernmom

UA/15511/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXeHOI 0cobu, BiAMNOBIAa/IbHOT
3a (hapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

239.

240.

CAPTOKA/A-B

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO
no 160 mr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHI Kopobui

[xy6inaHTt
hxeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnfgy (BBeAeHHs y3araibHeHUxX
[JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iiCHEHHNA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
mMacTep-aiina cuctemu hapmakoHarniagy) - amiHa
YMOBHOBaXEHOT 0C06Y 3asBHWKA, BigNoBigaIbHOT 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHUX AaHnNX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNOBifaIbHOT 3a
hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomkeHHs MacTep-alina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

3a
peuyenmom

UA/15511/01/03

CAPTOKAA-B

TabneTkn, BKPUTI
NNiBKOBOK 060/TI0HKOI0
no 40 wmr; in bulk
Ne5000 y
nonieTuieHoBoMy
nakerTi

[bxy6inaHTt
L[hxeHepikc
NimiTen

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobum 3 chapmakoHarnagy
3asBHUKa 419 3AiicCHeHHA hapmakoHarnagy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - amiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a

thapmakoHarnsag.

UA/15512/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

241.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXeHOI 0cobu, BiAMNOBIAa/IbHOT
3a (hapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy

nocsi0o4YeHHs

242,

CAPTOKA/A-B

CAPTOKAA-B

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOH
no 80 wmr; in bulk
Ne5000 y
nonieTuieHoBoOMy
nakeTi

[xy6inaHTt
hxeHepikc
Nimiteq

IHais

[xy6inaHT IxeHepikc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnfgy (BBeAeHHs y3araibHeHUxX
[JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 34iiCHEHHNA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
mMacTep-aiina cuctemu hapmakoHarniagy) - amiHa
YMOBHOBaXEHOT 0C06Y 3asBHWKA, BigNoBigaIbHOT 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a hapmakoHarnag,.
3MiHa KOHTaKTHUX AaHnNX KOHTaKkTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BigNOBifaIbHOT 3a
hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomkeHHs MacTep-alina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

UA/15512/01/02

TabneTkn, BKPUTI
NNiBKOBOK 060/TI0HKOI0
no 160 wr; in bulk
Ne5000 y
nonieTuieHoBoMy
nakerTi

[bxy6inaHTt
L[hxeHepikc
NimiTen

IHais

[xy6inaHT [pxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobum 3 chapmakoHarnagy
3asBHUKa 419 3AiicCHeHHA hapmakoHarnagy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisgy) - amiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a

thapmakoHarnsag.

