MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
30.09.2020 N
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N
N
N
]

IIpo Aep>kaBHY peecTpariilo (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/10riuHNX NpenapaTtiB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BiamnosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JikapCbKuUX 3aco0iB,
3aTBep/pKeHOro 1moctaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmkeHHs IlopsigKy [epKaBHOI peecTpalii (mepepeecTpariii)
miKapcbKuX 3acobiB i po3mipiB  300py 3a iX fAepKaBHY peecTpariifo
(riepepeecTpailito)», ab3a1ly ABaALATL CbOMOTO MiAMYHKTY 12 myHKTY 4 TTonoxeHHs
1npo MiHiCTepCTBO OXOpPOHM 370pOB’S YKpaiHW, 3aTBepKeHOro II0CTaHOBOIO
Kabinery MinicTpiB Ykpainu Big 25 6epe3nss 2015 poky Ne 267 (B pepakiiii
nocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizfcTaBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUuX MarepiaiiB JMiKapchbKUX 3aco0iB (MeAuUHUX
iMmyHobGiosioriuHMX  mperapariB), 10 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TPOBeJeHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 edheKTUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTH/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 [Jep>KaBHOI peectpaillii (mepepeecTpaiiii), 00
BHECeHHS1 3MiH [0 peecTpalliiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChKUX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTd) 3rifHO 3
riepesikoM (JoAaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperrapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauliiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
MKapcbKUX 3aco0iB YKpaiHM Ha JiKapchkKi 3aco0m (MeguuHi imyHoOiomoriudi
TriperiapaTH) 3TiJ{HO 3 MepeslikoM (JoAaTokK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTPOHB 3d BHKOHAHHAM IIBOI'O HdKad3y IIOK/IdACTH Hd 3dCTYITHHUKA

MiHicTpa OXOpOHM 3[40pOB’s YKpailHM 3 TMWTaHb €BPOMEMCHKOI iHTerparil
IBaiienka I.A.

MinicTp Maxkcum CTEITAHOB



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOI'O PEECTPY /IIKAPCbKNX 3ACOBIB YKPAIHU

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
30.09.2020 Ne 2220

KOMNaHis

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsi0YeHHs1

1. BAKTOJ/IOKC NOPOLLIOK A5 PO3UNHY CeHc IHAiA CeHc IHAiA peecTpauis Ha 5 pokiB 3a He UA/18346/01/01
ONs iH'ekuii no 1000 wmr; NabopaTopi NabopaTtopic MepioAnyHICTb MOAAaHHS perynsipHo peyenmom nionsizae
no 1 dpnakoHy y c Mert. Nita. MeT. iTA. OHOB/IOBAHOrO 3BITY 3 6e3neku,

KapTOHHIlA ynakoBL,i BiANOBIAHO A0 MOpPsAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxui
Haka3sy MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HayveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

2, BPUINAY EKO | kpanni ouHi, po3uuH, 2 dapmauesT Monbwa BapLuascbkuii Monbua peecTpauis Ha 5 pokis 3a He UA/18347/01/01
Mr/Mano 5 mny WNYHWIA 3aBOJ, hapmaLeBTUYHN MepioAnyHICTb MOAAHHSA perynsipHo peyenmom nionsizae
hnakoHi-kpanenbHULi 3 ‘“MONb®AP 11 3aBof OHOB/IOBAHOrO 3BITY 3 6e3neku,

KPULLIKOIO 3 rapaHTiiHUm MA” C.A. Monbtha AT BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
Kinbuem; no 1 a6o no 3 dhapmakoHarnsgy, 3aTBepkeHoro
(h/1aKOHM Y KapTOHHIl Haka3oM MiHicTepcTBa OXOPOHU 3400P0B’S
Kopoo6Li Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumujii
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370P0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4YeHUMU Y NepiognyHOCTI
NoJiaHHA peryasipHUX 3BiTiB 3 6E3NEKN.
3. OOKY3AT BOCKOMOZAi6Ha maca abo ToBapucTeo YkpaiHa CANTEK CnonyyeHi PeecTtpauis Ha 5 pokis - He UA/18343/01/01
HATPIIO nnacTiBLj (Cy6cTaHuin) B 3 IHOBACTPI3 IHK. LWratn nionsizae
NamiHOBaHNX 06MeXeHoto AmepurKm
nonieTuIeHoBmxX BignoBiganb
naketax gs HICTIO
hapmaueBTUYHOTO "PapmavueBT
3aCTOCYyBaHHSA nyHa
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UA/18348/01/01

EXIHALIEA
DAPKOC

Tabnetku; no 10
TabneTtok y 6nictepi, no
2 6nicTepn y KapTOHHIN
KopooLi

TOB
"papmaueBT
NyHa
KOMNaHis
"®apKoC"

YKpaiHa

TOB
"®dapmaueBTuUH
a KoMnaHis
"®apKoC"

YKpaiHa

peecTpadist Ha 5 pokis
MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’sA
YKpainm Big, 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTumLji
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y peaxkuii Hakasy MiHicTepcTBa
0XOPOHU 370P0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpoKamu, 3a3Ha4eHUMU Yy NepiognyHoCTI
NoJaHHsA peryaspHuX 3BiTiB 3 6e3neKu.

peyenma

UA/18349/01/01

EXIHALEA
DAPKOC

Tabnetky; in bulk 5000
TabneToK y KOHTeliHepi

TOB
"papmavesT
N4yHa
KOMnaHis
"®apKoC"

YkpaiHa

TOB
"®apmaLueBTUUH
a KoMnaHis
"®apKoC"

YKpaiHa

peecTpadis Ha 5 pokis
MepioAnyHICTL NOAaHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
hapmakoHarnagy, 3aTBepayKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’SA
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLiT
YKpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 370P0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMU y nepiognyHoCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.

3a

He

UA/18350/01/01

KE®MIM

MOPOLLOK A4/15 PO34NHY
Ons iH'ekuii no 1000 wmr,
no 1 conakoHy y
KapTOHHI ynakoBLi

CeHc
Na6opaTtopi
c MNer. Jta,.

IHais

CeHc
JNabopaTtopic
Met. /1T4.

IHais

peecTpauisi Ha 5 poki
MepiognyHICTb NOAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MNopsAaKy 3A4iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

peyenmom

3a

nionsieae

He

UA/18339/01/01

MO3ETPOKC

niodpinizaT 419 po3unHy
008 iH ekyiin no 1 mr, no
1 chnakoHy 3

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

PE/IAVIHC
nAA®
CAVHCEC

MNPAMBIT

IHAIA

PeecTpauis Ha 5 pokiB
MepioANYHICTL NOAAHHS PErynspHoO
OHOB/IHOBAHOrO 3BITY 3 6e3neky,

BiAnoBiAHO A0 MNopsaKy 34iNCHEHHs!

peyenmom

nionsieae

niocpinizatom B




5

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
KapTOHHI Kopo6Ly NIMITEL thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[10pOB’A
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumujii
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 370POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMHN Y NepiognyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neKkn
8. MO3ETPOKC niodpinizaTt 4N posumHy M.BIOTEK Benvka PENANHC IHAOIA PeecTtpauis Ha 5 pokis 3a He UA/18339/01/02
0N iH ek no 3,5 wmr, NIMITEL BpuTaHis NAN® MepioAnYHICTb NOAAHHST PErYNISAPHO peyenmom nidnsieae
no 1 dpnakoHy 3 CANHCEC OHOB/IHOBAHOIO 3BITY 3 6e3neku,
niocpinizatom B MPAMBIT BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
KapTOHHI KOpOOL;j NIMITEL, hapmakoHarnsiay, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpainm Big, 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
0XOPOHU 370P0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKaMu, 3a3Ha4YeHMN Y NePiogUYHOCTI
noAaHHsA perynsipHuX 3BiTiB 3 6e3neku
9. OHTAS3EH-2000 | nopoLUOoK A5 PO3YUHY CeHc IHais CeHc IHais peecTpaduis Ha 5 pokis 3a He UA/17128/01/02
ANA iH'ekuili no 2000 wmr; Na6opaTopi Na6opaTtopic peyenmom nionsizae
no 1 dpakoHy y c Mer. Jita. Met. Jita.
KaPTOHHII ynakoBLii
10. MAHAHIH TabneTku, BKPUTI BAT YropwmHa | KOHTPOJb SKOCTI, MonbLa/ peecTpadist Ha 5 pokis 6e3 nionsieae UA/18351/01/01
POPTE NAiBKOBOIO 060IOHKOID "lefeoH BMNYCK Cepil: YropuwmHa MepioAnyHICTb MOAaHHS perynsipHo peyenma
no 280 mr/316 mr; no 15 PixTep" TOB "TepgeoH OHOBJ/OBAHOrO 3BIiTY 3 6e3neku,
TabneTok y 6nictepi, no Pixtep BiANOBIAHO A0 MOPsAKY 34iACHEHHS
2, 4 abo no 6 6nicTtepis Monbwa", thapmakoHarnagy, 3aTBepaKeHoro
Y KapTOHHI ynakoBLi MonbLya; Haka3oM MiHicTepcTBa OXOPOHM 3[,0pOB’A
BMPOGHMLITBO Ykpaiuu Big, 27 rpygHa 2006 poky Ne 898,
Hepo3dacoBaHo 3apeecTpoBaHoro B MiHicTepcTBi tocTumujii
ro NPOAyKTY, Ykpainu 29 ciuHs 2007 poky 3a Ne
nepBuHHa 73/13340 (y peaxkuii Hakaly MiHicTepcTBa
ynakoBKa, 0XOPOHU 370POB'SA YKpaiHu Big, 26 BepecHs
BTOPVHHA 2016 poky Ne 996), cTaHOBUTb: 3riJHO 3i
yrnakoBKa, CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
KOHTPO/1b AKOCTI, NOAAHHSA PerynspHuX 3BiTiB 3 6e3neku.
BUNYCK cepil:
BAT "T'efieoH
PixTep",
YropLumHa
11. CATPALA® TabneTkn, BKPUTI TOB YkpaiHa NNABOPATOPIO Icnanis peecTpadist Ha 5 pokis 3a He UA/18352/01/01
NNiBKOBO 060JI0HKOH, "APTEPIYM C JIECBI, C.J1. [MepioAMYHICTb NOAAHHS PETYSIAPHO peuyenmom nidnsicae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
no 10 wr, no 14 nTta" OHOB/THOBAHOrO 3BITY 3 6e3nekwu,
Tabnetok y 6nictepi, no BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
2 6nictepu B navui hapmakoHarnsay, 3aTtBepLKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHVMN Y NePiogUYHOCTI
NnoJaHHsA peryasipHuX 3BiTiB 3 6e3neKu.
12. LLEE®PEMIM NOPOLLIOK A/151 PO3YUHY CeHc IHais CeHc IHais peecTpadis Ha 5 pokis 3a He UA/18353/01/01
Ons iH'ekuii no 1000 wmr, Nab6opaTtopi Nab6opaTtopic MepioAnYHICTb NOAAHHS PErynsipHO peuenmom nionsieae
no 1 pnakoHy y c Mert. Nita. MeT. NiTA. OHOBJOBAHOrO 3BiTY 3 6GE3NeKu,
KapTOHHI ynakoBLi BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’S
Ykpainu Bif 27 rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHU 310POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHVMN Y NepioguYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
13. LEE®PEMIM NOPOLLIOK A/151 PO3UYUHY CeHc IHais CeHc IHais peecTpauist Ha 5 pokis - He UA/18354/01/01
Ons iH'ekuii no 1000 wmr, Na6opaTtopi NabopaTtopic MepioAnYHICTb NOAAHHS PErynsapHO niosnsieae
in bulk: no 50 chnaxoHiB c Mer. JtA,. MeT. /1T4. OHOB/IIOBAHOrO 3BITY 3 6e3neku,
Y KapTOHHIil KOpOOLii BiANOBIAHO A0 MNopsaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’s
YKkpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKaMW, 3a3Ha4yeHVMN Y NepioguyYHOCTI
nofJaHHA perynsapHvX 3BiTiB 3 6e3neku.
14. YACHUKY nopoLuLoK (cybcTaHuis) y My6niuHe YkpaiHa My6niuHe Ykpaina PeecTpauis Ha 5 pokis - He UA/18345/01/01
CYLUEHOIo noaBIHNX akujioHepHe akKujioHepHe nionsieae
MOPOLLOK nonieTuneHoBmx TOBapuCTBO TOBapuUCTBO
naketax s "HaykoBo- "HaykoBo-
thapmaueBTUYHOro BVPOGHWYNIA BMPOGHUUMIA
3aCTOCyBaHHSA LieHTp LieHTp
"Bopuuariscb "BopLuariBCbkuii
KWIA XiMiKO- XiMiKO-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
hapmaneBT hapmaLeBTUYHN
WNYHWI 11 3aBoa”
3asofa”

FeHepanbHUA AUpPEKTOP
AunpekTtoparty hapmayeBTUYHOro 3a6e3neyeHHs 0.0. Komapiga




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

30.09.2020 Ne 2220

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIOJTOIN4YHX NPEMAPATIB), AKI

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. BPOHXOBA/N® | Ttabnetku no 30 mr, CaHpos CnoBeHis BMPO6HMLTBO in bulk, Himeuunna/ MepepeecTpauis Ha HeOGMeXeHWIA 6e3 nionsizae UA/9256/02/01
no 10 TabneTtok y PapmacbHoTi nakyBaHHs, BUMYCK cepii: MonbLua TEePMiH. peyenma
6nicTepi; no 2 Kans g.4. Cantotac ®apma MmbX, MepiognyHICTb NOAAHHA PerynspHoO
6nictepu B HimeyuunHa; OHOB/THOBAHOIO 3BITY 3 6e3nekwu,
KapTOHHI Kopo6Lli nakyBaHHs1, BUMYCK cepii: BiANOBIAHO A0 MopsAaKy 34iACHEHHS
Nek C.A., Nonbla hapmakoHarnagy, 3aTBepakeHoro
Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTulii Ykpainu 29
ciyHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognYHOCTI
nofaHHsA perynspHux 3BiTiB 3
6e3neku.
2. BPOHXO®IT HacTolika cknagHa, TOB YkpaiHa TOB "HaykoB0-B/pOGHMYa YkpaiHa MepepeecTpauis Ha HeOGMeXeHWA 6e3 nionsizae UA/3546/02/01
no 100 mn y 6aHui "HaykoBo- hapMaLeBTUYHA KOMNaHis TEPMiH peyenma
CKNsAHIW; no 1 6aHui BMPOGHMYA "EMM" BHeceHo oHOBNEHy iHhopMaLiiio B
B nayui; no 100 mny | dapmauesT IHCTpPYKUi0 ANA MeAnYHOro
6aHUi nonimepHiii; nyHa 3aCTOCYBaHHSA NikapcbKoro 3acoby
no 1 6aHui B navuy; KOMNaHis A0 posgainis "MpoTunokasaHHs",
no 100 mny "EAM" "B3aemogis 3 iHWVMU NikapcbKuMu
hNakoHi 3aco6amu Ta iHWi BUamM B3aemMogiii",
nonimepHomy; no 1 "Mepepo3sysaHHn", "MNo6i4HI peakuii”
chnakoHy B nauui Bi4MNOBIAHO A0 OHOB/IEHOT
iHchopMmaLii 3 6e3nekun girunx
PEYOBUH JiKApCbKOro 3acoby.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27 rpygHs




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuULii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riJHO 3i CTpoKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAaHHA perynsipHyX 3BiTiB 3
6e3neku
3. BECTIBO Tabnetku no 8 mr, TOB «TeBa YkpaiHa NOBHUIA LWKN: HimeuunHa/ MepepeecTpaLisi Ha HEOBMEXEHWIA 3a He UA/4059/01/01
no 10 TabneTtok y YkpaiHa» KataneHT HimeuunHa Bonrapis TEPMiH. peuyenmo nidnsieae
6nicTepi; no 3 LLopHaopd Mv6X, MepiognyHiCTb NOAAHHA perynsipHo M
6nictepu y Kopobui HimeuuunHa; OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
nepBuHHE, BTOPUHHE BiANOBIAHO A0 MopsAaKy 34iCHEHHS
nakyBaHHS, BUMYCK Cepii: thapmakoHarnsgy, 3aTBepAkeHoro
BankaHdapma-QynHuua Haka3zom MiHicTepcTBa OXOPOHU
AT, Bonrapis; 300pOB’A YKpaiHu Big, 27 rpyaHs
KOHTPO/1b Cepil (TiSTbKK 2006 poky Ne 898, 3apeecTpoBaHOro
MikpoGionoriuHe B MiHicTepcTBi tocTuuii YkpaiHu 29
TEeCTyBaHHs): ciyHs 2007 poky 3a Ne 73/13340 (y
BAB IHCTUTYT lirieHn Ta pepakuii Hakasy MiHicTepcTBa
3abesneyeHHs AKoCTi OXOPOHU 3710POB's YKpaiHu Big 26
mM6X, HimeuunHa BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HavYeHMM y NepiogNYHOCTI
NOAAaHHA perynspHuX 3BiTiB 3
6e3neku.
4, BECTIBO Tabnetku no 16 wmr, TOB «TeBa YkpaiHa NOBHUIA LWKN: Himeuunna/ MepepeecTpaLisi Ha HEOBMEXEHMIA 3a He UA/4059/01/02
no 10 TabneTtok y YkpaiHa» KataneHT HimeuunHa Bonrapis TEPMiH. peyenmo nidnsieae
6nicTepi; no 3 LLlopHaopd Mv6X, MepiognyHiCTb NOAAHHA perynsipHo M
6nictepu y Kopobui HimeuuunHa; OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
nepBuHHE, BTOPVHHE BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
nakyBaHHS1, BUMyCK cepii: thapmakoHarnsgy, 3aTBepAkeHoro
BankaHdapma-AynHuua Haka3zom MiHicTepcTBa OXOpPOHU
AT, Bonrapis; 3[,0pOB’sA YKpaiHu Big 27 rpyaHs
KOHTPO/Ib cepii (TiSIbKK 2006 poky Ne 898, 3apeecTpoBaHOro
MikpoGionoriuHe B MiHicTepcTBi tocTuLii YKpaiHu 29
TEeCTyBaHHs): CiyHs 2007 poky 3a Ne 73/13340 (y
BAB IHCTUTYT lirieHn Ta pepakuii Hakasy MiHicTepcTBa
3abesneyeHHs FAKocTi OXOPOHU 370P0B'A YKpaiHu Big, 26
'mM6X, HimeuyunHa BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMN y nepioguyuHoCTi
NnofaHHs perynsipHnX 3BiTiB 3
6e3neku.
5. BECTIBO Tabnetkn no 24 mr TOB «TeBa YkpaiHa NOBHUIA LWKN: Himeuunna/ MepepeecTpauisi Ha HEOBMEXEHWIA 3a He UA/4059/01/03
no 10 TabneTtok y YKpaiHa» KataneHT HimeyunHa Bonrapis TEPMiH. peyenmo nidnsieae
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(KOXHI 2 cawe
PO3’EAHYIOTLCA
MYHKTUPHOIO NiHi€l0)
B KQPTOHHIli Kopobui