UA/15512/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXeHOI 0cobu, BiAMNOBIAa/IbHOT
3a (hapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKa, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHSI OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy
243. | CEHAOEKCW | ta6bnetkv no 70 wmr, no AT YkpaiHa AT "ly6Hndhapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny Ges UA/5432/01/01
H 10 TabneTok y "ly6HUap - 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy peuyenma
6nictepax m" - TEKCT MapKyBaHHS ynakoBKuW Nikapcbkoro 3acoby (n.17
IHLWLE) gonoBHeHO iHdhopMaLli€to LWoA0 HaHEeCEHHS
rpagivyHnx xobpaxeHb Ta IHLWOT TeXHIYHOT iHhopMaLlii.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
244. | CEHAOEKCW | ta6netku no 140 wr; AT Ykpaina AT "ly6Hncpapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUny 6e3 UA/16128/01/01
H-®OPTE no 10 TabneTtok y "ly6Hndhap - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenma:
6nicTepi; no 2 a6o 10 M" - TEKCT MapKyBaHHS ynakoBKMW Nikapcbkoro 3acoby (n.17 mabaemku
6nicTepis y nauuj; no IHLLE) gonoBHeHO iHGhopMaLi€ero WoA0 HaHEeCEHHS Ne 10, Ne 20
10 TabneTok y rpadivyHNX 306paxeHb Ta iHLWOT TEXHIYHOT iHchopMaLlii. (10x2);
6nicTepi BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas 3a
3aTBEPAKEHHS peyenmom:
mabsiemku
Ne 100
(10x10)
245. | CEPETUA™ NMopOoLIOK ANns nakcoCwmit Benvka [nakco Bennkom Benvka BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/8524/01/01
ANCKyCc™ iHransyiin, [o3o0BaHwUiA, KnsinH BpuTaHis MpogakwH, dpaHLis; BputaHis/ - nogaHHs Hosoro CEP RO-CEP 2018-229-Rev 00 Ha A®I peyenmom
50 MKr/100 mKr/go3y, Ekcnopt nakco OnepeiilwHc KOK PpaHLis hI0TMKA30HY NPOMIoHAT, Bif, BXe 3aTBepKeHNX
no 60 [03 y AnCKyCi; NimiTeq Nimiten, Benvka BUPOOHUKIB, BUTOTOB/IEHY a/TbTEPHATUBHUM [0 BXE
no 1 auckycy B BputaHis 3aTBEPKEHOr0 MeToAy BMPOOHMLTBA Cepiii- MeToA0oM
KapTOHHIA ynakoBL,i HaniBb6e3nepepBHOro npovecy
246. | CEPETUO™ MOPOLLIOK AN nakcoCmit Benwvka nakco Bennkom ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/8524/01/02
ANCKYC™ iHransuiin, no3oBaHuiA, KnsinH BpuTaHis MpoaakwH, dpaHLis; Benuka - nogaHHsa Hosoro CEP RO-CEP 2018-229-Rev 00 Ha A®I peyenmom
50 MKr/250 mKr/gosy, Ekcnopt nakco OnepeiilwHc KOK BpuTtaHis hI0TMKA30HY NPOMIOHAT, Bif, BXe 3aTBepKEeHNX
no 60 03 y AUCKYCI; Nimiteq Nimiten, Benuka BMPOGHWKIB, BUrOTOB/IEHY &/IbTEPHATVBHUM [0 BXE
no 1 auckycy B BpuTaHis 3aTBEPAKEHOr0 MeToAy BUPOOGHMLTBA Cepiii- MeToAoM
KapTOHHIA ynakoBL,i HaniBb6e3nepepBHOro npovecy
247. | CEPETUO™ MOPOLLIOK ANt nakcoCmit Benwvka nakco Bennkom ®paHuia/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/8524/01/03
ANCKYC™ iHransuiin, no3oBaHuiA, KnsiiH BpuTaHis MpoaakwH, dpaHLis; Benuka - nogaHHsa Hosoro CEP RO-CEP 2018-229-Rev 00 Ha A®I peyenmom
50 mkr/500 mKr/gosy, Excnopt nakco OnepeiiwHc KOK BpuTtaHis hOTMKA30HY NPOMiOHAT, Bif, BXe 3aTBepKEeHNX
no 60 03y AUCKYCI; Nimiteq Nimiten, Benuka BMPOGHWKIB, BUrOTOB/IEHY &/IbTEPHATVBHUM [0 BXe