"Oco6nuBi 3axogm 3 6e3nekn”,
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTI
ab6o rogyBaHHA rpyaar”, "MoobiyHi
peaxuii” iIHCTPYKLii ANna MeguyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby
BiAMNoBigHO 40 MaTepiasiB
peecTpavuiiHoro AOChbE.
MepiofnyHICTb NOAAHHS pPerynsipHo
OHOBJ/THOBAHOIO 3BITY 3 6e3neku,

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
6nicTepi; no 2 abo LopHaopd Mv6X, MepioguyHiCTb NOAAHHA PerynsipHo M
no 6 6nictepis y HimeuuunHa; OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
Kopob6ui; no 15 Catalent Germany BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
TabneTok y 6nictepi; nepBuHHE, BTOPUHHE hapmakoHarnsgy, 3aTBepaXeHoro
no 4 6nictepn y nakyBaHHs, BUMYCK cepii: Haka3zom MiHicTepcTBa OXOPOHU
Kopoo6Li BankaHndapma-AynHuus 300pOB’A YKpaiHu Big, 27 rpygHs
AT, Bonrapis; 2006 poky Ne 898, 3apeecTpoBaHOro
KOHTPO/Ib cepil (TiSIbKK B MiHicTepcTBi tocTuULii YKpaiHu 29
MiKpoGionoriyHe CiyHs 2007 poky 3a Ne 73/13340 (y
TeCTyBaHHS): pefakuii Hakasy MiHicTepcTBa
BAB IHCTUTYT lirieHn Ta OXOPOHU 3[10pOB's YKpaiHu Bif 26
3abes3neyeHHs AKoCTi BepecHsi 2016 poky Ne 996),
M6X, HimeyunHa CTaHOBUTb: 3riJHO 3i CTpoKamu,
3a3HavyeHMu y NepiognyHOCTI
NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
6. EKBATOP Tabnetkn, 20 mr/10 BAT YropwmHa BAT "lepfeoH Pixtep" YropwumHa MepepeecTpaLisi Ha HEOBMEXEHWIA 3a He UA/3211/01/02
mr no 10 TabneTok y "l'epeoH TEPMiH. peuyenmo nidnsieae
6nicTepi; no 1, abo PixTep" MepiognyHiCTb NOAAHHA perynspHo M
3, abo 6 bnicTepiB y OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
navui BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii YkpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 310POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavYeHMM y NepiognYHOCTI
NOAAaHHA perynspHuX 3BiTiB 3
6e3neku.
7. EHTEPOXXEPMI | nopoiok ans TOB YkpaiHa CaHodpi C.n.A. ITanisa MepepeecTpalis Ha HeobMeXeHw 6e3 nionsi2ae UA/4234/03/01
HA® CycCneHsii opasibHOI, "CaHodi- TEPMIH peyenma
Ne 10 (2x5):no 2ry ABeHTIC OHOB/IEHO iHGhopMaLito y po3ainax
calue; no 10 cawe YkpaiHa" "apmakonoriyHi BnacTmsocTi”,
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTtposaHoro
B MiHicTepcTBi tocTuii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMN y NepiognUYHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6e3neku
8. ENIPYBILUVH PO34MnH ANS IH'EKLN, Mepak HimeuunHa BTopuHHe nakyBaHHs, Himeuunna/ MepepeecTpauis Ha HeobMeXeHWiA 3a He UA/10941/01/01
MEAAK 2 mr/mn, no 5 mn, 10 | lesenbliagp MapKyBaHHS, KOHTPO/Ib Ta Yecbka TepmiH. OHOBJ/IEHO iHhopMmaLito B peyenmo niosisieae
M, 25 mn, 50 M, T cotop BUNYyCK cepil: Pecny6nika IHCTPYKUIT N8 MeguyuHoro M
100 mn 'y chnakoHi; KAiHiwe Megak esenbliadyt drop 3acTOCyBaHHS MikapCcbKoro 3acoby y
no 1 dpnakoHy B LWneuianbnp KNiHiwe po3ginax “lMNokasaHHA"
KopoobLi enapare Lneuianbnpenapare mM6X, (peparyBaHHsi TEKCTY),
M6X HimeuuuHa; "MpoTunokasaHHa", "OcobanBi
Brpo6HuyTBO “in bulk”, 3axoan 6e3nekn”, "Baaemogisi 3
nakyBaHHS, MapKyBaHHS iHWMMK NikapcbkuMKM 3acobamu Ta
Ta KOHTPO/b cepii: iHWi BMAW B3aemogijin", "OcobnmnsocTi
OHkoTek ®apma 3acTocyBaHHs", "Cnocio
MpogakwH MéX, 3acTocyBaHHA Ta fo3un” (iHpopmavis
HimeyuunHa; oo 6e3nekn), "MobivHi peakuii”,
MapkyBaHHS Ta BTOPUHHE "HecyMicHicTb" BignoBigHO A0
nakyBaHHs: OHOBNEHOT iHhopMaLii 3 6e3neku
Mega-IKC-IMpecc M'mbX, [it040i peYOBUHN.
HimeuunHa,; MepiognyHICTb NOJAHHA perynspHo
Bupo6bHuyTeo "in bulk", OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
nakyBaHHs, MapKyBaHHs BiANOBIAHO A0 MopsAaKy 34iCHEHHS
Ta KOHTPO/b Cepii: thapmakoHarnsgy, 3aTBepAkeHoro
OHKkomep, Haka3oM MiHicTepcTBa OXOPOHU
MeHblohekyepiHr a.c., 300pOB’A YKpaiHu Big, 27 rpyaHs
Yecbka Pecnyb6ika 2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii YkpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavYeHMM y NepiognYHOCTI
NOAAaHHA perynspHuX 3BiTiB 3
6e3nekn
9. 3EPOAON TabneTku, BKpUTI Inka IHAjisA Inka NabopaTopis NimiTes, IHAis MepepeecTpalis Ha HeobMeXeHw 3a He UA/10618/01/01
NNiBKOBOK JlabopaTtopis TEPMiH peyenmo nidnsieae




12

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
060s10HKOI0, No 100 Nimiten OHOB/eHO iHhopMaL,o y po3ginax M
mr; no 10 TabneTok "PapmakoTepanesTuyHa
y 6nictepi; no 1 abo rpyna'(yTouHeHHs iHdopmadii),
3 6nictepu y "MpoTrnokasaHHsA", "B3aemMogis 3
KapTOHHIN nauui IHLWMMK NiKapcbknMy 3acobamn Ta
iHWi BMAW B3aemogiin", "Ocob6nmnsocTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo rofyBaHHs
rpyAaare(yTouHeHHs iHdhopmauii),
"MepeposyBaHHs", "INo6i4HI peakuii”
IHCTPYKUIT AN MeguyuHoro
3aCcTOCyBaHHS NMikapCbKoro 3acoby
Bi4MNOBIAHO A0 OHOB/IEHOT
iHbopmaii woao 6esneku
3aCTOCYBaHHS Ait040T PEYOBUHM.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuULii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3
6e3nekn
10. KALUTAHY NOPOLLIOK MAT YkpaiHa ditochapm Kneka C. A. Monbua MepepeecTpaLisi Ha HEOBMEXEHWIA - He UA/15062/01/01
HACIHHSA (cybeTaHuis) y "Ximcpapmsa TEepPMiH nionsizae
EKCTPAKT noaBiiHNX BOA,
CYXWIA nonieTuIeHoBmxX "UepBoHa
naketax gs 3ipka"
dhapmaLeBTN4HOTO
3aCTOCyBaHHSA
11. KBAHIN rpaHynun 500 mr no KYCYM IHais KYCYM XENTXKEP MNBT IHais MepepeecTpauis Ha HEOOMEXEHNIA 3a He UA/14767/01/01
1,5ry cawe; no 10 XENTXKEP nTa TepmiH. OHOBJ/IEHO iHhopmaLito B peuyenmo niossieae
abo no 30 cawe y MBT NTA IHCTPYKLiT 418 MeguyHoro M

KapPTOHHI ynakoBLii

3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ainax "®apmakoTepaneBTuyHa
rpyna" (LWoAo Ha3sw),
"dapmMakosiorivyHi BAacTMBOCTI",
"Moka3aHHsa" (YTOYHEHHS
iHbopMmawii), "MpoTunokasaHHs",
"Oco6MBOCTI 3aCTOCYBaHHA",
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

"3acTocyBaHHs y nepios BariTHOCTI
abo rogyBaHHsa rpyaar”, "Aitn"
(peparyBaHHs), "Mo6ivHi peakuii”
BiANOBIAHO A0 iHhopmavi
pedhepeHTHOro /likapcbKoro 3acoby
(COMA3VHA®, po3uunH ans
nepopasibHOro 3aCTOCYBaHHS).
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyYHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6esneku.

12.

KO-AMJIECCA

Tabnetku, 8 mr/2,5
mr/10 mr no 10
Tabnetok y 6nictepi;
no 3 a6o 6, a6o 9
6nicTepiB y
KapTOHHI KopooLyi

KPKA, a.4.,
Hoso mecTto

CnoBeHis

BMPO6HMUTBO "in bulk”,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOS1b
cepii, BUNYyCK cepil:
KPKA, a.4., HoBo mecTo,
CnoseHis;
nepBrHHE Ta BTOPVHHE
naKyBaHHs:
KPKA, a.4., HoBo mecTo,
CnoBeHisi;
KOHTPO/b cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHisi;
nepBuHHE Ta BTOPVHHE
nakyBaHHs!, KOHTPOS1b
cepii, BUNYyCK cepil:
KPKA Monbwa Cn. 3 0.0.,
MonbLya;
nepBrHHE Ta BTOPVHHE
nakyBaHHs1, BUMYCK cepii:
TAL dapma M'm6X,
HimeyuunHa;
KOHTPO/b Ccepil :
TAL dapma M'm6X,
HimeuunHa,;

CnoseHis/
MonbLa/
HimeyunHa

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMiH.

OHoOB/EHO iHGhopmaLito B IHCTPyKL,i
A5 MeANYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby y po3ginax
"PpapmakosorivyHi BnactmsocTi",

"MokasaHHa" (pegaryBaHHs),
"MpoTmnokasaHHA", "B3aemopis 3
iHLWMMK nikapcbknmy 3acobamu abo
iHWi BMAW B3aemogiin", "OcobnmnsocTi
3acTocyBaHHS", "3acToCyBaHHs Y
nepiog BariTHoOcTi abo rofyBaHHs
rpyaar” (YyTouHeHHs), "Cnoci6
3acTocyBaHHs Ta 031" (YTOYHEHHS),

"Mepepo3yBaHHA", "T06IYHI peakuii”

040 6e3nekn 3acTocyBaHHS
Lir04YnX PevyoBUH NiKapcbKoro
3acoby.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,

BiANOBIAHO A0 MopsaKy 34iACHEHHS

hapmakoHarnsgy, 3aTBepaxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’sA YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHoro

3a
peyerimo
M

He
nionsieae

UA/14676/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
KOHTpPO/Tb B MiHicTepcTBi tocTulii Ykpainu 29
MiKpOOGIO/I0rivyHOT YNCTOTH ciuHs 2007 poky 3a Ne 73/13340 (y
cepii (y Bunagky pegpakuii Hakasy MiHicTepcTBa
KoHTposnio cepii TAL, 0XOPOHU 37,0P0B'A YKpaiHu Big, 26
dapma M'm6X): BepecHs 2016 poky Ne 996),
Na6op NC CE & Ko. KT, CTaHOBUTb: 3riJHO 3i CTpoKamu,
HimeuunHa 3a3Ha4YeHMMN y NepiognyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
13. KO-AMJIECCA Tabnetku, 4 mr/1,25 KPKA, a.4., CnoseHis BMPOGHMLTBO “in bulk", CnoseHis/ MepepeecTpauis Ha HeOBMEXEeHWIA 3a He UA/14676/01/02
mr/5 mr no 10 HoBo mecTo nepBuHHE Ta BTOPWHHE Monbwa/ TEPMiH. peuenmo nionsieae
Tabnetok y 6nictepi; nakyBaHHs1, KOHTPOJ1b HimeuunHa OHoBeHO iHdopMmaL,ito B IHCTpyKL,ii M
no 3 a6o 6, a6o 9 cepii, BUNyCK cepit: 0N MeMyYHOro 3acTocyBaHHS
6nictepiB y KPKA, a.4., HoBo mecto, nNikapcbkoro 3acoby y po3ainax
KapTOHHI Kopo6Lyi CnoseHis; "apmakonoriyHi BnacTmeocTi",
NnepBUHHE Ta BTOPUHHE "Moka3aHHA" (pegaryBaHHs),
nakyBaHHs: "MpoTmnokasaHHs", "B3aemopis 3
KPKA, a.4., HoBo mecTo, iHLWIMMK NikapcbkMmn 3acobamun abo
CnoBeHis; iHWIi BUAW B3aemopiit”, "OcobnBoCTi
KOHTPO/b cepii: 3acTocyBaHHs", "3acTocyBaHHA Y
KPKA, a.4., HoBo mecrto, nepiog, BariTHOCTi abo rogyBaHHs
CnoseHis; rpyaat” (YTouHeHHs), “"Croci6
nepBUHHE Ta BTOPWHHE 3aCTOCYBaHHA Ta 031" (YTOUHEHHS),
nakyBaHHs, KOHTPO/1b "MepeposyBaHHs", "MNo6i4HI peakuii”
cepii, BUNyCK cepit: LioA0 6e3nekn 3acTocyBaHHs
KPKA Monbwa Cn. 3 0.0., LiH0UnX PeyoBUH NiKapcbKoro
MonbLa; 3acoby.
nepBUHHE Ta BTOPUHHE MepiognyHICTb NOAAHHSA PerynsipHo
nakyBaHHs, BUMYCK cepil: OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
TAL ®apma M'M6X, BiANOBIAHO A0 MopsAaKy 34iCHEHHS
HimeuunHa; thapmakoHarnsgy, 3aTBepAkeHoro
KOHTPO/b cepii : Haka3zom MiHicTepcTBa OXOpPOHU
TAL ®apwma M'M6X, 300pOB’A YKpaiHu Big, 27 rpyaHs
HimeuunHa,; 2006 poky Ne 898, 3apeecTpoBaHOro
KOHTPO/b B MiHicTepcTBi tocTuuii YkpaiHu 29
MiKpPOGIO/I0rivYHOT YNCTOTH ciyHs 2007 poky 3a Ne 73/13340 (y
cepii (y Bunagky pepakuii Hakasy MiHicTepcTBa
KOHTponto cepii TAL OXOPOHU 310POB's YKpaiHu Big 26
dapma 'm6X): BepecHsi 2016 poky Ne 996),
Na6op NNC CE & Ko. KT, CTaHOBUTb: 3rigHO 3i CTpOKamu,
HimeuunHa 3a3HavYeHMuN y NepiognYHOCTI
NOAAaHHA perynspHuX 3BiTiB 3
6e3neku.
14. KO-AMJ/IECCA Tabnetku, 2 KPKA, a.4., CnoseHis BMPO6HMLTBO "in bulk", CnoseHisa/ MepepeecTpalis Ha HeobMeXeHw 3a He UA/14677/01/01
Mmr/0,625 mr/5 Mr no HoBo mMecTo nepBrHHE Ta BTOPUHHE Monbwa/ TEPMiH. peyenmo nidnsieae
10 Tabnetok y nakyBaHHs1, KOHTPOJ1b HimeyunHa OHoB/IEHO iHGhopmaLito B IHCTPYKL,i M

6nictepi; no 3 abo 6,
abo 9 6nictepiB y

cepii, BUNycK cepil:
KPKA, a.4., HoBo mecTo,

[ANs MeNYHOro 3acTOCyBaHHS
NiKapCbKOro 3acoby y posginax
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
KapTOHHI Kopo6Ly CnoBeHis; "apmakonoriyHi BnacTmBocTi",
nepBUHHE Ta BTOPUHHE "Moka3aHHs" (pegaryBaHHs),
nakyBaHHA: "MpoTunokasaHHs", "B3aemogis 3
KPKA, a.4a., HoBo mecTo, iHLWIMMKM NikapcbkMKn 3acobamun abo
CnoseHis; iHWi BMAW B3aemogiin", "OcobnmsocTi
KOHTpONb cepii: 3acToCyBaHHA", "3acToCyBaHHA Y
KPKA, a.4a., HoBo mecTo, nepiog, BariTHOCTi abo rofyBaHHs
CnoseHis; rpyaar” (yTouHeHHs), "Cnoci6
nepBrHHE Ta BTOPVHHE 3aCToCyBaHHA Ta A031" (YTOUYHEHHS),
nakyBaHHs1, KOHTPOJ1b "MepeposyBaHHs", "INo6i4HI peakuii”
cepii, BUNycK cepit: o0 6e3nekun 3acTocyBaHHS
KPKA Monbwa Cn. 3 0.0., LiH0UNX PEYOBUMH NiKapCbKoro
Monbuwa; 3acoby.
nepBUHHE Ta BTOPUHHE MepiognyHICTb NOAAHHSA pPerynsipHo
nakyBaHHs1, BUNYCK cepii: OHOB/IOBAHOrO 3BiTY 3 6e3neKu,
TAL ®apma M'M6X, BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
HimeuunHa; thapmakoHarnsgy, 3aTBepAXeHoro
KOHTPO/b cepii : Haka3om MiHicTepcTBa OXOPOHU
TAL ®apma N'M6X, 340pOB’A YKpaiHu Big, 27 rpygHs
HimeuuunHa; 2006 poky Ne 898, 3apeecTpoBaHoro
KOHTPO/1b B MiHicTepcTBi tocTuii Ykpainu 29
MiKpO6ioIoriYHOT YNCTOTH ciuHa 2007 poky 3a Ne 73/13340 (y
cepii (y Bunagky pepakuii Hakasy MiHicTepcTBa
KOHTponto cepii TAL, O0XOPOHW 37,0POB'sA YKpaiHu Big, 26
dapma 'm6X): BepecHsi 2016 poky Ne 996),
Nab6op NIC CE & Ko. KT, CTaHOBUTb: 3rigHO 3i CTPOKamu,
HimeuunHa 3a3Ha4YeHMMN y NepiognyuHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6esneku.
15. KO-AM/IECCA Tabnetku, 4 mr/1,25 KPKA, a.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoseHis/ MepepeecTpauis Ha HeobMeXeHuiA 3a He UA/14677/01/02
Mmr/10 mr no 10 HoBo mecTO nepBuHHE Ta BTOPUHHE Monbuwa/ TEPMiH. peyenmo niossieae
Tabnetok y 6nictepi; nakyBaHHs1, KOHTPO/1b HimeyuunHa OHOB/EHO iHGhopmaLito B IHCTPyKL,i M

no 3 a6o 6, a6o 9
6nicTepiB y
KapTOHHI Kopo6Lli

cepii, BUNyCK cepil:
KPKA, a.4., HoBo mecTo,
CnoseHis;
nepBrHHE Ta BTOPVHHE
naxyBaHHs:
KPKA, a.4., HoBo mecTo,
CnoBeHisi;
KOHTPO/b cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHisi;
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNYyCK cepil:
KPKA Monbwa Cn. 3 0.0.,
MonbLya;
nepBrHHE Ta BTOPVHHE

A5 MeANYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ginax
"PpapmakosnorivyHi BnactmsocTi",

"MokasaHHa" (pegaryBaHHs),
"MpoTmnokasaHHA", "B3aemopis 3
iHLWMMK nikapcbknumy 3acobamu abo
iHWi BMAW B3aemogiin", "OcobnmnsocTi
3acTocyBaHHS", "3acToCcyBaHHs Y
nepiog BariTHoOcTi abo rofyBaHHs
rpyaar” (YyTouHeHHs), "Cnoci6
3acTocyBaHHs Ta 031" (YTOYHEHHS),

"Mepepo3yBaHHA", "T06IYHI peakuii”

040 6e3nekn 3acTocyBaHHS
Lir04YnX PevyoBUH NiKapcbKoro
3acoby.
MepiognyHICTb NOAAHHA perynsipHo
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
nakyBaHHs, BUMYCK Cepil: OHOB/IIOBAHOTO 3BITY 3 6e3neku,
TAL dapma M'M6X, BiANOBIAHO A0 MopsAKy 3A4iNCHEHHS
HimeyuunHa; hapmakoHarnsgy, 3aTBepaKeHoro
KOHTpO/b cepii : Haka3om MiHicTepcTBa OXOPOHHU
TAL dapma M'M6X, 3[10pOB’A YKpaiHu Bif 27 rpyaHs
HimeuunHa; 2006 poky Ne 898, 3apeecTpoBaHoro
KOHTpPO/Tb B MiHicTepcTBi tocTulii Ykpainu 29
MiKpOOGIO/I0rivyHOT YNCTOTH ciuHs 2007 poky 3a Ne 73/13340 (y
cepii (y Bunagky pefakuii Hakasy MiHicTepcTBa
KoHTposnito cepii TAL, 0XOPOHU 37,0POB'A YKpaiHu Big, 26
dapma M'm6X): BepecHst 2016 poky Ne 996),
Na6op NC CE & Ko. KT, CTaHOBUTb: 3riJHO 3i CTpOKamu,
HimeuunHa 3a3Ha4YeHMMN y NepiognyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
16. KO-AMJIECCA Tabnetku, 8 mMr/2,5 KPKA, a.4., CnoseHis BMPOGHMLTBO “in bulk", CnoseHis/ MepepeecTpauis Ha HeOBMEXEeHWIA 3a He UA/14678/01/01
mr/5 mr no 10 HoBo mecTo nepBuHHE Ta BTOPUHHE Monbwa/ TEPMiH. peuenmo nionsieae
TabneTtok y 6nictepi; nakyBaHHs!, KOHTPOJ1b HimeuunHa OHoBeHo iHdopmaL,ito B IHCTpyKL,i M

no 3 a6o 6, abo 9
6nictepiB y
KapTOHHI KOpo6Lyi

cepii, BUNyCK cepit:
KPKA, a.4., HoBo mecTo,
CnoBeHisi;
nepBUHHE Ta BTOPUHHE
naxyBaHHs:

KPKA, a.4., HoBo mecrto,
CroseHis;
KOHTPO/b cepii:
KPKA, a.4., HoBo mecto,
CroseHis;
nepBUHHE Ta BTOPVHHE
nakyBaHHs1, KOHTPOJ1b
cepii, BUNyCK cepit:
KPKA Monbwa Cn. 3 0.0.,
MonbLya;
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMNYCK cepii:
TAL ®apma M'M6X,
HimeuuunHa,;
KOHTPO/b cepii :
TAL ®apma M'M6X,
HimeuunHa,
KOHTPO/Ib
MiKpO6IO/IOriYHOT YNCTOTH
cepii (y Bunagky
KOHTponto cepii TAL
®apma 'm6X):
Na6op NNC CE & Ko. KT,
HimeuunHa

AN MeiNYHOTO 3aCTOCyBaHHSA
nikapcbkoro 3acoby y po3ainax
"dapmakosiorivyHi BnacTuBocTi",
"Moka3aHHA" (pegaryBaHHs),
"MpoTmnokasaHHs", "B3aemopis 3
iHLWIMMKM NikapcbkMmn 3acobamun abo
iHWIi BMAM B3aemopiit”, "OcobanBoCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaato” (YTouHeHHs), “"Croci6
3acTocyBaHHsA Ta fo3n" (YTOYHEHHS),
"Mepepo3yBaHHA", "M06IYHI peakuii”
oo 6e3nekn 3acToCyBaHHs
Lir0UnX peyoBUH NiKapcbKoro
3acoby.
MepiognyHICTL NOAAHHA PerysispHoO
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuLii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavYeHMuN y NepiognYHOCTI
noAaHHA perynsipHyX 3BiTiB 3
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
6e3neku.
17. NAHCOMPON® | kancynu no 15 wr, HOBEN TypeyunHa NOBHUIA LMK TypeuunHa MepepeecTpaLisi Ha HEOBMEXEHWIA 3a He UA/3932/01/01
no 7 kancyny INAY CAHAIT BUPOGHNLTBA, TEPMIH. peyenmo nidnsizae
6nicTepi, no 2 abo 4 BE BiANOBIAabHWI 3a BUMYCK OHOB/IEHO iHGhopMmaLito y po3ainax M
6nictepn y TIOKAPET cepil: "B3aemogis 3 iHLWMMUW NiKapCbKUMN
KapTOHHIi ynakoBLy; ALLLL HOBE/ IIAY CAHAI BE 3aco6amu Ta iHLLi BUAW B3aEMOSIN",
no 14 kancyny TIOXKAPET A.LL., "Oco6nMBOCTI 3aCTOCYBaHHSA",
6nictepi, no 1 a6o 2 TypeuuunHa,; "Mepepo3yBaHHA", "T06IYHI peakuii”
6nictepn y BMPOGHMLTBO MiKponesneT: IHCTPYKLii 4Nns MegnyHoro
KapTOHHI ynakoBLi; Ynkap Kimia CaHai Be 3acToCyBaHHS NiKapcbKoro 3acoby
no 4 kancynny TipxapeTt A.LL., Bi4NOBIAHO 4,0 OHOB/IEHOT
6nicTepi, no 1 TypeyunHa iHchopMmawii Lwopao 6esnekm
6nictepy y 3aCTOCYBaHHSA Ait0HO0T PEYOBUHN.
KapTOHHII ynakoBLi MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepioguyuHoCTI
noJaHHA perynspHux 3siTiB 3
6e3neku.
18. NAHCOMPON® | kancynu no 30 wmr, HOBEN TypeyunHa MOBHWI LMK TypeuunHa MepepeecTpauis Ha HEOOMEXEHNIA 3a He UA/3932/01/02
no 7 kancyny INIAY CAHAI BMPOGHULITBA, TEPMIH. peuyenmo niossieae
6nicTepi, no 2 abo 4 BE BiZJNOBIAANbHWIA 32 BUNYCK OHOoB/EeHO iHhopMmaL,lo y po3sginax M
6nictepn y TIODKAPET cepit: "B3aemMogisi 3 iHLWMMM NiKapCbKUMMN
KapTOHHI ynakoBL; A.LL. HOBE/ IIAY CAHAI BE 3acobamu Ta iHWi BUAmM B3aemMogiii",
no 14 kancyny TII>KAPET A.LL., "Oco6nMBOCTI 3aCTOCYBaHHSA",
6nictepi, no 1 a6o 2 TypeuunHa,; "Mepepo3yBaHHA", "T06IYHI peakuii”

6nictepu y
KapTOHHIlA ynakoBLy;
no 4 kancynuny
6nicTepi, no 1
6nictepy y
KapPTOHHI ynakoBLii

BMPOGHMLTBO MiKponeseT:
Ynkap Kimia CaHal Be
TigpxapeTt A.LL.,
TypeyunHa

IHCTPYKUIT AN MeguyHoro
3acTOCyBaHHSA NiKapCbKoro 3acoby
Bi4MOBIAHO A0 OHOB/IEHOT
iHchopMmalii Lwoao 6e3nekm
3acToCyBaHHSA Ail040l PEYOBUHN.
MepiofnyHICTb NOAAHHS PerysipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiZiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
B MiHicTepcTBi tocTulii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pegpakuii Hakasy MiHicTepcTBa
0XOPOHU 37,0P0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riJHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
19. NOM®JIOKC TabneTkn, BKpUTI Inka IHais Inka NlabopaTtopis NimiTes IHais MepepeecTpauis Ha HeOBMEXEeHWIA 3a He UA/0243/01/01
nNiBKOBOKO Nab6opaTtopi3 TEPMiH peuenmo nionsieae
o060510HKot0, no 400 Nimiten OHoBEHO iHGOpMaLito B IHCTPYKLT M
Mr, no 5 TabneTok y [ANA MeANYHOro 3acToCyBaHHs
6nictepi; no 1 nNikapcbkoro 3acoby y po3ainax
6nictepy B "MokasaHHs", "B3aemogist 3 iHwmnmn
KapTOHHI ynakoBL; nikapcbkMun 3acobamu Ta iHLWi BUau
no 5 tabnetok y B3aemogijin", "OcobmBocTi
6nictepi; no 1 3acTocyBaHHs", "Cnoci6
6nictepy B 3acTocyBaHHs Ta fo3u", "MobiyHi
KapTOHHII ynakoBL; peaxuiii" BignoBigHO [0 OHOB/IEHOT
no 4 ynakoeku B iHchopmawii Wwoao 6esnekmn gitoyor
KapTOHHI Kopo6Lyi peyvoBUHM.
MepiofnyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpPOKamu,
3a3Ha4YeHMMN y NepioguyuHoCTI
noJaHHA perynspHux 3siTiB 3
6e3neku
20. NOPATAAVH NMOPOLLIOK ToBapucTBO YkpaiHa KALINA IHais MepepeecTpauis Ha HEOOMEXEHNIA - He UA/15299/01/01
(cybcTaHuis) y 3 PAPMACBLIOTUKANS TEPMiH niossieae
noaBiNHNX 06MeXeHo NIMITEL
nonieTuIeHoBMX BignoBigasib
Milkax ons HICTIO
hapmaLleBTUYHOro "dPapmaLeBT
3aCTOCyBaHHSA nyHa
KOMMaHis
"3p0pos's”
21. MYNIMEH Kpansni opasibHi, No Bionoriwe HimeyunHa Bionoriwe Xanbmitrens HimeyunHa [NepepeecTpauis Ha HEOOMEXEHNI 6e3 nidnsieae UA/3698/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
50 MmNy donakoHi- Xaiinbmitre Xeenb M'M6X TEepPMiH peyenma
KpanesbHui; no 1 nb Xeernb OHOB/EHO iHGhopmaLito B IHCTPyKLi
dNakoHy- 6X 015 MenYHOro 3acTocyBaHHA
KpanenbHuLi y nikapcbKoro 3acoby y po3gini
KOpOO6L 3 KAPTOHY "MokasaHHA" Ta IHLWKX po3ainax
"MpoTunokasaHHsa" , "Oco6MBOCTI
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo rofyBaHHs
rpyaato” (YTouHeHHs iHdhopmauii)”,
"Cnoci6 3acTocyBaHHs Ta go3un"
(yTouHeHHs iHdhopMmaLii) BignoBigHO
[0 MaTepianis peecTtpaviiHoro
[0CbE.
MepiognyHICTb NOAAHHSA pPerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognyuHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6e3neku
22. HILEProniH NOPOLLIOK BE3 Xopsartis TEBA Yex IHgacTpis c.p.o. Yecbka MepepeecTpauis Ha HeobMeXeHuiA - He UA/15078/01/01
(cybeTaHuis) y dapmaxem Pecny6nika TEPMiH niossieae
nonieTnIeHoBuxX 4.0.0.
naketax gns
dhapmaLeBTN4HOTO
3aCTOCyBaHHSA
23. NMPOKTO3AH® Masb no 20 ry Ty6i; CTALA HimeyunHa CTALA ApuHainmittesb HimeuunHa MepepeecTpauis Ha HEOOMEXeHNIA 6e3 nidnsieae UA/2602/02/01
no 1 Ty6iy ApuHaimitt Al TepMiH. 3MiHu | TUNYy - 3MiHK WoA0 peyenma
KOMMNEKTi 3 enb Al 6e3nekun/edekTBHOCTI Ta

annikatopom y
KapTOHHI Kopo6Lyi

hapMakoHarnisgy. 3miHa y KopoTkil
XapaKTepucTuLli nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta IHCTpYKLi Ans
MeJMYHOro 3aCTOCyBaHHSA Ha
nifcTaBi perynspHo OHOBJ/THOBAHOIO
3BiTY 3 6e3nekun NikapcbKoro 3acoby,
abo JocnimkeHb 3 6e3nekn
3acTocyBaHHS NiKkapcbKoro 3acoby B
nicnspeecTpawiiinii nepioa, abo sk
pe3y/ibTaT OLiHKM 3BiTY 3
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

JocnifpKeHb, NpoBefeHNX
BiANOBIAHO A0 NnaHy negiatpuyuHmnx
pocnigkeHb (PIP) (3MiHy y3rogpkeHo

3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHoMm) 3MiHU BHECEHO [0

IHCTPYKUiT 4Nns MeanyHoro

3acTOCyBaHHS Nikapcbkoro 3acoby

[0 po3zinis: "Oco6/MBOCTi
3actocyBaHHs", "lNepeno3yBaHHA",

"Mo6iyHi peakwii" BigNoBigHO A0
OHOB/EHOT iHthopMaLi 3 6e3neku
3aCTOCYBaHHS Aito4oi Ta AONOMDKHOT
PEYOBVH.
MepiognyHICTb NOAAHHSA pPerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognyuHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6esneku.

24,

NMPOTE®NA3IA
®

cynosuTopii, no 5
cynosuTopiiB no 3 1
y 6nictepi, no 1, abo
2, abo 3 6nictepu y
nauui 3 KapToHy

TOB "HBK
"Ekocpapm”

YkpaiHa

TOB "®apmekc Npyn",
YKpaiHa,;

TOB "HBK "Exocphapm"
Ykpaina

YkpaiHa

MepepeecTpauisa Ha HEOOMEXEHNIA
TEPMiH
MepiofnyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpPOKamu,
3a3Ha4YeHMMN y NepioguyuHoCTI
noJaHHA perynspHux 3siTiB 3
6e3neku

3a
peyerimo
M

He
nionsieae

UA/4220/02/01

25.

CANOPAJbK

cynosuTopii

Ap. Pasibk

HimeyunHa

BignosiganbHWii 3a BUNycK

Himeyunna/

[MepepeecTpauis Ha HEOOMEXEHNI

3a

He

UA/3745/03/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

pekTanbHi no 500
Mr; no 5
CynosuTopiiB y
CTpuni; No 2 cTpunm
B KOpPOO6Li 3 KApPTOHY

dapma
M6X

cepiii KIHLEBOro NPoAayKTy
Ta a/ibTepHaTNBHE
BTOPWHHE NaKyBaHHS:
[Op. danbk dapma MNv6X,
HimeuunHa,
Brpo6Huk fo3oBaHoi
chopmu, NepBUHHE Ta
BTOPWHHE NaKyBaHHS:
Bichop CA
LiBaiiHigepnaccyHr
Megixemi ETTiHreH,
LLisefiuapis

LLiBefiuapis

TEPMiH.

OHOBNEHO iHhopMmaLLito B IHCTPYKLT
A5 MeNYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby B po3ginax

"Cknaf" (pegaryBaHHsi TEKCTY 6e3
3MiHY iHchopmawii),
"GapmakoTepanesTnyHa rpyna”
(peparyBaHHs TeKCTy 6€3 3MiHK
Kogy), "®apmakonoriyHi
B/1ACTMBOCTI" (pefaryBaHHs TEKCTY),
"Moka3aHHsA" (YTOYHEHHS
iHhopmawii), "B3aemogisi 3 iHWnmmn
nikapcbkMu 3acobamu Ta iHLWi BUau
B3aemogii”, "OcobmBocTi
3acToCyBaHHA", "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaao” (pegaryBaHHsl TEKCTY Ta

YTOUHEHHS iHdhopmaLii), "3aaTHicTb

BMN/IMBATY Ha LUBMAKICTb peakLii npn

KepyBaHHi aBTOTpaHcnopTom abo
IHLWMMK MexaHi3mamn”
(peparyBaHHS TEKCTY Ta YTOUHEHHS
iHbopmawii), "Cnoci6 3acTocyBaHHs
Ta no3un" (pefaryBaHHs TEKCTy Ta
YTOYHEHHS iHhopMaii),
"Mepepo3yBaHHA", "T06IYHI peakuii”
BiAMNOBIAHO A0 maTepianis
peecTpauiiHoro JoChE.

MepiognyHICTb NOAAHHSA pPerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,

BiANOBIAHO A0 MopsAaKy 34iACHEHHS

thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHoro

B MiHicTepcTBi tocTuLii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyUHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6e3neku.

peyerimo
M

nidnsieae

26.

CANO®DANNDbK

cynosuTopii
pekTasibHi no 1000
Mmr; no 5
cynosuTopiiB y

[Op. danbk
dapma
M6X

HimeuunHa

BignoBiganbHuii 3a BUMycK
cepiii KIHLEBOro NPOAYKTY
Ta a/ibTepHaTNBHE
BTOPUHHE NaKyBaHHS:

Himeuunna/
LLiBeiuapis

MepepeecTpalis Ha HEOOMEXEHNIA
TEPMiH.
OHOBNEHO iHhopMmaLLito B IHCTPYKLT
[ON15 MeMYHOro 3acToCyBaHHSA

3a
peyerimo
M

He
nionsieae

UA/3745/03/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

cTpuni; no 2 abo 6
CTpunis B KOpo6L,i 3
KapTOHY

Op. dansk ®apma MNv6X,
HimeyuunHa,;
Brpo6Huk fo3oBaHoi
chopmu, NepBUHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPONb AKOCTI:
Bichop CA
LigaiiHigepnaccyHr
Megixemi ETTiHreH,
LLiBeiuapis

nikapcbKoro 3acoby B po3ginax
"GapmakoTepanesTnyHa rpyna”
(peparyBaHHs TekCTy 6e3 3MiHn
Kopy), "®apmakosnoriyHi
BNacTMBOCTI" (pefaryBaHHs TEKCTY
YTOUHEHHS iHchopmauii),
"Moka3aHHA" (YTOYHEHHS
iHbopmawii), "B3aemogisi 3 iHWnMu
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogii", "OcobmMBoCTi
3acTocyBaHHSA", "3acTocyBaHHA nig,
yac BariTHOCTi abo rogyBaHHs
rpyaar” (pefaryBaHHs TekCTy Ta
YTOUHEHHS iHthopMmaLi), "3aaTHicTb
BNAMBaTV Ha LUBUAKICTb peakujii npu
KepyBaHHi aBTOTpaHCcnopToM abo
HWMMK MexaHi3mamun”
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHchopmawii), "Cnoci6 3acTocyBaHHS
Ta [o3un" (pefaryBaHHsA TEKCTy Ta
YTOUHEHHS iHchopmauii),
"MepepnosyBaHHa" , "MNo6ivHi peakuii”
Bi4NoBigHO A0 maTepianis
peecTpaLinHoOro 4oChE.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTsepAxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuULii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.