no 1 auckycy B

BpuTaHis

3aTBEpAKEHOTO METOAY BUPOGHULTBA cepili- MeTofioM
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI ynakoBsL,i HaniB6e3nepepBHOro npowecy
248. | CUHKOTAN M SIKi XXe/1TaTUHOBI AnbneH LLiBeiiuapi AAHOA TM6X, HiMeuumHa | BHECEHHS 3MiH 0 peecTpayiiiHux MaTepiasis: 3MiHu | Tuny 6e3 UA/17367/01/01
kancynu no 10 kancyn Papma Al ] HimeuunHa (BUPOGHNK, - 3MiHKM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenma
B 6nicTepi, no 2 a6o 4 BiANOBIAa/IbHUIA 32 - BHECEHHS 3MiHM A0 po3giny «MapkyBaHHs» MKA N13:
6nicTepy B KAPTOHHIi iHKancynauio); 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHoro
Kopoobui Bisenbxose MvM6X, TEKCTY MapKyBaHHA. OHOBNEHHA TEKCTY MapKyBaHHsA
HimeuunHa (BMPOGHMK, yMakoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM iHchopmalii
BiANoBiganbHUii 3a LLIOA0 3a3Ha4YeHHs OAVMHULLL BUMIpIOBaHHSA Y cucTemi Sl
HaHEeCEHHS 060I0HKM,
nepBuHHE Ta BTOPUHHE
nakyBaHHs); Ap. NycTas
Knainn Tm6X & Ko. KI,
Himeyunna
(BignoBiganbHuiA 3a
BWMYCK Cepii KiIHLEeBOro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS);
Oionnb6epr KoHueHTpa
v6X & Ko. KT,
HimeyuunHa (BUpo6HMK
cymiwi edpipHMX onild in
bulk)
249. | CMHTOMIUN NiHIMEHT oNns MAT Ykpaina MAT "Ximdpapm3sasoz, YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 6e3 UA/15277/01/01
H 30BHILLIHBbOIO "Ximchapmsa "YepBoHa 3ipka" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisay. peyenma
3acTocyBaHHs, 50 BOA BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
mr/r; no 25 r y Ty6i; no "UepBoHa cuctemy thapmakoHarnagy (BBeLeHHS y3arasibHeHNX
1 1y6i B mavy,i 3 3ipka” AaHunx npo cuctemy thapmakoHarnsgy, 3amiHa
KapToOHY YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy
3anBHVIKa AN 34iiCHEHHS chapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
KOHTaKTHUX aHnX YNOBHOBaXXeHOI 0cobu, BiANOBIAA/IbHOT
3a 3fjiicHeHHs hapmakoHarnsagy
250. | CMHTOMIUN NiHIMeHT ons MAT Ykpaina MAT "Ximdpapm3zasoz YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/15277/01/02
H 30BHILUHLOrO "Ximchapmsa "UepsoHa 3ipka" - 3MiHM WoAao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenma
3acTocysaHHs, 100 BOA, BeeieHHs1 ab0 3MiHW 10 y3arasibHEHNX AaHux Npo
Mr/r; no 25 ry Ty6i; no "YepBoHa cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
1 1y6i B nayw,i 3 3ipka” [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa

KapTOHY

YNOBHOB&XXEHOT 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT ocobu 3 chapmakoHarnagy
3asBHUKa AN19 3AiicCHeHHs hbapmakoHarnagy B YkpaiHi,
SIKLL0 BOHA BigMIHHA Bif YNOBHOBaXKEHOI 0cobu,
BiNOBiAa/IbHOI 3a 3AjICHEHHA hapmakoHarnsay
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
MacTep-aiina cuctemu hapmakoHarnisay) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jificHeHHs hapmakoHarnsgy
251. | cPoON BIA cupon, no 100 mn abo [Op. Taiicc HimeuuunH [Op. Taiicc HatypBapeH HiMeuumHa | BHECEHHSsI 3MiH 0 peecTpayiiiHux MaTepiasis: 3MiHu | Tuny 6e3 UA/15367/01/01
KALUMKO ApP. no 250 My dhakoHi; HarypBapeH a 6X - 3MiHM WoAo 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenma
TAINCCA 3 no 1 dprakoHy 3 M6X - 3MiHV BHECEHI A0 IHCTpyKLUii NS MeguyHoro
EKCTPAKTO MipHUM CTaKaH4MKOM Y 3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ziny "MobiyHi
M NNHOLLA KapTOHHI Kopoobui peakuii" BiANOBIAHO A0 MaTepianiB AOCbE. 3MiHV B
iHhopMmauii 3 6e3nekn Ha nigcTaBsi ocTaTo4YHOT BepCii
MoHorpadii €sponelicbkoro Corsy Ha NUCTA nLa
(EMA/HMPC/325716/2017,8epcist 2) y po34ini iHCTPyKL,i
[ONs Me[MYHOro 3acTtocyBaHHs : «[MobiuHi peakuii». TepmiH
BBEJEHHS 3MiH NPOTAroM 6 MICALiB NicNia 3aTBepAKEHHS
252. | CONoOAKN cupon, 250 mr/5 mn, MAT Ykpaina MAT "Ximchapm3aBog, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/17190/01/01
KOPEHA no 100 mn y 6aHKax "Ximdhapmsa "UepBoHa 3ipka" - 3MiHM WoAo 6e3neku/edheKTNBHOCTI Ta chapmakoHarnagy. peyenma
cupon nonimepHmx Ne 1 a6o BOJ, BBeneHHs1 ab0 3MiHM A0 y3araslbHEHUX JaHWX Npo
6aHKax ckisHux Ne 1 "YepBoHa cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
3ipka” [aHunX npo cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnagy
3asBHUKa 419 3AiicCHeHHA hapmakoHarnagy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jlficHeHHs hapmakoHarnsay
253. | TAMOKCU®E | kpucTaniyHuii ToBapucTso YKpaiHa OJIOH C.IN.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUNy - UA/14996/01/01
HY UATPAT NMOpPOLLOK (CybCcTaHList) 3 - MOJAHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI
y NoABiAHNX 06MEeXeHoH €Bponeiicbkiii hapmakonei Ne R2-CEP 1995-016-Rev 05
nonieTuNeHoBMX BignoBiganb ons A®l, y Hacnigok 3MiH y MeToAuL KOHTPO/IO 3a
naketax gns HICTIO nokasHNKom “KisibkicHe BM3Ha4YeHHS"; 3MiHW iHAEKCY B
hapMaLeBTUYHOIO "apmaueBT afpeci BnacHuka ceptudiikata Ta agpeci BUpobHuka
3acTocyBaHHA NyHa NMPOMIXHOro NPoAyKTy 6e3 dakTUUYHOT 3MiHM TX MicLs
KOMMNaHis posTallyBaHHs. 3anponoHoBaHo: Strada Rivoltana Km 6/7
"3popos'a"” Italy-20053 Rodano, Milano
254, | ®EHTAHIN PO34MH ANS iH'EKLN, TOB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix matepianis: 3miHu |1 3a UA/5185/01/01
0,05 mr/mn, no 2 mn "XapkiBcbke 0bMexeHo UMy - 3MiHK 3 sKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. Cuctema | peyenmom
a6o no 10 mn B thapmaueBT BigNoBiga/IbHICTIO KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy
amnyni; no 5 amnyny N4yHe "XapkiBcbke yNaKoBKW FOTOBOrO NiKapcbKoro 3acoby (3MiHa
6nicTepi; no 1 abo 2, nignprvemMcTs thapmaueBTUUHe macw/o6'eMy BMICTy KOHTelliHepa 6arato030BOro
ab6o 20 6nicTepiB y 0 "300poB'sa nignpuemMcTso "340p0B'sA CTEpWILHOIO NikapcbKoro 3acoby (abo 0gHOA030BOr0,
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Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayitiHo2o