27.

CANNODPANBK

cynosuTopii
pekTanbHi no 250
Mr; no 5
CynosuTopiiB y
CTpuni; No 2 cTpunu
B KOpOOLIi 3 KapTOHY

Op. danbk
Papma
mM6X

HimeyunHa

BignosiganbHuii 3a BUNycK
cepiil KIHLEBOro NpoayKTy
Ta afibTepHaTUBHe
BTOPUHHE NaKyBaHHSA:
[Op. danbk dapma M6X,
HimeuunHa,
Bupo6bHWK fo30BaHOT
dopmu, NepBrHHE Ta

Himeuunna/
LLiBeiuapis

MepepeecTpaLisi Ha HEOBMEXEHWIA
TEPMiH.

OHOB/EHO iHhopmaLito B IHCTPYKLT
[ANA MeANYHOro 3acToCyBaHHs
niKapcbKoro 3acoby B po3ginax

"Cknag" (pefaryBaHHs TeKCTy 6e3
3MiHK iHchopmai),
"®GapmakoTepanesTuyHa rpyna”

3a
peyenmo
M

He
nidnsieae

UA/3745/03/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

BTOPWHHE NaKyBaHHS:
Bidhop CA
LisainHigepnaccyHr
Megixemi ETTiHreH,
LLiBeiiuapis

(peparyBaHHs TekcTy 6e3 3MiHn
Koay), "®apmakonorivHi
BNaCTUBOCTI" (pefaryBaHHs TEKCTY),
"Moka3aHHA" (YTOYHEHHS
iHbopmawii), "B3aemogisi 3 iHWnMu
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogii", "OcobmBoCTi
3aCcToCyBaHHS", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar” (pefaryBaHHs TekCTy Ta
YTOUHEHHS iHthopMmaLi), "3aaTHicTb
BNAMBaTV Ha LWBUAKICTb peakujii npu
KepyBaHHi aBTOTpaHcnopToM abo
IHWMMK MexaHi3mamn”
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHchopmawii), "Cnoci6 3acTocyBaHHS
Ta [o3un" (pefaryBaHHsA TEKCTY Ta
YTOUHEHHS iHchopmauii),
"MepeposyBaHHs", "INo6i4HI peakuii”
BigNoBigHO A0 maTepianis
peecTpaLinHOro 4OChE.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTsepAxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuULii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAaHHA perynsipHyX 3BiTiB 3
6e3neku.

28.

CPIB/NTIA
NPOTEIHAT

NMOPOLLIOK
(cybeTaHuin) y
nonieTNeHoBux
Millkax ons
dhapmaLeBTUYHOrO
3aCTOCYyBaHHSA

TOB "UcTokK-
Mnioc"

YKpaiHa

NNTABOPATOPIOC
APTEHO/ C.J1.

IcnaHis

MepepeecTpaLisi Ha HEOBMEXEHWIA
TEPMiH

He
nidnsieae

UA/15283/01/01

29.

CTPENCIIC®
nnoc

cnpeii OpoOMYKO3HWIA;
no 20 mn y donakoHi
3 403yHUUM
NpPUCTPOEM; Mo 1
h1akoHy B

PekkiTT
BeHkizep
Xenckep

IHTepHeLLHN

Nimiteq

Benuka
BpuTaHia

Nendapm Bnagen B.B.

Higepnangn

MepepeecTpaLisi Ha HEOBMEXEHWIA
TEPMIH
OHoBneHa iHhopMmaLis 3 6e3neku B
IHCTPYKLiT 418 MeguyHoro
3aCTOCyBaHHS /ikapcbkoro 3acoby y

6e3
peyenma

nionsieae

UA/6372/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi04YeHHs

KapTOHHI Kopo6Ly

po3sginax "®apmMakosoriyHi
BNACTMBOCTI" (YTOUHEHHS
iHchbopmawi), "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo royBaHHs
rpyaar” (YyTouHeHHs iHdbopmad,i),
"Cnoci6 3acTocyBaHHs Ta go3un"
(yTOUHeHHs iHchopmadi), "To6iuyHi
peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro JoChE.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMN y NepiognYHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6e3neku

30.

CYPBAHTA

cycneHsis ans
iHTpaTpaxeasbHOro
BBe/leHHsA no 25
mr/mn no 4 mn a6o 8
MY CKNSAHOMY
chnakoHi; no 1
dNakoHy B
KapTOHHI Kopo6Lyi

E66Bi
Biochapmach
oTikan3
6X

LLBeiuapis

E66BI IHK.

CLIA

MepepeecTpalis Ha HEOOMEXEHNIA
TEpPMiH
MepiofnyHICTb NOAAHHS pPerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepioguyuHoCTI
noJaHHsA perynspHux 3siTiB 3
6e3neku

3a
peyerimo
M

He
nionsieae

UA/11404/01/01

31.

TA®DNYNPOCT

nactonogibHa onis
(cybcTaHuis) y
CKNAHMX hnaKkoHax
ans

Yemo
I6epika, C.A.

Icnanis

IHaycTpiane Kimika, c.p.n.

ITanis

MepepeecTpauis Ha HEOOMEXeHNIA
TEPMiH

He
nionsieae

UA/15185/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
dhapmaLeBTU4HOTO
3aCTOCyBaHHSA
32. TPAHCTON PO34UnH ANS iH EKLiN AypobiHao IHAjsa Aypo6ingo ®apma Jlimites, IHAiA MepepeecTpauis Ha HeobMeXeHuiA 3a He UA/14651/01/01
100 mr/mn, no 5 mn Papma /114 - FOHIT IV TEPMiH peyenmo niossieae
B amnyni, no 6 MepiognyHiCTb NOAAHHA perynsipHo M
amny B KApPTOHHIl OHOB/IIOBAHOrO 3BIiTY 3 6Ge3NeKu,
Kopoo6Li BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpPOKamu,
3a3Ha4YeHMMN y NepioguyuHOCTI
noJaHHA perynspHux 3siTiB 3
6esneku.
OHoBEHO iHGOpMaLito B IHCTPYKLT
[ANA MeANYHOro 3acToCyBaHHs
nikapcbkoro 3acoby y po3ainax
"dapmMakosorivyHi BnacTuBoCTi"
(yTouHeHHs), “MNoka3aHHA"
(peparyBaHHs1), "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn* (yTOUHeHHs),
"Mo6iuHi peakui™, "HecymicHicTb"
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gitoyoi
peyoBUHM
33. ®/IABAMEA® TabneTky Wwunyyi no BEP/NIH- HimeyuunHa BUpO6HMK, L0 BUKOHYE HimeuunHa MepepeecTpauis Ha HEOOMEXEHNIA 6e3 nidnsieae UA/3591/03/01
MAKC 60 mr no 10 XEMI Al BMPOGHMLTBO “in bulk", TepPMiH peyenma
TABNETKA Tabnetok y Ty6i; no nakyBaHHs1, KOHTPO/1b MepiognyHICTb NOAAHHA perynspHo
wmnydi 1 Ty6i B KApTOHHIl SIKOCTI: OHOB/IIOBAHOrO 3BIiTY 3 6GE3NeKU,

KOpoo6Li

Fepmec ApuHaiimiTTens
M6X, HimeyunHa;
BMPOGHWK, WO BUKOHYE
BMNYCK Cepil:
Bepnin-Xemi AT,
HimeyunHa

BiANOBIAHO A0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHiCTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuULii YKpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'st YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTpoKamu,
3a3Ha4YeHVMM Y NepiogNYHOCTI
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs

NOAAaHHSA perynsipHrX 3BiTiB 3
6e3neku

FeHepanbHUN AUpeEKTOop

AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU 1O
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
30.09.2020 Ne 2220

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

L-TUPOKCUH
100 BEP/1IH-
XEMI

Tabnetku no 100 Mkr
no 25 TabneTok y
6nicTepi; no 1 a6o 2,
abo no 4 6nictepu B
KapTOHHI KOpoOL;i

BEPNIH-XEMI
Al

HimeyunHa

BEPNIH-XEMI AT,
HimeyunHa
(Bpo6HMLTBO "in bulk"
Ta KOHTPO/Ib cepii;
nakyBaHHS!, KOHTPO b Ta
BUMYCK Cepild)

HimeyunHa

BHECEHHS 3MiH [0 peecTpauliiiHnx maTepianis:
3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLiT 415 MenYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun Nikapcbkoro
3aco6by, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviiiHvii nepios,
abo K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
NpoBeAEeHVX BignoBigHO 40 MaHy negiaTpuydHnx
pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBAXKEHVM OPraHoM) - 3MiHW
BHECEHI [0 iHCTPYKLi AN MeguyHoro
3aCTOCYBaHHS ikapcbkoro 3acoby y po3ain
"Oco6/1MBOCTi 3aCTOCYBaHHS" BIAMNOBIAHO A0
OHOB/EHOI iHhopMaLii Woao 6e3nekn gitouyoi
peyoBunHU. BBEAEHHS 3MiH NPOTAroM 6-T MicsLiB
nicns 3aTBepaKeHHS.
3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI
Ta hapmakoHarnsaay (iHwi 3miHu) - 3mMiHU Jo
po3sgainy “MapkyBaHHsA" B 3aTBEpAKEHHUX MKA 13.
3anponoHoBaHo: MapKyBaHHs. 3rifHo i3
3aTBEPAKEHNM TEKCTOM MapKyBaHHS. 3MiHU
BHECEHI 10 TEKCTY MapKyBaHHS yNakoBKM
NikapcbKoro 3acoby LO0A0 3a3HaYEHHS Ha
ynakoBLi 0AMHNLb BUMIptOBaHHSA Sl. BBeAeHHs
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPAXEHHS

3a
peyenmom

UA/8133/01/01

ABACTUH®

KOHLUeHTpaT ans
PO34uHy ANs iHQy3ilA,
100 mr/4 mn; no 4 mn
(100 mr) a6o 16 mn
(400 wr) y chnakoHi; no
1 chnaxoHy B
KapTOHHI Kopo6Li

®.XodhcpmaHH-
Na Pow it

LBeiiuapis

Brpo6HMLTBO
Hepo3acoBaHol
npoayKujii, NnepBuHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTi Ta
BUMYCK cepil:

Pow fiarHocTuke MmM6X,

HimeuunHa/
LLiseiiuapisi/
CLA

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AiNbHUL (BKNHOYAKUN [iNbHAL ANS
A®I, NPOMIXHOro NPoAYyKTY abo rotToBoro
nikapcbKoro 3acoby, AiNbHULI ANs NpoBefeHHS
nakyBaHHs, BUPO6HWMKa, BignoBifanbHOro 3a
BUMYCK CepiiA, MicLie NPOBEeAEHHSI KOHTPOSIHO cepii)
a60 nocrtavyasibHMKa BUXiAHOTO MaTepiany,
peareHTy abo JONOMDKHOI PEYOBUHY (SIKLLO

3a
peuyenmom

UA/16665/01/01
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Ne

Hassa

Tabnetku y 6nictepi,
no 1800 6nicTepiB y
KapTOHHI KopooLli

[0 po3giny “MapkyBaHHs" MKA N13:
3anponoHoBaHo: MAPK/IPOBKA B cooTBeTCTBUM
C YTBEPXAEHHbIM TEKCTOM MapKMPOBKU.
MapkupoBka an1sa ynakosku in bulk npunaraetcs.
OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLlii
{040 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepayKeHHs

®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
HimeyvunHa; 3a3HayeHo y [OCbE) - 3a PilleHHAM 3asBHUKa,
Bupo6bHMLTBO BWUTYYEHHS BUPOOHMYOT AinbHUL IKeHeHTekK IHK. 1
Hepo3sdacoBaHol [HA Bei, nisgeHb Can-®paHumcko CA 94080,
npoAykKLuii, nepBuHHe CLUA 3 Bpo6HMLTBa HEpo3thacoBaHOI MPOAYKLi
nakyBaHHsl, BTOPUHHE Ta NepBMHHOTO nakyBaHHA (BBefeHHS 3MiH
nakyBaHHs, NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPIXKEHHS);
BMNPOGYBaHHSA 3MiHM | TNy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
KOHTPO/II0 SIKOCTi Ta BMPOBHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI ANS
BMNYCK cepil: A®I, npomiXHOro NpoAyKTy abo rotoBoro
®.XodpcpmaHH-/15 Pou nikapcbKoro 3acoby, AinbHUL AN NPOBeAEHHS
Nitp, Wseiiuapis; nakyBaHHs, BAPOOHUKa, BiANOBiAa/IbHOTO 3a
Brpo6HMLUTBO BUMYCK CepiiA, MicLle NPOBEeAEHHS KOHTPOIO cepii)
Hepo3dacoBaHol abo noctavasibHUKa BUXiAHOrO MaTepiay,
NPOAYKLUiT, NepBUHHE peareHTy ab0 [JONOMiXHOI pe4oBUHY (IKLLO
nakyBaHHs: 3a3HayeHo y A0CLE) - 3a pilleHHsAM 3asBHYKa,
[hxeHeHTek IHK., CLUA, BUTyYEHHS BUPOOHMYOT AinbHULi Pow ®apma Al
BunpobyBaHHSA Eminb-Bapens-LWTpacce 1, 79639 NpeHuax-
KOHTPO/HO AKOCTI (Kpim BtoneH, HimeuunHa 3 BUNpo6yBaHHS KOHTPO/O
BMNPOGYBaHHSA AaKkocTi (BBefeHHS 3MiH NpOTArom 6-Tn MicsAuUiB
iaeHTudikaui nicnsa 3aTBepXeHHs); 3MiHu | Tuny -
6eBaumsymaby): AAMIHICTPaTUBHI 3MiHW. BuyyeHHs1 BUPO6HUYOT
®.XodpcpmaHH-/15 Powu OinbHUUI (BKAOYaoun ginbHuLi ana Adl,
NTa, Wseiiuapis NPOMDXXHOro NPoAYKTY abo roToBOro NikapcbKoro
3acoby, AinbHNLi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKa, BiANOBiAaNIbHOTO 3a BUMYCK Cepil,
MicLLe NpoBefEeHHS KOHTPOSIIO cepii) abo
noctavasibHMKa BMXi4HOrO mMartepiasy, peareHty
a60 [OMNOMIXKHOT peyoBUHU (SKLLO 3a3HAYeHo y
[0CbE) - 3 pilleHHsAM 3asBHMKA, BUTyYEHHA
YHKLiT BUNPOGYBaHHS KOHTPOJIHO SAKOCTI -
ineHTndikauii 6esayusymaby, ans BUPOOGHUYOI
AinbHuUUi ®.XodmaHH-/1a Poww /T4,
['peH3axepluTpacce 124, 4070 basens,
LLiBefiuapis (BBeAeHHS 3MiH NPOTArom 6-Tu
MicAILiB Nicns 3aTBepAKEHHS)
3. ANEHAPA® Tabnetku no 70 mr, in KYCYM IHAia KYCYM XENTXKEP IHAiA BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: - UA/12663/01/01
bulk Ne 7200 XENTXKEP MNBT NTA 3MiHM | TURy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI
(4x1800): no 4 MBT NTA Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ANEHAPA®

TabneTku no 70 mr, no
4 TabneTkn y 6nictepi,
no 1 6nictepy y
KapTOHHI ynakoBLi

KYCYM
XENTXKEP
NBT NTA4

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3MiHW) - BHECEHHS 3MiH

[0 po3giny “MapkyBaHHs" MKA N3:
3anponoHoBaHo: MAPKVPOBKA B cooTseTCcTBMM
C YTBEPXAEHHbIM TEKCTOM MapKypOBKU.
MapkupoBka a5 ynakosku in bulk npunaraetcs.
OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHchopmavi
|00 3a3HaYeHHS OAVHMLbL BAMIPIOBAHHSA Y
cuctemi Sl. BBefieHHs 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepmkeHHs

3a
peyenmom

UA/7210/01/02

ANITEP

TabneTkv no 8 mr, no
10 TabneTok y
6nictepi, no 3
6nicTepu y nauui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB® "MIKPOXIM",
YkpaiHa (B1pobHuya
AinbHUUS (BCi cTagii

BMPOGHMYOro npouecy);
opuanyHa agpeca Ta
na6oparopisi gi3nko-
XiMiYHOTO aHani3y Ta

KOHTpO/I0
BMPOGHMLTBA)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX gaHnx npo cuctemy
thapmakoHarnagy (BBefileHHs y3araslbHeHUX JaHux
npo cucteMy dpapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAa/IbHOT 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKa Ans 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOBaXXeHOT 0co6Mu, BiANOBiAa1bHOI 3a
3[jicHeHHs hapmakoHaraay (BKIyatumn
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-chalina cuctemu papmMakoHarnisay) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHYIKa,
BiNoBiga/IbHOT 3a hapmakoHarnsg.

Litova pepakuisn: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXypba flinis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigasibHOI
3a thapMakoHarnsag

3a
peyenmom

UA/17735/01/02

ANITEP

TabneTku no 4 mr, no
10 TabneTok y
6nictepi, no 3
6nicTepu y nauui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB® "MIKPOXIM",
YkpaiHa (B1pobHuua
ninbHUUS (BCi cTagji

BMPOGHMYOro MpoLecy);
lopuanyHa agpeca Ta
na6oparopisi gi3nko-
XiMiYHOrO aHanisy Ta

KOHTPO/H0
BUPOGHMLTBA)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHn go
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXXeHOT 0cobw, BiANoBifabHOI 3a
3AilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsgy 3asBHUKa 415 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifasbHOT 3a
3gilicHeHHs chapmakoHarniagy (Bkovarun
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MIlLIEHHI

3a
peyenmom

UA/17735/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MacTep-aiina cuctemy papMmakoHarnisay) -
3MiHa YNOBHOBAXEHOI 0CO6U 3asiBHIIKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.

[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXypba Ninis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg,

ANbBYMIH
MO ANHW 200
rin

PO3unH ANs iHdysil,
200 r/n, no 50 mn abo
no 100 mMn po3unHy y
nAawui; no 1 naswui 8
KOpo6Lli 3 KapTOHY

KegnpioH
C.n.A.

ITanisa

KegpioH C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis:
3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii
3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo
BBE/EHHSA AOAATKOBO! AiNbHULI BUPOGHMLTBA A5
4acTVHM abo BCbOro BUPOBHMNYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (AinbHULSA ans
BTOPUHHOIO NaKyBaHHS).

BBefeHHs1 f,04aTKOBOI BUPOBHUYOI AinbHULY,
BiANOBIA&/IbHOI 3@ BTOPUHHE NaKyBaHHS roToBOro
nikapcbKoro 3acoby; 3anponoHOBaHO:
®APMA MAPTHEPC C.P.J1. / PHARMA
PARTNERS S.R.L. BIA E. CTPOBIHO, 55/57
59100 — MPATO (NO), Itania / VIA E. STROBINO,
55/57 59100 — PRATO (PO), Italy

3a
peyerimom

UA/15876/01/01

AM-ANITEP

Tabnetkv no 4 mr/5
mr, no 10 TabneTok y
6nicTepi; no 3
6nicTepy y nauui

TOBAPVCTB
03
OBMEXEHO
to
BIAMOBIAA
LHICTIO
HAYKOBO-
BMPOBHUYA
®IPMA
“MIKPOXIM"

YkpaiHa

TOBAPWUCTBO 3
OBMEXXEHOIO
BIANOBIOA/IBHICTHO
HAYKOBO-
BWPOBHNYA ®IPMA
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHUX faHUX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy capmakoHarnsgy, aMmiHa
YNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3[iiCHEHHS1 chapMakoHarnsa4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bif, yTOBHOBaXXEHOT 0CO6M, BiANOBiZa/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-haiina cuctemn hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BiAANOBIAabLHOI 3a thapmakoHarnsg,.

Litoya pepgakuisn: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinis
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXXEHOT 0COOU 3asiIBHMKA, BifnoBigasibHOI
3a (hapmakoHarnsg,

3a
peyenmom

UA/17391/01/01

AM-ANITEP

Tabnetkn no 4 mr/10

TOBAPWNCTB

YKpaiHa

TOBAPWUCTBO 3

YKpaiHa

BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis:

3a

UA/17391/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mr, no 10 TabneTok y 03 OBMEXXEHOIO 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 3 OBMEXXEHO BIANOBIAANBHICTHO Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn oo
6nictepu y nauui ,0) HAYKOBO- y3araJlbHeHUX AaHux npo cucrtemy
BIANOBIAAN BVPOBHUNYA ®IPMA thapmakoHarnagy (BBeAEHHS y3arasibHeHNX JaHux
bHICTHO "MIKPOXIM" npo cuctemMy papmakoHarnsgy, amiHa
HAYKOBO- YNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
BNPOBHNYA 3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
®IPMA hapmakoHarnsgy 3asiBHUKa s 34iiCHEHHS
"MIKPOXIM" hapmakoHarnagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
Bifl yNOBHOBa)XeHOI 0co6Mu, BigNoBifabHOT 3a
3[jicCHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuisn: XXypba Ninis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a hapmakoHarnag
10. AM-ANITEP Tabnetku no 8 mr/5 TOBAPUCTB YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17391/01/03
Mr, no 10 TabneTok y 03 OBMEXXEHOIO 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
6nictepi; no 3 OBMEXXEHO BIANOBIAANBHICTHO Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
6nictepu y nauui 10) HAYKOBO- y3araJlbHeHUX AaHux npo cucrtemy
BIANOBIAAN BVPOBHUNYA ®IPMA hapmMakoHarnsagy (BBefeHHs y3arasilbHeHUX AaHuX
bHICTHO "MIKPOXIM" npo cuctemMy hapmakoHarnsgy, amiHa
HAYKOBO- YNOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
BVPOBHUNYA 3[ificHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
PIPMA hapmakoHarnsgy 3asiBHUKa 415 34iliCHEHHS
"MIKPOXIM" dhapmakoHarnagy B YKpaiHi, SKLLO0 BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOI 3a
3[jicCHeHHs1 hapMakoHarnaay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-alina cuctemu papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepfakuisn: XXypba Ninis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a hapmakoHarnsag
11. AM-ANITEP Tabnetkn no 8 mr/10 TOBAPUCTB YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/17391/01/04
Mr, no 10 TabneTok y 03 OBMEXXEHOIO 3MiHM | TUNy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 3 OBMEXEHO BIANOBIAANBHICTHO Ta thapmakoHarnsagy. BeegeHHua abo 3miHv o
6nictepn y nauui 10) HAYKOBO- y3araJibHeHUX AaHux Npo cuctemy

BIANOBIAA

BVPOBHUNYA ®IPMA

dhapmakoHarnaay (BBeAEHHs y3arasibHeHNUX faHnx
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
bHICTHO "MIKPOXIM" npo cuctemy chapmakoHarnsgy, aMmiHa
HAYKOBO- YNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
BVPOBHUNYA 3[iiCHEHHS1 chapMakoHarnsay; KOHTakTHOT 0cobu 3
®IPMA hapmakoHarnsgy 3asiBHUKa An5 34iACHEHHS
"MIKPOXIM" thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifasibHOI 3a
3[jicHeHHs1 hapMakoHaraay (BkIyatum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-alina cuctemu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepakuis: XXypb6a flinis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag
12. AMBPOKCON cupon, 15 mr/5 mn no NAT YkpaiHa MAT "Ximdpapm3sasog YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/17014/01/01
100 mn y 6aHuj "Ximcpapmsas "YepsoHa 3ipka" 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenma
noniMepHii; no 1 op, "YepsoHa Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
6aHLi y nayyi pasom 3i 3ipka” TEeKCTY MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby
CTakaHOM MipHUM abo 3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
JIOXKOK MipHOIO; MO OOMHVLB BUMIPIOBaHHA Y cucTemi Sl. BHeceHHs
100 mn y 6aHui 3MiH 40 po3ainy “MapkyBaHHa” MKA /13"
CKNSHINM; no 1 6aHui y 3anponoHoBaHo: MapkyBaHHs. BignosigHo go
nauui pasom 3i 3aTBEPAKEHOIO TEKCTY MapKyBaHHS BBefeHHS
CTakaHOM [03y0UnM 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS
ab0 NOXKOI MipHOO
13. AHA®EPOH Tabnetku no 20 TOB "Martepia | YkpaiHa 3AT CaHToHika JNntBa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/7756/01/01
ANTAYNiA Tabnetok y 6nictepi; Mepauka- 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
no 1 6nictepy y YkpaiHa" Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
KapTOHHI KOpoOL;i 00 po3giny “MapkyBaHHs” MKA N13.
3anponoHoBaHo: Po3ain “MapkyBaHHSA".
BignoBigHo A0 3aTBEPAKEHOIO TEKCTY
MapKyBaHHS1. OHOB/IEHHSA TEKCTY MapKyBaHHS
yNaKoBKN NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmauii LWoAo 3a3HaYeHHs OANHNLb
BMMIipIOBaHHA y cuctemi Sl. BBeaeHHs 3miH
NPOTArom 6-Tv MIiCAILiB MiCNs 3aTBEPYKEHHS
14. ANCUBUH TabneTku, BKpUTI [O-p Peppi'c IHAin [-p Pegpj'c IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/15095/01/01
nAiBKOBOIO NabopaTopic Na6oparopic /ITg 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOt0, N0 150 mr nta (Bupo6Huuuii Biaain 7) Ta (hapmakoHarnsgy (iHwi 3mMiHW) - BHECEHHS 3MiH

no 10 TabneTok y
6nicTepi; no 1 abo 6
6nicTepiB B KAPTOHHI
Kopoo6Li

[0 posginy “MapkysaHHs" MKA /13"
3anponoHoBaHo: MapkyBaHHS. 3rigHo i3
3aTBEPKEHVM TEKCTOM MapKyBaHHS BBegeHHs
[04AaTKOBOTO NakyBaHHSA 3 BHECEHHAM iHdhopmaLii
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
|00 3a3HaYeHHS OAMHMLbB BAMIPIOBAHHSA Y
cuctemi Si
15. ANCUBUH TabneTku, BKpUTI [-p Peppj'c IHAia [-p Pegpj'c IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15095/01/02
NNiBKOBOKO Na6opaTopic Na6opartopic /ITg 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
060/10HKO10, N0 500 mMr Nt (Bupo6Huuuii Biaain 7) Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
no 10 TabneTok y 00 po3giny “MapkyBaHHs” MKA 113"
6nicTepi; no 1 a6o 12 3anponoHoBaHo: MapkyBaHHs. 3rigHo i3
6nicTepiB B KAPTOHHIl 3aTBEpPKEHVMM TEKCTOM MapKyBaHHS BBefeHHs
Kopoo6Li [04AaTKOBOTrO NakyBaHHSA 3 BHECEHHAM iHdhopmaLii
LLIOZ0 3a3HaYeHHS OAVHMLbL BAMIPIOBAHHSA Y
cuctemi SI
16. APIC NOPOLLIOK A/151 PO3UYUHY CaH IHZis CaH ®apmacbkloTvkan IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/12235/01/01
Ons iHgysii no 500 PapmacbTHK IHpacTpi3 Mimites 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
mr; 1 conakoH 3 an lHgacTpis Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
NOPOLLKOM B KOPOOL}i Nimiteq TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauyeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH A0 po3giny “MapkyBaHHA" MKA N13:
3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBEAEHHS 3MiH: MPOTAroM 6-T1 MicsLiB nicns
3aTBEPMAKEHHS 3MiH
17. APIC NOPOLLIOK A5 PO3UUHY CaH IHAiA CaH dapmacbioTvKas IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/12235/01/02
ansindgysiinolr; 1 dapmacbloTmK IHpacTpi3 Nimiteq 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
h1aKOH 3 NMOPOLLUKOM B an lHpacTpis Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
KopoobLi Nimiteq TEKCTY MapKyBaHHS1 YNakoBKM NiKapCbKOro 3acoby
3 BHECEHHAM iHdhopmaLlii WoA0 3a3Ha4YeHHs
OOMHWLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs
3MiH Jo po3ainy “MapkyBaHHs" MKA N3:
3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. TepMiH
BBE/EHHS 3MiH: MPOTAroM 6-Tv MicsAuiB nicns
3aTBEPAKEHHS 3MiH
18. APMAJVH® TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12306/02/01
o60s10HKot, Nno 125 06MexeHot obmexeHor 3MiHM | TUny - 3MiHK Woao 6esnekn/edekTUBHOCTI peyenmom
Mr, no 30 TabneTok y BignoBigasibHi BignoBifa/IbHICTIO Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
6aHLi, no 1 6aHLi B cTio HaykoBo- HaykoBo-BMpO6HUYa y3arajslbHeHUX AaHux npo cuctemy
nadui 3 kapToHy, no 10 BMpO6HMYA hipma "MIKPOXIM" hapMakoHarnsay (BBeAEHHS y3arasibHEHUX AaHNX
TabneTtok y 6nictepi, thipma npo cuctemy capmakoHarnsgy, aMmiHa
no 3 6nictepun y nayui "MIKPOXIM" YMNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a

3 KApTOHY

3[ificHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa An5 34iACHEHHS
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifasbHOI 3a
3[jicHeHHs1 hapMakoHariaay (BkIyatum
KOHTaKTHi flaHi) Ta/ab0o 3MiHW Y PO3MiLLLEHHI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MacTep-aiina cuctemy papMmakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXypba Ninis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a hapmakoHarnag
19. ATOPBACTEP TabneTku, BKpUTI ®apmauestny | lMonbLya BMPOGHMLITBO, Monbwa/ BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: 3a UA/11325/01/01
on NNiBKOBOIO HWIA 3aBOf, nepBuMHHE Ta BTOPUHHE Cepbis 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. BunyyeHHs peyenmom
060/10HKO10, M0 10 Mmr; "MONb®APM nakyBaHHS: BMPOBHUYOT AiNbHULI (BKNOYAOUN AiNbHULI AN
no 10 TabneTtok y A" C.A. dapmaveBTUYHNIT 3aBOS, A®I, npomiXHOro NpoAyKTy abo rotoBoro
6nicTepi; no 3 “Monbthapma’ C.A., nikapcbKoro 3acoby, AibHUL AN NPOBEeAEHHS
6nicTepy y KapTOHHiIl Monbua; nakyBaHHs, BAPOOHUKa, BiANOBifa/IbHOTO 3a
Kopoo6Li dapmaLeBTUYHO-XIMIYHA BUMYCK CepiiA, MicLle NpOBeAEHHS KOHTPOIO cepii)
IHaycTpis 3apasne AT, abo noctavasibHUKa BUXiAHOrO MaTepiay,
Cepbis; peareHTy ab0 [ONOMiXHOI pevOBUHY (SKLLO
BignoBiga/IbHMIA 32 3a3HaYeHo y A0CkE). BuyyeHHs ogHoro 3
BUWMYCK Cepii: BMPOGHWKIB rOTOBOrO /1iKapCbKOro 3acoby
dapmaLeBTUYHUI 3aBOL, BANKAHO®PAPMA-AYTMHNLUA AT (BUpo6HMLTBO,
“NMonbapma” C.A., nepBrHHE Ta BTOPUHHE MaKyBaHHSA;
MonbLla BiAnoBiAanbHWi1 3a BUNYCK cepil).
20. ATOPBACTEP TabneTku, BKpUTI dapmauestny | lNonbLya BMPOGHULITBO, Monbwa/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/11325/01/02
on NNiBKOBOKO HWIA 3aBOA, nepBMHHE Ta BTOPVHHE Cepbis 3MiHK | TUNy - AOMIHICTpaTMBHI 3MiHW. BuyyeHHs peyenmom
060n0Hkoto, no 20 Mr; "MONb®APM nakyBaHHs: BMPOGHUWYOI AiNbHML (BKIKOYAKYN AiNbHAL ANS
no 10 TabneTtok y A" C.A. dapmMaLeBTUUHMIA 3aBOJ, A®I, npomiXHOro NpoaykTy abo rotoBoro
6nicTepi; no 3 “Monbthapma’ C.A., niKapcbKoro 3acoby, AiNbHULI 4151 NPOBEeAEHHS
6nicTepy y KapTOHHil Monbua; nakyBaHHs1, BUpO6HYKa, BigNoBiAaNbHOMo 3a
Kopoo6Li PapmaLeBTUYHO-XIMIYHA BUNYCK cepili, MicLie NPOBEfEHHS KOHTPOSIO cepii)
IHaycTpis 3apasne AT, ab0 nocTtavyasibHMKa BMUXiAHOTO MaTepiany,
Cepbis; peareHTy abo LONOMDKHOT PEYOBUHY (SIKLLO
BiAnoBigabHMI 3a 3a3HayYeHo y A0CbE). BuyyeHHs ogHoro 3
BUMYCK cepil: BMPOBHMKIB FOTOBOrO JTiKApCbKOro 3acoby
dapmaLeBTUYHUI 3aBOS, BAIKAHOAPMA-AYMNMHULUA AT (BUpo6HMLTBO,
“Monbhapma” C.A., nepBrHHE Ta BTOPUHHE NaKyBaHHSA;
Monba Bi4noBiAa/IbHWIT 32 BUNYCK cepil).
21. ATOPBACTEP TabneTku, BKPUTI dapmauesTny | MNonbLia BUPOBHULTBO, Monbwa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11325/01/03
on nniBKOBOIO HWiA 3aBOf, nepBuHHE Ta BTOPUHHE Cepbis 3MiHY | TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKO0, M0 40 Mmr; "MONb®APM nakyBaHHs: BMPOGHWYOI AinibHML (BKIHOYAKYN AiNbHAL ANS
no 10 TabneTtok y A" C.A. dapmaLeBTUYHUI 3aBOS, A®I, npomiXHOro NpoaykTy abo rotoBoro

6nictepi; no 3
6nicTepy y KapTOHHIl
KopooLi

“Monbthapma’ C.A.,
MonbLya;
dPapmaLeBTUYHO-XIMIYHA
IHaycTpis 3apasne AT,

nNikapcbKoro 3acoby, AiNbHUL AN NPoBefeHHS
nakyBaHHs1, BUpO6HYKa, Bi4NoBiAabHOMO 3a
BUMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSHO cepii)
abo noctavasibHMKa BUXIAHOrO MaTepiany,

Cepbis; peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
BignoBigansHuii 3a 3a3HauyeHo Yy A0CbE). BunyyeHHs ogHoro 3
BUMYCK cepii: BMPOBHMKIB rOTOBOrO J1iKapChbKOro 3acoby
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

dapmMaLeBTUYHWIA 3aBOg,
“Monbthapma” C.A.,
MonbLa

BANIKAHO®APMA-AYMNHULUA AT (BUpo6bHMULTBO,
nepBMHHE Ta BTOPYHHE NaKyBaHHS;
BiANOBIAa/IbHNIA 38 BUMYCK cepii).

22,

AYPOTAS-P

MOPOLLOK A1 PO34NHY
ONsiH'eKUii no 2,25 1
y chnakoHi; no 1
thnaKkoHy y KapTOHHIl
KopoobLi

AypobiHao
®apma /114,

IHAjA

Aypo6iHgo ®apma
Nimiten, HOHIT-XII

IHAja

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHm go
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefileHHs y3araslbHeHUX JaHux
npo cucteMy dpapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAa/IbHOT 3a
3piicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsgy 3asaBHUka Ans 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOBaXXeHOT 0co6Mu, BiANOBiAa1bHOI 3a
3AjicHeHHs hapmakoHaraay (BKIyatumn
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-chalina cuctemu papmMakoHarnisay) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHYIKa,
BiANOBIA&/IbHOT 32 hapmakoHarnsg.

Litoua pepakuyin: CamolineHko Aptem MNasnosuy.
MponoHoBaHa pegakuis: MaH XaHymaHTy
MeHyanas. 3mMiHa KOHTaKTHUX faHUX
YNOBHOB&XEHOT 0CO6M 3asiBHVKA, BifnoBigasibHOI
3a (hapmakoHarnsg,. BeegeHHs1 KOHTaKTHOT 0co6u
YMNOBHOBaXeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. lNponoHoBaHa
pegakuisi: CamoineHko Aptem Masnosuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigasibHOI
3a hapmakoHarnag B Ykpaini. 3miHa micus
3/1iiCHEHHS OCHOBHOI [isiNIbHOCTI 3
hapMakoHarnagy. 3miHa MicLe3Haxo4KeHHs
mMacTep-gaiina cuctemmn hapmakoHarnsgy

3a
peyenmom

UA/12809/01/01

23.