nocsi0o4YeHHs

3acoby

ynakoska)
KOpOO6Li 3 KApTOHY

Hapoay"

Hapopy"

4acTKOBOro BUKOPWCTaHHA) Ta 6aratof030B0ro
nikapcbKkoro 3acoby 6iosoriyHoro/iMyHoNoriYHoro
NOXOMKEHHS ANS NapeHTepasibHOro 3aCTOCYBaHHS) -
BBEJIeHHA [0AAaTKOBMX ynakoBok no 10 ma B amnyni; no 5
amnyn y 6nictepi; no 1, 2, Ta 20 6nicTepis y Kopob6Li, 6e3
3MiHM NEePBUHHOTO NakyBaslbHOro Marepiany, 3
BiANOBIAHVMMM 3MiHaMK [0 p. «YnakoBka» Ta n. «O6’em,
LLIO BUTAraeTbCsA». [JonyckaeTbCsa Npy nakyBaHHi
nNiKapcbKoro 3acoby B amnysu 3 KinbLem 31amy abo
TOUKOIO 3/M1aMy i HaCi4KOl He BknagaTu ckapudikaTop
amnynbHWiA. 3MiHM BHECEHI B po3ain "Ynakoska" B
IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3aco0y y 3B'A3Ky 3 BBEIEHHAM 40AATKOBOr0 po3Mipy
ynakoBku (amnynv no 10 mn), K HacnifokK - 3aTBepAKEHHS
TEKCTY MapKyBaHHs 40AATKOBMX YNaKOBOK JliKapCbKOro
3acoby. BBegeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPAKEHHS.

UA/14791/01/01

255.