AYPOTAS-P

NOPOLLIOK A/151 PO3UNHY
Ons iH'ekuii no4,5ry
dhnakoHi; no 1
thnakoHy y KapTOHHil
Kopoo6Li

AypobiHao
dapma JITa

IHais

Aypob6iHao ®apma
Nimitea, OHIT-XII

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXXeHOT 0cobw, BiANoBifabHOI 3a
3AilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsgy 3asBHUKa A1s 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifasbHOT 3a
3gilicHeHHs chapmakoHarniagy (Bkovarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-chaiina cuctemun chapmakoHarnsay) -

3a
peyenmom

UA/12809/01/02




36

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHUKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoua pepakuin: CamolineHko Aptem Nasnosuy.
lMponoHoBaHa pegakuis: MaH XaHymaHTy
MeHuyanasn. 3MiHa KOHTaAKTHUX JaHWX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnsg. BeegeHHs KOHTakTHOI ocobu
YNOBHOB&XEHOT 0CO6M 3asIBHVKA, BifnoBigasibHOT
3a (hapmakoHarnsg, B YkpaiHi. lNponoHoBaHa
pepakuis: CamoiineHko Aptem Nasnosuy. 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOI 0co6u
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag B YkpaiHi. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
hapMakoHarnsgy. 3miHa MicLe3Hax04KeHHS
macTep-haiina cuctemn hapmakoHarnsgy

24,

ADNTASNH®

kancynu no 200 mr no
10 kancyn y 6nicTepi;
3 6nicTepun B ynakoBLji

TOB
"BAJIAPTIH
PAPMA"

YKpaiHa

TOB "BAJIAPTIH
PAPMA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
YTOUHeHHs B Hakasi Ne 2032 Big 04.09.2020 poky
OO HamnMcaHHA YMOB BUMYCKY: 3MiHW | Tuny -
3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - BHECEHHA 3MiH 40
po3giny “MapkyBaHHA" MKA J13”: 3anponoHoBaHo:
MapkyBaHHs. BignosigHo 0 3aTBEpAKEHOro
TEKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
MapKyBaHHS yNakoBKW NikapCbKoro 3acoby LoAo
3a3HavYeHHs MiXKHapoAHMUX NO3HAYEHb OUHULIb
BVIMIiptOBaHHS. BBeAEeHHS 3MiH NpoTArom 6-Tu
MicSLIB NicNsa 3aTBEpPAKEHHS

6e3
peuyenma

UA/11171/01/01

25.

ALEECTAL

TabneTku Lwunydi no
200 wr no 20
Tabnetok y Ty6i; no 1
Ty6i Yy KAPTOHHIl
ynakosuj; no 25
Tabnetok y Ty6i, no 2
Ty6MW y KapTOHHii
ynakoBLj

CTAOA
ApuHaiimitTen
b Al

HimeyunHa

Mepkne M'v6X,
HimeuunHa
(BpOGHNLTBO
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MakKyBaHHS,
KOHTPONb Cepiif);
Mepkne M'm6X,
HimeyuunHa (KOHTPO/b
cepii); CTALA
ApuHaiimittens Al
HimeyuunHa (Bunyck
cepii)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI
Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
3aTBEPKEHOr0 TEKCTY MapKyBaHHs ynakoBok J13
Bi4MOBIAHO A0 BUMOr Hakazy MO3 YkpaiHu Big,
23.07.2015 Ne 460. BBeieHHS 3MiH NPOTATOM 6-Tn
MicALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TURY - 3MiHK
wopo 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHM) - BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHsa" MKA J13: 3anponoHosaHo:
MapkumpoBka. CornacHo yTBepxeHHO
MapkvpoBKe. BBefeHHsA 3MiH MPOTArom 6-Tu
MicsLiB Nicns 3aTBEpAYKEHHS

6e3
peyenma

UA/1659/02/01

26.

ALECTAA

TabneTky wunydi no
600 mr no 10 a6o 20
Tabnetok y Ty6i; no 1
Ty6i y KAPTOHHIi
ynakosui; no 25

CTAIA
ApuHaiimitTen
b Al

HimeyunHa

Mepkne 'm6X,
HimeuunHa
(BMpPOGHNLTBO
Hepo3acosBaHoro
NPOAYKTY, NEPBUHHE Ta

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOB/IEHHS
3aTBEPKEHOr0 TEKCTY MapKyBaHHS ynakoBok J13
BiAnoBiAHO 40 BUMOr Hakaszy MO3 YkpaiHu Big,

6e3
peyenma

UA/1659/02/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Tabnetok y Ty6i; no 2 BTOPUHHE NakyBaHHS, 23.07.2015 Ne 460. BBefeHHst 3MiH NpoTArom 6-u
TyGW Y KapTOHHIlA KOHTPO/b cepild); MicAILiB Micnsa 3aTBEPMKEHHS; 3MiHM | TNy - 3MiHW
ynakoBLj Mepkne M'm6X, wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
HimeuyumHa (KOHTpOb (iHLWi 3MiHW) - BHECEHHS 3MiH 0 po34iny
cepi); CTALA “MapkyBaHHA" MKA /13: 3anponoHoBaHo:
ApuHarimitTens Arl, MapkupoBka. CornacHo yTBepXAeHHO
HimeuunHa (Bunyck MapKvupoBKe. BBefieHHsA 3MiH MPOTArom 6-Tu
cepii) MicALB Nicnsa 3aTBepAKeHHs
27. BAKTUCENTO cycneHsis (200 mr/40 ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3a UA/0142/01/01
n-3aorPoB'A mr B 5 m) no 100 mn 06MexeHo obmexeHo 3MiHM | TURy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenmom
y thnakoHi; no 1 BignoBigasibHi Bi4NoBiAA/IbHICTIO Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
hnakoHy pasom 3 CTHO "PapmaueBTuyYHa TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
MipPHOHO JTOXKOIO B "papmaueBTu KoMnaHis "3gopos'a” 3 BHECEHHAM iHchopMaLii LWoA0 3a3HauyeHHsA
KapTOHHI KopooLli YHa KOMNaHis O4VHMLB BUMIpIOBaHHA y cuctemi Sl. BBegeHHs
"3p0pos'a” 3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS
28. BEM®O/A PO34YMH NS iH EKLi B BAT "lepeoH | YropliuHa BAT "lepeoH Pixtep”, YropumHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17528/01/01
nonepeaHLO PixTep" YropuivHa (36opka PpaHuis/ 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenmom
HaMoBHEHI pyyLi no PYYKM ANS iH'EKL,iNA, Benvka Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
75 MO (5,5 mkr)/0,125 BTOPMHHA ynakoBKa, BpuTaHis TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
mA; no 0,125 mn [03BiN Ha BUMYCK cepii); 3 BHECEHHSAM iHthopMmal,ii LLIoA0 3a3HavYeHHsA
PO34MHY 415 iH'EKL B Pecichapm MoH, OAMHMLb BUMIPIOBaHHS y cuctemi Sl. TepmiH
nonepegHL0 ®paHLia (BUPO6GHULITBO BBEJEHHS 3MiH - NPOTArom 6 Micsuis nicns
HanoBHEHiIli pyyui B Hepo3acoBaHol 3aTBEPKEHHSA
CKNIAHOMY KapTpuaxi, NPoAYKLii, NepBuHHa
3 r'yMOBOIO NPO6KOH0 ynakoBka (KapTpuaxi);
nopLUHEM i FyMOBUM KOHTPO/Ib AKOCTi 3a
[AVCKOM 3 HacTynHUMu
aIlOMIHIEBUM nokasHukamu: Endotoxin
KOBMayKoM, (LAL-assay); Sterility;
BMILLLEHOMY Y pyuKy Visual Appearance;
[0N5 BBEAEHHS; no 1 Visible Particles; Sub-
a6o 5, a6o 10 visible Particles l/ll));
nonepegHLo Cilli ®apmacbtoTikanc
HanoBHEHUX PY4OK 3 Nimiten, Benvka
0/flHopa3oBuMU BputaHis (BUpO6HMLITBO
ronkamu (BignosigHo 1 Hepo3acoBaHoi
abo 5 abo 10) i NpOoAYKL,i; NnepBUHHA
cepseTKamu, ynakoBka (KapTpuaxi);
NpocoYeHNMY KOHTPO/Tb AKOCTI 3a
cnupTtom (BignosigHO HacTynHUMK
1 a6o 5 a6o 10) B nokasHukamu: Endotoxin
KapTOHHI KOpoOL;ji (LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/11)
29. BEM®O/A PO3YMH NS iH EKLi B BAT "lefeoH | YropuwiuHa BAT "lefeoH Pixtep", YropwuHa/ BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis: 3a UA/17528/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nonepegHbL0 PixTep" YropuHa (36opka PpaHuis/ 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
HanoBHEHiIli pyyui no PYYKM ANA iH'EKUIN, Benvka Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
150 MO (11 mkr)/0,25 BTOPMHHA yNakoBKa, BpuTaHis TEKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
mn; no 0,25 mn [003BIi/T Ha BUMYCK cepii); 3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
PO3YUHY NSt iH'EKLN B Pecichapm MoH, OAIMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
nonepegHL0 ®paHLia (BUPOOHULITBO BBE/EHHS 3MiH - NPOTArom 6 micsuis nicns
HanoBHEHIli pyyli B Hepo3dacoBaHol 3aTBEPIKEHHS
CKNISAHOMY KapTpuaxi, NPOAYKLii, NepBMHHA
3 r'yMOBOO NPO6KOI0 ynakoBka (KapTpuaxi);
MOPLUHEM | TyMOBUM KOHTPO/Tb AKOCTI 3a
[OVICKOM 3 HacTynHUMu
aIlOMiHIEBUM nokasHukamu: Endotoxin
KOBMa4KoM, (LAL-assay); Sterility;
BMILLLEHOMY Y PYyUKY Visual Appearance;
015 BBeAeHHs; no 1 Visible Particles; Sub-
a6o 5, a6o 10 visible Particles I/11));
nonepegHL0 Cilli ®apmacbtoTikanc
HanoBHEHUX PY4OK 3 Nimiteq, Benuka
0fHOPa30BMMHU BpuTaHis (BUpo6HMLTBO
ronkamu (signosigHo 1 Hepo3acoBaHol
abo 5 abo 10) i NpoAyKLii; nepBuHHa
cepBeTKkamu, ynakoBka (KapTpuaxi);
npocoYeHnMu KOHTPO/Tb AKOCTi 3a
cnupTtom (BignoBigHO HaCTyNHUMN
1 a6o 5 a6o 10) B nokasHukamu: Endotoxin
KapTOHHI KopooLyi (LAL-assay); Sterility;

Visual Appearance;

Visible Particles; Sub-
visible Particles I/11)
30. BEM®O/A PO34YUH ANS iH EKLi B BAT "lefieoH | YropLiuHa BAT "lepeoH Pixtep", YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17528/01/03

nonepegHL0 PixTep" YropuHa (36opka PpaHuia/ 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
HanoBHEHiIl pyyui no PYYKM ANA iH'EKLIN, Benvka Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
225 MO (16,5 BTOPVHHA yNnakoBKa, BputaHis TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby

Mkr)/0,375 mn; no
0,375 M po3umnHy Ansa
iH'ekLili B nonepeAHbo
HanoBHEHiIl pyyli B
CKNSAHOMY KapTpuaxi,
3 r'YMOBOIO NPO6KOI0
NopLUHEM i 'yMOBUM
[OVCKOM 3
alOMiHIEBUM
KOBMa4koM,
BMILLEHOMY Y PYUKY
019 BBEAEHHS; no 1
abo 5, a6o 10
nonepegHL0
HanoBHEHWUX PYYOK 3

[,03BiN Ha BUNYyCK cepir);
Pecichapm MoH,
®paHLis (BUPOOHULITBO
Hepo3acoBaHol
NPOAYKLUii, NepBUHHA
ynakoBka (KapTpuaxi);
KOHTPOJ1b AKOCTI 3a
HacCTyMHUMM
nokasHukamu: Endotoxin
(LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/11));
Cilli ®apmacbtoTikanc
Jliviteq, Benvka

3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBE/EHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBEPAKEHHSA
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
0fHOPa30BMMHU BpuTaHis (BUpo6HMLTBO
ronkamu (signosigHo 1 Hepo3acoBaHoi
abo 5 abo 10) i NpoAyKLii; nepBuHHa
cepBeTKkamu, ynakoBka (KapTpuaxi);
npocoYeHnMu KOHTPO/Tb AKOCTi 3a
cnupTtom (BignoBigHO HaCTyNHUMN
1 a6o 5 a6o 10) B nokasHukamu: Endotoxin
KapTOHHI KopooLyi (LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/11)
31. BEM®O/A PO34YUH ANS iH EKLi B BAT "lefieoH | YropLiuHa BAT "lepeoH Pixtep", YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17528/01/04
nonepegHL0 PixTep" YropuHa (36opka PpaHuia/ 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
HanoBHEHiIli pyyui no PYYKM ANA iH'EKUIN, Benvka Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
300 MO (22 wmkr)/0,5 BTOPVHHA yNnakoBKa, BputaHis TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
M/1; no 0,5 M1 po3ynHy [,03BiN Ha BUNyCK cepil); 3 BHECEHHAM iHchopMaLii LWoA0 3a3HauyeHHsA
ONs iH'eKUil B Pecichapm MoH, OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
nonepegHL0 ®paHLin (BUPOOHULITBO BBE/EHHS 3MiH - NpOTArom 6 micsuis nicns
HanoBHEHIN pyuLi B Hepo3dacosaHoi 3aTBEPAKEHHSA
CKNISAHOMY KapTpuaxi, NPOAYKLii, NepBMHHA
3 r'yMOBOIO NPO6KOI0 ynakoBka (KapTpuaxi);
MOPLUHEM | TyMOBUM KOHTPO/Tb AKOCTI 3a
[OVCKOM 3 HacTynHUMu
aloMiHIEBUM nokasHukamu: Endotoxin
KOBMaYkomMm, (LAL-assay); Sterility;
BMILLLEHOMY Y PYyUKY Visual Appearance;
015 BBeAeHHs; no 1 Visible Particles; Sub-
a6o 5, a6o 10 visible Particles I/11));
nonepegHL0 Cilli ®apmacbtoTikanc
HanoBHEHUX PY4OK 3 Nimiten, Benuka
0fiHOpa3oBMNMU BpuTaHia (BMpo6HMLTBO
ronkamu (signosigHo 1 Hepo3chacoBaHol
abo 5 a6o 10) i NpoAyKL,ii; NnepBUHHA
cepseTkamu, ynakoBka (KapTpuaxi);
npocoYeHnMu KOHTPO/Tb AKOCTi 3a
cnupTtom (BignoBigHO HaCTyNHUMU
1 a6o 5 a6o 10) B nokasHukamu: Endotoxin
KapTOHHI KopooLyi (LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/11)
32. BEM®O/A PO34MH AN iH eKUili B BAT "leaeoH | YropwmHa BAT "leaeoH Pixtep”, YropuymHa/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17528/01/05
nonepegHL0 PixTep" YropuHa (36opka PpaHuia/ 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
HaMoBHEHIN pyuLi no pYYKy ANS H'EKLNA, Benvka Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
450 MO (33 mkr)/0,75 BTOPVHHA YMaKoBKa, BpuTaHis TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby

mA; no 0,75 mn
PO34MHY ANA iH'EKL B
nonepegHL0

[,03BiN Ha BUNyCK cepil);
Pecichapm MoH,
$paHuis (BMpo6HULTBO

3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauYeHHs
OAMHMLb BUMIpOBaHHA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - NPOTSArom 6 MicsiliB micas
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
HanoBHEHiIli pyyli B Hepo3dacoBaHol 3aTBEPIKEHHS
CKNISAHOMY KapTpuaxi, NPOAYKLii, NepBMHHA
3 r'YMOBOO NPO6KOI0 ynakoBka (KapTpuaxi);
MOPLUHEM | TyMOBUM KOHTPO/1b AKOCTI 3a
[OVICKOM 3 HacTynHUMu
aIlOMIHIEBUM nokasHukamu: Endotoxin
KOBMa4KoM, (LAL-assay); Sterility;
BMILLLEHOMY Y pYyUKY Visual Appearance;
015 BBeAEHHs; no 1 Visible Particles; Sub-
abo 5, a6o 10 visible Particles I/11));
nonepegHL0 Cilli ®apmacbioTikanc
HanoBHEHUX PY4OK 3 Nimiteq, Benuka
0fHOPa30BMMU BputaHis (BUpo6HMLTBO
ronkamu (signosigHo 1 Hepo3acoBaHoi
abo 5 abo 10) i NpoAyKLii; NnepBuHHa
cepBeTKamu, ynakoBka (KapTpuaxi);
npocoYeHnMu KOHTPO/Tb AKOCTi 3@
cnupTtom (BignoBigHO HaCTyNHUMN
1 a6o 5 a6o 10) B nokasHukamu: Endotoxin
KapTOHHI Kopo6Lyi (LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/11)
33. BEHAAMYCBIC | nopotuok gsis Mictpan AHrnis [xi | dapmacbioTikasc, Bonrapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/16512/01/01
TA NpUroTyBaHHsA Kenitan Nta, Bonrapis Yecbka 3MiHu Il Tuny - 3MiHKW 3 SKOCTi. FOTOBWIA NiKapCbKNi peyenmom
KOHUEeHTpaTy A MeHemXMeHT (BTOpUHHE NakyBaHHS); Pecny6nika/ 3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa po3mipy cepii
NpUroTyBaHHA Nimiteq OHKOMef, MaHyheKTypiHr Icnanis (BKNtOYALOUM fiana3oH po3mipy cepii) roToBOro
PO34mnHY ANs iHAY3il a.c., Uecbka Pecny6bnika nikapcbKoro 3aco6y (3MiHa CTOCYETbCA BCiX iHLWIMX
no 25 mr y d1akoHi; (BUpO6GHMLTBO, niKapcbknx hopmM CYKynHOro (KOMmseKCHoro)
no 1 conakoHy B nakyBaHHs); CiHTOH BVMPOGHWYOrO MpoLecy)
KapTOHHI kopobuyj. c.p.o., Yecbka
Pecny6nika
(BignoBiganbHuii 3a
Bunyck cepii); CiHTOH
XicnaHisi, C.J1., Icnaxis
(BignoBiganbHuii 3a
BUMYCK cepil)
34. BEHAAMYCBIC | nopoLuok s Mictpan AHrnis [bxi | dapmacbioTikauc, Bonrapis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/16512/01/02
TA NPUroTyBaHHs Kenitan Ntph, Bonrapis Yecbka 3MiHK |l TRy - 3MiHK 3 AKOCTIi. [OTOBWUIA NikapCbkni peyenmom
KOHUEeHTpaTy A/s MeHeXMeHT (BTOpUHHE NakyBaHHS); Pecny6nika/ 3aci6. 3mMiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
NpUroTysBaHHsA Nimiteq OHKOMe/, MaHyheKTypiHr Icnanis (BKNtOYAtOUM fianas3oH po3mipy cepii) roToBoro

PO34MHY A5 IHQY3IN
no 100 mr y doiakoHi;
no 1 conaxkoHy B
KapTOHHI KOpOO6Li.

a.c., Yecbka Pecny6nika
(BpOGHMLTBO,
nakysaHHs); CiHTOH
C.p.o., Yecbka
Pecny6nika
(BignoBiganbHWiA 3a
Bunyck cepii); CiHTOH

niKapcbKoro 3acoby (3MiHa CTOCYETbCS BCIX iHLLMX
niKapcbknx hopmM CYKYNnHOro (KOMMnsieKCHoro)
BMPOGHMYOro npoLecy) - BBeAEeHHS 10AaTKOBOro
PO3Mipy cepii FOTOBOrO /ikapCbKOro 3acoby;
3anponoHoBaHo: Po3mip cepii: 6 510 dnakoHis (3
58,9 n of bulk solution); 10 332 chnaxoHis (3 87,9 n
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
XicnaHisi, C.J1., IcnaHis of bulk solution)

(BignoBiganbHuii 3a
BUMYCK cepii)

35. BEH3W/NBEH3 Masb, 200 mr/r no 30 r AT "I'piHaekc" Nartsis AT TanniHHcbKuiA EcToHis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/7710/01/01
OAT PIHAEKC | y Ty6i; no 1 1y6i B thapmaLeBTUYHMIA 3aBOS 3MiHM | TUny - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuii peuyenma
nauui 3 KapToHy 3aci6. KOHTPO/1b FOTOBOrO NiKapCbKoro 3acooy.

3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHM y MeTogax
BMNpobyBaHb (BK/OUaouM 3amiHy abo
[OMNOBHEHHS)) - 3aMmiHa meToay Y&
cnekTpod)oTomeTpia Ha meTog BEPX ansa tecty
KinbkicHe BM3HaueHHs 6eH3nn6eH30ary; Tect
KinbkicHe BU3Ha4YeHHs 6eH3nnbeH3oara,
meTunnapabeHy, nponunnapabeHy NpoBOAUTLCA
oAHouacHo i3 laeHTudikauieto Ta KinbkicHum
BU3HaYeHHAM 6eH3nnbeH3oara, meTuanapabeHy,
nponunnapabeHy; 3miHn | Tuny - AgMiHiCTpaTuBHI
3MiHW. BunyyeHHs BUPO6HNYOI AinbHUL
(BKovaroumn ginbHuLi ans A®l, npoMixHoro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby,
AiNbHULI ANA NpoBeAeHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpoBeAeHHS KOHTPOIO cepil) abo noctavyanbHUKa
BWXiAHOro marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BUTYHYEHHSA
BMPOGHUYOI AinbHUL AD| y 3B A3KY 3
NPUNUHEHHAM BUPOBHULITBA, 3aNpPONOHOBaHO:
BAT "ApomacuHTtes", Pociiicbka ®egepauisi; 3MiHW
| TMNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco06y (iHwWi 3MiHK y MeToAax BunpobysaHb
(BKKOUAOUM 3aMiHY 260 AOMOBHEHHS)) - 3MiHA Y
mMeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3acoby, a came meto TLWX ans BU3HayYeHHs
«[pogyKTn po3nagy», 3aMiHeHO Ha meTog X ).
3anpornoHoBaHo 6eH3ananbaerng He 6inblue 0,1
%, 6eH3nnoBuiA cnupT He Ginblie 0,1%,
6eH3unxnopug He Ginbwe 0,1 %.; 3miHn |l TUNy -
3MiHn 3 sKocTi. A®I. Bupo6HMUTBO. 3MiHa
BMPOOHUKA BUXiAHOrO/MPOMIXXHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKNtOUALOuM, oe HeobXxigHO, MicLe NPOBEAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepKeHOMY [0CLE)(BBEAEHHS
HOBOro BMpo6HUKa APl 3 HagaHHAM MacTep-
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
thaiina Ha Adl) - BBeleHHSI HOBOTO BUPO6GHUKa
A®| (6eH3MN6eH30aTy)3 HaaHHsAM MacTep-gaiina
Symrise AG, HimeuyuunHa (version 2.0-november
2014); 3minHm Il Trny - 3miHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauiii Ta/abo
[OMYCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(iHwWi 3miHKW) - 3MiHa NapameTpiB cnevudikalii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3acoby, a came B TecTi KinbkicHMiA BMicT
MeTunnapabeHy, nponunnapabeHy (BBegeHO
meToa BEPX); 3anponoHosaHo: KinbkicHuiA BMiCT
meTunnapabeHy (metog BEPX) Ha Bunyck Big 1,44
mr/r go 1,76 mr/r, Ha TepMmiH npugartHocTi Big 1,36
mr/r go 1,84wmr/r, KinbkicHuiA BMicT
nponunnapabeHy (Metog BEPX) Ha Bunyck Big,
0,36 mr/r go 0,44mr/r, Ha TepMiH NPUAATHOCTI Bij
0,34 mr/r go 0,46 wmr/r
36. BETA30H KpeMm Ans ToBapucTBo 3 Ykpaina BCi cTafii BUPOGHMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12841/01/01
YNbTPA 30BHILUHLOTO 06MeXeHo KOHTPO/1b AKOCTI, BUNYCK 3MiHK | TRy - 3MiHW WoAao 6e3nekn/ePeKTUBHOCTI peyenmom
3acTocyBaHHA Mo 151 BiANOBIAa/TbHI cepii: ToBapucTeo 3 Ta chapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
abo no 30 r y Ty6i; no CTH0 obmexeHo «["pahiuHe ohopmNeHHS ynakoBKu» Ha po3fin
1 1y6i y kopobLi 3 "papmaueBTu BiANOBIAA/TLHICTIO «MapkyBaHHs» B MKA /13: 3anponoHoBaHo:
KapTOHY YHa KOMMNaHis "PapmaueBTuyYHa MAPKYBAHHSA BignoBigHo o 3aTBEpAKEHOT0
"3p0pos'a” KoMnaHia "3gopos'a”, TEKCTY MapKyBaHHS.
YkpaiHa; Bci ctagji OHOBNEHHA TEKCTY MapKyBaHHA ynakoBKu
BMPOGHMLTBA, BUMYCK nikapcbKoro 3acoby 3 BHECEHHAM iHchopmaii
cepii: ToBapnCTBO 3 LLIOZ0 3a3HaYeHHS OAVHMLbL BAMIPIOBAHHSA Y
06MEXEHO cuctemi Sl. BBefieHHs 3MiH NPOTSArom 6-Tu MicsLiB
BiANOBIAA/IbHICTIO nicns 3aTBepmkeHHs
"PapmavueBTuyHa
KoMnaHia "3gopos'a”,
YKpaiHa; KOHTPOsIb
AKOCTi: ToBap1CTBO 3
obmexeHoto
BiANOBIAA/IbHICTIO
"®APMEKC I'Py1",
YKpaiHa
37. BPOHXOBA/I® | Tabnetku no 30 mr, no CaHpo3 CnoseHis BMPO6HULTBO in bulk, Himeuunna/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/9256/02/01
10 TabneTok y dapmacbioTika nakyBaHHs1, BUMYCK Monbua 3MiHW | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma
6nicTepi; no 2 n3 a.o. cepii: HaliMeHyBaHHS Ta/abo agpecu micus
6/1icTepy B KAPTOHHIM Cantotac dapma M'moX, NPOBaKEHHS AiSIbHOCTI BUpOBGHUMKa/imnopTepa
Kopo6Li HimeyunHa; roTOBOrO /liKapCbKOro 3acoby, BkIo4aun
nakyBaHHs, BUMYCK AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
cepii: KOHTPO/IO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BiANOBigae

Nek C.A., MNonbuwa

BMPOGHMWK/iMNOpTEp, BK/OYAUM BUMYCK Cepiid)
YTOYHEHHs agpecy BUpobHuka M3 Cantotac
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dapma 'mbX, HimeuunHa, 6e3 3miHu micus
BMPOGHMLTBA: BBEAEHHS 3MiH NPOTArom 6-Tn
MiCsLIB NiCNsA 3aTBEPAKEHHS.
38. BA30OCEPK Tabnetkv no 16 mr no NMPO®APMA ManbTa ABJI IBPAXIM lnay TypeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/3098/01/02
DOPT 15 TabneTok y IHTepHeLwHN CaHai Be TigxapeT A.LL. 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
6nicTepi; no 2 TpehguHr Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
6nicTepy y KapTOHHIl Nimiteq TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
KopoobLi 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH g0 po3giny “MapkyBaHHA" MKA /13;
3anponoHoBaHo: BiagnosigHo [0 3aTBEPAXEHOrO
TEeKCTY MapKyBaHHSl. TepMiH BBEAEHHS 3MiH
NPOTAroM 6 MiCcALiB Micns 3aTBEPIKEHHS
39. BAKCIrPUN® CyCneHs3ia Ans iH'ekuili CaHodpi ®paHuisa MOBHWIA LKA PpaHuis/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/16141/01/01
TETPA | no0,5mny MacTep BUPOOHMLTBA, YropuymHa/ 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
VAXIGRIP nonepegHL0 3arnoBHEHHS, NepBuHHe Benbris Ta papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
TETRA CNAIT- 3arnoBHEHOMY LUNPULL; Ta BTOPVHHE NMaKyBaHHA, TEeKCTY MapKyBaHHS yNakoBKY NiKapCbKOro 3acoby
BAKUVHA ANA | no 1 nonepedHbo KOHTPO/Tb SIKOCTi, BUMYCK 3 BHECEHHSIM iHhOpMaLiT WOoA0 3a3HAYEHHS
MPO®INAKTUK | 3anoBHeHOMY LnNpuLy cepii: CaHodi MNactep, O[MHWLB BUMIPIOBaHHA Y cuctemi Sl. 3MiHu Ao
nremny 3 NPUKPINIEHOI0 PpaHLis; po3ainy «sMAPKYBAHHSA» MKA: 3anponoHoBaHo:
YOTUPLOXBA TO/IKOKO Y KAPTOHHIM BTOPWHHE NakyBaHHS, BignoBigHoO [0 3aTBEpAXEHOro TEKCTY
NEHTHA, Kopo6ui; no 0,5 mny KOHTPO/1b AKOCTI, BUNYCK MapKyBaHHs. TepMiH BBE,EHHS 3MiH - NPOTArom 6
IHAKTUBOBAH | nonepefHbo cepii: CaHodpi MacTep, MicsLiB Nicns 3aTBEpAYKEHHS
A 3anoBHEHOMY LLNPWL; dpaHLis; 3anoBHEHHS,
no 1 nonepeaHbLO nepBUHHe Ta BTOPVHHE
3aMoBHEHOMY LUMPULY nakyBaHHs!, KOHTPO/1b
6€3 rofIkn y KapTOHHiIl sKocTi: CAHOOI
Kopo6Li BIHTPOIM IHOACTPIA,
®paHLis; BTOPUHHE
nakyBaHHS, BUMYyCK
cepii: CaHodi-ABeHTIC
Mpavisit Ko. N1T4,,
Mnatdopma noricTukn
Ta AMCTpubyLii y m.
BypanewT, YropLumHa;
BTOPWHHE MaKyBaHHS:
CPHA CA, bernbris
40. BANNCAP-H TabneTku, BKpUTI Aypo6iHao IHAin Aypo6iHgo ®apma IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/14977/01/02
nAiBKOBOIO dapma /14 Nimiteg - FOHIT VII 3MiHM | TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa peyenmom
060/10HKO0, 80 HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
mr/12,5 mrno 7 (BnacHvka peecTpauiiHoro noceigYeHHs). 3miHa
TabneTok y 6nictepi; aapecy 3asBHvKa. BBegeHHs 3MiH npoTsarom 6-tu
no 4 6nictepu B MicALiB Nicnsa 3aTBepXEHHS.
KapTOHHi Kopobui
41. BAJICAP-H TabneTku, BKpUTI Aypo6iHao IHAaisa Aypo6iHao ®apma IHgjis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/14977/01/01
nNiBKOBOIO dapwma /114 Nimiten - FOHIT VII 3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom

060/10HKO, 160 mr/25

HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mr Mo 7 TabneTok y (BnacHviKa peecTpauiiHoro noceigyeHHs). 3miHa
6nictepi; no 4 agpecu 3asaBHUKa. BBeeHHS 3MiH NpoTAroM 6-tu
6nicTepy B KapPTOHHIN MiCALIB NiCNSA 3aTBEPAYKEHHS.
KopoobUi
42, BA/NICAPTAH TabneTku, BKPUTI TOB «TeBa YkpaiHa AkTaBic T[4, ManbTa; ManbTta/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5744/01/02
H-TEBA naiBKOBOIO YkpaiHa» BankaHndapma-AynHuus Bonrapis TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
o6onoHkoto, no 320 AT, Bonrapis 23.07.2015 Ne 460) - BUNpaB/ieHHA TEXHIYHOT
Mmr/25 mr; no 10 nomunkm y MKH, sika 6yna gonyLieHa npu
TabneTtok y 6nictepi; nepepeectpaduii M3 (Haka3 Ne 461 Big 03.08.2011
no 3 abo 9 6nictepiB y p.) NpY NepeHeceHHi iHhopmaLlii 3 peecTpauiiiHoro
KapTOHHI Kopo6Lyi pocbe (3.2.P.1 «Onuc i cknag, nikapcbkoro
3acoby») B po3gini «Cknag» MKA N13, a came
ynyLLeHo iHhopMaLlito LoA0 HasBHOCTI 6apBHMKa
«3asisa okcug 4epBoHuii (E 172)» B cknagi
060/10HKM TabneTkn Opadry || 85G32408 OBTWIA.
TexHiYHY NOMWIIKY BUNPAaB/IEHO B iHCTPYKLIT A1
MeaunyHoro 3acTtocysaHHa /13 y p. "Cknag"
43. BA/ICAPTAH TabneTkn, BKPUTI TOB «TeBa YkpaiHa AxTaBic /IT[, ManbTa; Manbta/ BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/5743/01/01
H-TEBA NNiBKOBOKO YkpaiHa» Bankandapma-AynHuus Bonrapis TexHiyHa noMmuska (3rigHo Hakasy MO3 Bif peyernmom
060/10HKO0, No 80 AT, bBonrapis 23.07.2015 Ne 460), — Bunpas/ieHHs TEXHIYHOT
mr/12,5 mr; no 10 nomunkn y MKA, sika 6yna gonylieHa npu
TabneTok y 6nictepi; nepepeectpadii 13 (Haka3 Ne 461 Big 03.08.2011
no 3 6nictepu y p.) Npy NnepeHeceHHi iHchopmadii 3 peecTpaliiiHoro
KapTOHHI KOpoOLji nocbe (3.2.P.1 «Onuc i cknag, nikapcbkoro
3acoby») B po3gini «Cknag» MKA /13, a came
ynyLLeHo iHhopMaLiio LWoA0 HasaBHOCTI 6apBHMKa
«3aJliza okcug, YopHuin (E 172)» B cknagi
060/10HKM TabneTkn Opadry 1l 85G34642 Pink.
TexHiuHy NOMU/IKY BUMNPaBAEHO B IHCTPYKLIT ANns
MeauyHoro 3actocyBaHHs /13y p. "Cknag"
44, BE3UKAP™ TabneTku, BKPUTI AcTtennac Higepnangn | Actennac ®apma tOpon | HigepnaHgu BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3763/01/01
nniBKOBOIO Papma tOpon B.B. 3MiHW | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKuii peyenmom
060/10HKOI0, N0 5 ™r; B.B. 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
no 10 TabneTtok y 3aci6. 3MiHa y NepBUHHIli ynakoBLji roTOBOro
6nictepi; no 1 a6o 3 NiKapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUiA cknaa)
6nicTepy B KAPTOHHIi - TBepaj nikapcbki hopMu - OHOBAEHHSA p. 3.2.P.7.
KopooLi CucTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6:
3amiHa MNBX thonbru, Lo BUKOPUCTOBYETLCS /1A
6nictepHoi ynakosku (dponbra Tmny PH 224 2A) Ha
MBX dponbry Tuny PH 122 2A, y 3B’A3Ky 3
NPUMUHEHHAM BUPOGHULITBA AaHoro Tuny onbru;
BWyYEHHS iHhopMaL,ii Mpo nocTavasnbHYKIB;
BHECEHHS KoperyBaHHs y Tabnuui 2 cneumadikauis
IY-BunpobyBsaHb Ans igeHTudikadii NMBX,
TENI0BOrO YLUi/IbHIOBA/IbHOTO S1aKy Ta naky s
ApyKy, 6€3 3MiHN TecTy
45. BE3UKAP™ TabneTkn, BKPUTI AcTtennac Higepnangn | Actennac ®apma HOpon | HigepnaHgu BHECEHHS 3MiH 0 peecTpaLiiHux martepianis: 3a UA/3763/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nniBKOBOIO dapma tOpon B.B. 3MiHW | TUMy - 3MiHK 3 SKOCTI. FOTOBMIA NikapCbKNii peyenmom
060/10HKO0, M0 10 Mr; B.B. 3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHUI
no 10 TabneTtok y 3aci6. 3MiHa y NepBUHHII yNakoBLyi FOTOBOr0
6nicTepi; no 1 a6o 3 nikapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUiA ckiaa)
6nicTepy B KapPTOHHIl - TBeppai nikapcbki (hopMu - OHOBNEHHSA p. 3.2.P.7.
Kopoo6Li CucTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6:
3amiHa MNBX conbru, Lo BUKOPUCTOBYETLCS A/1A
6nictepHoil ynakosku (ponbra tuny PH 224 2A) Ha
MBX chonbry Tuny PH 122 2A, y 38’a3ky 3
NPUNMHEHHAM BUPOOHWLTBA faHoro Tvuny onbru;
BW/IyYEHHS iHhopmaLii Npo nocTavyasbHUKIB;
BHECEHHS KoperyBaHHs y Tabnuui 2 cneundikauis
IY-BunpobyBaHb oNs igeHTudikauii NMBX,
TENI0BOrO YLUiNbHIOBA/IbHOTO NlakKy Ta naky ans
APYyKy, 6€3 3MiHu TecTy
46. BEPOPAB® | NOPOLLIOK Ta CaHodi PpaHuis FAYMNT ®PAPMA PpaHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13038/01/01
VERORAB PO3YMHHUK ANg Mactep NIBPOH, ®paHuis YropLmHa 3MiHU | TUny - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuii peyenmom
BAKLUMHA NpUroTyBaHHs (noBHWIA LKA 3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby.
AHTUPABIYHA | cycneHsii ons iH'ekuii, BVMPOGHMLTBA, KOHTPO/b 3MiHa napameTpiB cneuudikauii Ta/abo
IHAKTUBOBAH | He meHLwe 2,5 AKOCTi PO3UMHHKKA B LOMYCTUMMUX MEX rOTOBOTO JliKapCbKOro 3acoby
A CYXA MO/go3a; no 1 amnynax); CAHO®I (AoNOBHEHHS cneumdikavii HOBUM NOKA3HUKOM 3

dp1akoHy 3 NOPOLLKOM
(Lpo3za)tal
nonepegHL0
3arnoBHeHOMYy LUNPULY
(0,5 mn), Wo mictuTb
po3unHHuKK (0,4 %
PO34MH HaTPIO
X/10pvAaYy), B KAPTOHHIl
Kopoo6Lji 3
MapKyBaHHAM
YKpPaiHCLKOH MOBOIO;
no 1 conakoHy 3
nopoLukom (1 gosa) Ta
1 nonepefHbLO
3aMoBHEHOMY LUNPULY
(0,5 mn), Wwo mictuTb
PO3YMHHVIK, B
cTaHAapTHO-
€KCMOPTHI ynakoBsL,
AKa MiICTUTbCA Y
KapTOHHI kopobui 3
IHCTpYKLUieto ans
MeNYHOro
3aCcToOCyBaHHs; no 5
(h1aKOHIB 3 NOPOLLKOM
(1 fo3a) y KOMMIEeKTi 3