®/TYKOHA3O
N-KP

kancynu no 100 wmr, no
7 abo no 10 kancyny
6nictepi; no 1
6nictepy y nauui 3
KapTOHY

MNAT
"Ximcpapmsa
BOA,
"YepBoHa
3ipka"

Ykpaina

MAT "Ximdhapm3sasog
"UYepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/edheKTUBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunxX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0C06Y, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnagy
3as9BHUKa 415 34iICHEHHSA hbapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-chaiina cuctemu hapmakoHarnisay) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapmakoHarnsgy

3a
peyermom

Ne 1 — 6e3

UA/14791/01/02

256.

®JTYKOHA3O
n-KpP

Tabnetku no 150 wr,
no 1 kancyniy
6nicTepi; no 1, a6o 2,
abo 4 6nictepn y
nadui 3 KapToHy

MNAT
"Ximcpapmsa
BOA,
"YepBoHa
3ipka"

YKpaiHa

MAT "Ximdpapm3sasoz,
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/eheKTUBHOCTI Ta thapmakoHarnagy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
cuctemy dhapmakoHarnsagy (BBefieHHs y3arasbHeHux
[JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0ocobu 3 chapmakoHarnagy
3asBHVIKa AN 34iiCHEHHS chapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
KOHTaKTHUX [aHnX YNOBHOBaXXeHOI 0cobu, BiANOBIAA/IbHOT
3a 3fjiicHeHHs hapmakoHarnsagy

BHECEeHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny

peyenma;

Ne 2, Ne 4 -
3a

peyenmom

3a

UA/14791/01/03

MAT

YkpaiHa

MAT "XimdpapmsaBog

YKpaiHa

257.

PJTYKOHA30

kancynu no 50 mr, no




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
n-KP 7 abo no 10 kancyny "Ximcpapmsa "YepBoHa 3ipka" - 3MiHM WoAo 6e3nekn/ethekTNBHOCTI Ta hapmakoHarnagy. | peyenmom
6nictepi; no 1 BO/, BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX NPo
6nictepy y nauui 3 "UepBoHa cuctemy thapmakoHarnagy (BBeAeHHS y3arasibHeHNX
KapTOHY 3ipka" JaHunx Npo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy
3asBHUKa 15 34iICHEHHS hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfANbHOI 3a 3[iICHEHHS hapmakoHarnsgy
(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-haiina cuctemu hapmakoHarnisay) - amMiHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jificHeHHs hapmakoHarnsgy
258. | UUTPAMOH- Tabnetku, no 6 abo no MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/2317/01/01
(0] 10 TabneTok y "PITOPAPM MRy - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkuii 3aci6. Cuctema peyenma
6nictepax; no 6 " KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa po3mipy
Tabnetok y 6nictepax, yrNaKkoBKW FOTOBOr0 NiKapCbKoro 3acoby (3MiHa KislbKOCTi
no 20 6nictepiB y oAvHMLUG (Hanpukiag TabneTok, ammnys TOLLO) B yNakoBsL,i:)
nauuj - 3miHa no3a Jiana3oHoM 3aTBEpPAXXEHNX PO3MIpiB
yNaKkoBKU - BBEAEHHSA A,04aTKOBOI ynakoBku Ne 120 (no 6
TabneTok y 6nictepi, no 20 6nicTepis B navLi).
259. | UUTPAMOH- Tabnetku, no 10 AT Ykpaina AT "ly6Hndhapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/12823/01/01
DOPTE TabneTtok y 6nictepax; "ly6HMdap TUMy - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenma:
no 10 TabneTtok y m" CTabinbHicTb. 3MiHa y TepMiHax NpUAATHOCTI abo ymoBax Ne 10; 3a
6nicTepi; no 10 36epiraHHsA roTOBOrO MiKapCbKoro 3acoby (36i/bLIeHHS peyenmom:
6nictepiB y nauui TepMiHy NpuAAaTHOCTI rOTOBOrO fikapcbKoro 3acoby) - Ansa Ne 100
TOProBoi ynakoBku (NiATBEPAXYETLCA JaHUMU PeasibHOro
yacy) 36inbLUEHHA TepPMiHYy NMPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3
2 pokiB [0 3 pokiB. BBeeHHs 3MiH MPOTAroM 6-Tu MicsL,iB
nicnsa 3aTBepKEHHS.
260. | LIAHOKOBA PO3YMH ANA iH'EKLN, MpusaTHe Ykpaina MpuBaTHe aKuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/12784/01/01
NAMIH 0,5 mr/mn; no 1 mn B akuioHepHe TOBapUCTBO "JIEKXiM - TMny - 3MiHK 3 skocTi. CepTudpikart BignosigHocTI/IE- peyenmom
(BITAMIH amnyni; no 10 amnyny | TOBapuCTBO Xapkis" cepTudikaT BignoBigHOCTI EBponeichkiii
B12) nauui 3 "J1ekxim - thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
neperopoakamu; Xapkis" OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYyHYEHHS

no 1 mn B amnyni; no 5
amnyn B 0fHO6IYHOMY
6nictepi; no 2
6nicTepy B navi

cepTudikaTa BiANoBiAHOCTI EBponeiickkili hapmakonei:
ana A®l; onsa suxigHoro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans

[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI

€Bponeiicbkiii hapmakonei) - OHoBNeHuiA cepTuddikaT Bif,
yXe 3aTBepKeHoro BUpo6Huka - MofgaHHA OHOB/IEHOrO
ceptugikaty signosigHocTi €E® R1-CEP 1998-140-Rev 04

(3aTBepmxeHo R1-CEP 1998-140-Rev 03), y 3B'a3ky 3i

3MIHOI Ha3BW 3aTBEPLKEHOro BUPO6HMKa AP]
LiaHokobanamiH (BitamiH B12) Ha Sanofi Chimie, France.
BHeceHHs 3MiH Ao po3giny MKA N3: «Cknag» fitoya
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

pepakuis: [itodi peqoBrHK: LjaHoko6anamiH (BitamiH B12)
— 0,5 mr (Bupo6HuuTBa hipmm SANOFI CHIMIE (for DSM
Nutritional Products Ltd, Switzerland), France)
lMponoHoBaHa pepakuisi: [itoyi pevyoBuHM: LiaHoKo6anami
— 0,5 mr Bupo6Huutea dpipmu SANOFI CHIMIE, France.
3MiHn | TUNYy - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpoNeChKii
thapmakonei/MoHorpadii. 3mMiHK1, NOB'A3aHi 3 HEOOXIAHICTIO
npvBeLEeHHs Y BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOi HaLioHasTbHOI
thapmakonei gepxasu €C (3miHa y cneumdikauisx,
nos's3aHa 3i 3miHamu B 1dY, abo EBponeiickkii
thapmakonei, abo iHLWil HalioHabHIl hapmakonei
nepxasu €C) NprBefeHHa cneuundikauii metoais
KoHTpoto APl fo BUMOr MoHorpadii EP, Ta K HacnifoK
BiANOBIAHI 3MiHM 3a NOKasHWKaMu: «laeHTudikayis»,
«CynpoBiJHi OMiLWKW». BBeAeHHSA 3MiH NpoTArom 3-x
MiCALIB MiCNA 3aTBEPLYKEHHS.

CynyTHS 3miHa - 3MiHuW 3 AkocTi. CepTudikart
BignosigHocTi/I E-cepTudikat BignoBigHOCTI EBponeiichkii
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3 HEOOXIAHICTO

npyBeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLWOI HaLioHa/IbHOI
hapmakonei gepxasu €C (iHWwi 3MiHN) MNprBeAeHHA
MeTOoZIB KOHTPO/0 Ta Ha3un APl go BUMOr MoHorpadil
€0, Ta AK HacNiAOoK BiANOBIAHI 3MiHM 3@ NOKa3HWKaMW:
«laeHTudikauis», «CynposifHi AOMILLKM», «BTpaTa B Maci
npu BUCYLLYBaHHI», «KinbKicHe BU3HA4YeHHs». 3MiHK
BHeceHi y po3gin "Ckiag" B iHCTPYKLitO0 NS MeAUYHOro
3acTOCyBaHHSA NikapCbKoro 3acoby Ta K Hac/ifokK -
BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS yNaKkoBKM
nikapcbKoro 3acoby. BeefeHHs 3MiH NpoTaromM 3-x MicsiLiB
nicns 3aTBeppkKeHHs.

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapmanieBTUYHOTr0 3a0e3neueHHs

Isan 3AZIBOPHUX
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