BIHTPOM IHOACTPIA,
®paHuia (NOBHWIA LUK
BVMPOGHMLTBA, KOHTPOb
AKOCTi PO3YMHHMKA B
wnpuuax); CaHodi
MacTtep, ®paHuisa
(NOBHWIA LMKN
BMPOGHMLTBA, KOHTPO/b
SIKOCTi, BTOPVHHE
nakyBaHHs, BUNYCK
cepii); CaHodpi-ABeHTIC
Mpaisit Ko. T4,
Mnatdhopma noricTuku
Ta oucTpuoyuii 'y m.
Byaanewr, YropwmHa
(BTOpVHHE MaKyBaHHs,
BMNYCK cepil)

BiAMOBIAHMM METOLOM BUNPOBYBaHHS) -
[ONOBHEHHS cnevmdikayii npn Bunycky Ta
cneuudikauii Ha TepMiH NpuAaTHOCTI Ans

PO3YMHHYKA Y NonepeHbO 3anOBHEHOMY LLNPUL
TecToMm HeBuanmi yacTku 3 BiAMNOBIAHUM METOLOM
BMNPOGYBaHHS; 3MiHU | TUNY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO /liKkapCcbKoro 3acoby (3miHa y
3aTBEepKEHOMY NPOTOKONI CTabiNbHOCTI) -
[ofaBaHHsa cneuudikalii Ha TepMiH NpuaaTHoCTI

(ans Hepo3sdacoBaHOro NPOAyKTy Ta Ans

po3dhacoBaHOro NpoaykKTy) Ans po3umHHuka 0,4 %
PO34MH HaTpito xnopuay
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

po3unHHukom (0,4 %
PO34MH HATpIO
xnopvay) B amnynax
no0,5mnNe58
KapTOHHI ynakoBL,i 3
MapKyBaHHAM
YKPaiHCbKOO MOBOIO;
no 5 cpnakoHis 3
nopotuxkom (1 gosa) y
KOMnNekTi 3
po3unHHKKoM (0,4 %
PO34mH HaTpIt0
X/10pKay) B amnynax
no0,5mnNe5s
cTaHgapTHO-
€eKCMOPTHI ynakosLi,
AKa MICTUTbCA Y
KapTOHHI KOpo6L,i 3
iHCTpYKLieo Ans
MeAUYHOro
3acTocyBaHHs; no 10
(h1aKOHIB 3 MOPOLLIKOM
Ta no 10 nonepefHLO
3aMOBHEHMX LUNPULLIB
(0,5 mn), Wo micTATbL
PO34nHHYIK (0,4 %
PO34mMH HaTpIto
X/10p1AYy), B KAPTOHHIl
ynakosLi 3
MapKyBaHHAM
YKPaiHCbKOO MOBOIO;
no 10 cpnakoHiB 3
nopoLukom Ta no 10
nonepeaHLo
3anoBHEHMX LWNpULLB
(0,5 mn), Wo micTATb
po3unHHuk (0,4 %
PO34MH HATpIO
xnopvgy), B
cTaHfjapTHO-
€KCMOPTHIlA ynakosL,
AKa MICTUTbCS Y
KapTOHHI kopobui 3
IHCTpyKLieto ans
MeaNYHOro
3aCTOCYyBaHHSA

47.

BIBAHAT
POM®APM

PO3YMH NS iH'eKLi, 3
Mr/3 Ma, no 3 mny

TOB
Pomdapm

Ipysia

K.T. POM®APM
KOMMAHI C.P.J/1.,

PymyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI

3a
peyenmom

UA/17489/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nonepegHbL0 KomnaHi PymyHis (Bupo6HMLTBO Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
HanoBHEHOMY LUNPULL; Ipysis Ta NepBMHHE NakKyBaHHS y3arasisHeHUX faHux Npo cucTemy
no 1 a6o 4 nikapcbKoro 3acoby); thapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux
nonepegHLo K.T. POM®APM npo cuctemy capmakoHarnsgy, aMmiHa
HamnoBHEHUX LWNPULA Y KOMTIAHI C.P.J1., YNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
6nicTepi, pasom 3 1 PymyHis (KoHTponb 3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
abo 4 ronkamun y SKOCTi BUXIAHUX Ta hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
KapTOHHI KopooLyi nakyBa/lbHUX thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
marepianis, MPOMIKXHMX Bifl yNOBHOBaXXeHOI 0cobwu, BigNoBifasIbHOI 3a
Ta Hepo3chacoBaHUX 3[jicHeHHs1 hapMakoHariaay (BKIyatum
NpPOAYKTIiB, FOTOBOr0 KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
NiKapcbKoro 3acooby, mMacTep-haiina cuctemn hapmakoHarnsgy) -
BTOPUHHE MaKkyBaHHA 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
nNiKapcbKoro 3acooby, 3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
cepTudikauis Ta BUNycK YkpaiHi. [jitova pegakuis: lwyk Hatanka MNetpisHa.
cepii) lMponoHoBaHa pepakuis: BonowwrHa AHacTtacis
AHaToniiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnag, B Ykpaini
48. BIKC AKTUB cupon, 200 mr/15 mn, MpokTep eHg, | LWBseliuapis MpokTep eHg Mrem6n HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/13741/01/01
MEAEKCMNEKT no 120 mn a6o 180 mn Fembn MaHydbekuypiHr F'mM6X 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
o y thnakoHi; no 1 IHTepHeLwHN Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
dhnakoHy 3 MipHUM OnepeWiwH3 [0 po3ainy «MapkyBaHHs» MKA N3:
KOBMa4KoM Yy KOpoOLi CA 3anponoHoBaHo: MapkyBaHHS (BiAMNOBIAHO A0
3aTBEPKEHOr0O TEKCTa MapKyBaHHs) 3MiHN
BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NiKapCcbKoro 3acoby LLoA0 3a3HaYeHHs
MiKHaPOAHUX NO3HAYeHb OAUHULL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHSA
49, BIMISM KOHUeHTpaT ans BioMapwuH Ipnangis AHpepcoHbpekoH (HOK) Benvka BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/14547/01/01
PO34MHY A5 IHAY3IN, IHTepHeLwHN Niviteq, Benvka BpwuTaHis/ 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
1 mr/mn; no5mny Nimiteq BpuTaHis (MapkyBaHHs Ipnangis/ Ta (papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
dnakoHi; no 1 Ta BTOPUHHE HimeuunHa TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby

(hN1aKkoHy B KApPTOHHI
KOpoo6Li

nakyBaHHs); bioMapuH
IHTepHewwHN NimiTes,
Ipnangia (MapkyBaHHs
Ta BTOPVHHE NakyBaHHS,
BiANOBigabHMI 3a
BUNYCK cepii); BeTTep
dapma-depTiryHr TM6X i
Ko. KI', HimeuunHa
(BpPO6HNLTBO
Hepo3acoBaHoi
npoAYyKLii, NepBUHHE

3 BHECEHHSIM iHhOpMaLiT WOoA40 3a3HAYEHHS
OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPAXEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nakyBaHHS Ta KOHTPO/lb
CTepwIbLHOCTI); BeTTep
Papma-depTiryHr MTM6X i
Ko. KT, Himeuunna
(KOHTPO/Ib CTEPULHOCTI
50. BIHMNOLIETUH Tabnetkv no 5 mr, no ToBapucTso 3 Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1272/02/01
10 Tabnetok y 06MexeHo FPYM", Yxpaina (BCi 3MiHM | TUMy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenmom
6nictepi, no 3 BignoBigasibHi cTajii BUpobHULTBa, Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
6nicTepa B KOpOOLi cTHo KOHTPO/1b SIKOCTi, BUMYCK TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
"[ocnigHwi cepii); ToBapucTeo 3 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
3aBof, 06MeXeHO OMHULLb BUMIpIOBaHHA y cuctemi Sl. BHeceHHs
"rHunC" BiANOBIAA/IbHICTIO 3MiH go po3giny "MapkyBaHHsA" MKA N13:
"[locnigHnii 3aBofg, 3anponoHoBaHo: BianoBigHO A0 3aTBEPAXKEHOTO
"MHLUC", YkpaiHa (Bci TEKCTY MapKyBaHHSA. TepMiH BBELEHHS 3MiH:
cTagii BUpo6HMLTBA, NPOTAroM 6-T MiCALIB MiC/SA 3aTBEPAKEHHS 3MiH
KOHTPO/b AKOCTIi, BUNYCK
cepii); ToBapucTeo 3
06MeXeHO
Bi4NOBIgANbLHICTIO
"PapmaueBTuyHa
KomnaHis "3g0pos'a",
Ykpaina (Bci cTagii
BMPOBHNLTBA, KOHTPO/Tb
AKOCTi, BUMYCK cepil)
51. BIHMNOLIETUH- KOHUEeHTpaT ans MpAT Ykpaina MpAT "dapmaLeBTU4Ha YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2576/01/01
AAPHULUA pO34nHy Ans iHdysild, "®papmaueBTu ipma "JapHuus” 3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenmom
5wmr/mMn, no 2 mn B yHa chipma Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHST 3MiH
amnyni; no 5 amnyn B "fapHuus” [0 po3giny “MapkyBaHHSA" B 3aTBeppxeHnx MKA
KOHTYPHIli YapyHKOBIi N3. 3anponoHoBaHo: MAPKYBAHHA BignosigHo
ynakosLij; no 2 [10 3aTBEPKEHOI0 TEKCTY MapKyBaHHS.
KOHTYPHI YapyHKOBI 3aTBepKeHHS albTepHaTUBHOTO TEKCTY
ynakoBKu B nauLii; no 2 MapKyBaHHS BTOPVHHOI YNAaKOBKW i3 HAHECEHHAM
M B amnyri; no 10 2D Kopy Ha [04aTOK 10 BXe 3aTBEPAKEHOro
amnysn B KOHTYPHii TEKCTy MapKyBaHHS. BBefieHHsA 3MiH npoTArom 6-
YapyHKOBIli ynakoBLyj; TV MiCALIB NicNs 3aTBEPAKEHHS
no 1 KOHTYpHil
YapyHKOBIli ynakoBLi B
navui
52. BIPOJIEKC NMOPOLLIOK A1 PO3UNHY KPKA, o.4., CnoBeHis FNAKCOCMITKNIANH ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/2526/03/01
Ons iHgysili no 250 HoBo mecTo MAHY®AKYYPUHI CnoBeHis 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
Mr, No 5 do1akoHiB 3 C.MN.A,, ITanisa Ta hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHS 3MiH

MOPOLLKOM Y
KapTOHHI KopooLli

(Bnpo6HMLTBO "in bulk”,
nepBUHHe Ta BTOPVHHE
nakyBaHHs); KPKA, a.4.,
HoBo mecTo, CnoseHis
(BignoBiganbHuii 3a
KOHTpONb cepili Ta
BMNYCK cepiit)

[0 po3giny “MapkyBaHHs" MKA /13"
3anponoHoBaHo: MapkupoBka. B cooTBeTCTBUM C
YTBEPXKAEHHBIM TEKCTOM MapK1MpoBkn OHOBEHHS
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby

3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBegeHHA




49

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3MiH NPOTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS
53. BITAMIH D3 Kpanni opaJsibHi, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16441/01/01
po3uunH 15000 MO/mn, 06MexeHot obmexeHor 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
no 8 mn y tpriakoHi, BifnoBigasIbHi BiANoBiAa/IbHICTIO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
yKyrnopeHomy CTHO "PapmaueBTuyHa 00 po3ainy “MapkyBaHHs” MKA N13:
npo6koto- "®hapmaueBTu KoMnaHis "3gopos's” 3anponoHosaHo: MAPKYBAHHA BignosigHo go
KpanenbHuLeto Ta YHa KOMnaHis 3aTBEPKEHOr0 TeKCTY MapKyBaHHS. OHOBNEHHS
3aKpPUTOMY KPULLIKOHO, "3popos'a” TEeKCTY MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby
no 1 conakoHy y 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
Kopoo6Li OAVHULb BUMIpIOBaHHA Y cucteMi Sl. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAKEHHS
54, BOKAPA® Kpanni opasibHi no 20 Pixapa ABCTpIst Pixapg bittHep Al ABCTpIst BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/6410/01/01
M, abo no 50 mn, abo BitTHep Al 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
no 100 mn y cnakoHi- Ta thapmakoHarnsagy (iHwi 3mMiHu) - 3MiHU BHECeHi
KpanenbHuui; no 1 B TEKCT MapKyBaHHS YNakOBKW /liKapCbKoro 3acoby
hnakoHy y KapTOHHiIl LLIOA0 3a3HaYeHHSI MDKHapOAHMX NO3HaYeHb
ynakosLi OAVHULb BUMIpIOBaHHS. BBeEeHHS 3MiH NpOTArom
6-T1 MicsILiB NicNs 3aTBEPAKEHHS
55. BOJ/IbTAPEH emynbrenb ons CK Lseiiapis 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/1811/01/02
DPOPTE 30BHILLHLOrO KoHcbiomep Xenckep C.A. 3MiHW | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKuii peyenma
3acTocyBaHHs 2,32 %; Xenckep C.A. 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI

no 50 r a6o 100 r B
Ty6i; no 1 1y6i y
KapTOHHI Kopo6Li

3aci6. 3miHa popMu abo po3mipy KoHTelHepa un
3aKynoproBasIbHOrO 3acoby (NepBUHHOI yNakoBKM)
(HecTepunbHI Nikapcbki 3aC06U) - BHECEHHS 3MiH
[0 maTepianiB peecTpauiiiHoro gocke p. 3.2.P.7.
CuncTeMa KoHTelHep/3akynoptoBasibHUlA 3aci6, a
came BBefieHHs1 NOIIMEPHOro KoBnavka 3
BigkmaHow kpuiukoto (PP) (3aTBepaxeHo:
noniMepHi KOBMaYKK, L0 HarBUHYYOTbCS, 6inoro
ab0 CUHLOTO KONbOPY KPYr/10i ab0 TPUKYTHOT
hopMU) 3 BHECEHHAM BiAMNOBIAHMX 3MiH 40 p.
«YnakoBKa». 3MiHN BHECEHO B IHCTPYKL,ilO ANA
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby y p.
"YnakoBka". BBeeHHS 3MiH NPOTArom 6-Tu MicALiB
nicns saTBeppkKeHHs; 3MiHn | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Byab-
AKOT YaCTVHW MaTepiany NepBUHHOI YNakoBKy, LLIO
He KOHTaKTYE 3 TOTOBUM NiKapCbK1UM 3ac060M
(Hanpvknag Konip KpMLLEYOK 3 KOHTPONEM
nepLioro BiAKPUTTA, KONIP KOLOBUX KineLb Ha
amnyrax, KoHTeliHepa 4715 rofok (pisHi Buan
nnactMacwu) (3MiHa, sika BM/iMBaE Ha KOpoTKy
XapaKTepUCTUKY JiKapCbKOro 3acoby) - BBEAEHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nepeaHbOI YaCTUHW BiAKMAHOT KPULLEYKU 3
ocob6vBoro martepiasny, a came
TepmonaacTuyHoro enactomepy (Termoplastic
Elastomer, TPE), Skni1 He KOHTaKTy€e 3 NPOAYKTOM
0N 6iNbLU M'AKOro BiAYYTTA AOTUKY NPU BIAKPUTTI.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHUIA 3aci6. 3miHa y
NepBUHHIN yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby
(Tvin KoHTelHepa abo foAaBaHHS HOBOTO
KOHTeliHepa) - TBepai, M'siki Ta HeCTepubHI piaki
nikapcbki hopMK - BHECEHHS 3MiH [0 MaTepiasiB
peecTpadiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3aci6, a came
BBE[leHHA a/lbTepHaTUBHOIO Martepiasty
BUrOTOB/IEHHS TYOU: aNlbTEPHATUBHOMO TUNY
namiHyBaHHS BHYTPILLHLOI NOBEPXHI Kopnyca Ty6u,
LLIO Ma€E BiNbLL BUCOKY XiMIYHY CTIlKiCTb Ta 6inbLu
BWCOKY 34aTHICTb [0 3anatoBaHHs.
3anponoHoBaHo: Cknaj asltoMiHIiEBOI TaMiHOBaHOT
Ty6u: Kopnyc: MonietnneH H13bKoT
ryCTUHW/asTloMiHili/noNieTuNeH BUCOKOI IyCTUHY (3
30BHILIHLOTO A0 BHYTPILIHBOrO Wwapy); A6o
MonieTuneH HN3bKOT r'yCTUHU/aNOMiHi/cyMmiL
NiHIAHOrO NONiEeTUNEHY HU3LKOI NYCTUHM,
nonieTuneHy BUCOKOT I'yCTUHY Ta
NpOTVaAre3VBHOTO KOHLLEHTPOBAHOTO KOMMOHEHTY
(3 30BHILLHBLOTO 0 BHYTPILIHLOrO LWapy).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauilii Ta/abo fJonycTUMmx
MeX NepBYHHOT yNakoBKM rOTOBOTO NikapCbKOro
3aco6y (BUTyYEHHSI HE3HAYHOTO MOKa3HMKa
(Hanpvknag 3acTapifioro NoKasHMKa)) - BHECEHHS
3MiH 10 MaTepiasliB peecTpaviiiHoro gochbe, a came
BHECEHHS pefakLuiiiHMX NpaBoK 40 po3giny
3.2.P.7. Cnctema KoHTelHep/3akynoproBasibHUIA
3aci6; BuAaNeHHs nokasHuky "Posmipu” 3
Cneuudikauii antoMiHiEBUX NaMiHOBaHNX Ty6.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - OHOBJIEHHA TEKCTY MapKyBaHHS ynakoBKW
NiKapcbKoro 3acoby 3 BHECEHHAM iHpopmaLii
LLL0Z10 3a3HAYEHHS OAMHMLL BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHs 3MiH NpOTSArom 6-Tv MicsiuiB




51

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nicns 3aTBepayKeHHs
56. BYrinnsg Tabnetku no 0,25 r, no TOB YkpaiHa TOB "BANTAPTIH YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12759/01/01
AKTUBOBAHE 10 TabneTok y "BANAPTIH PAPMA" 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenma
6nictepax; no 10 DPAPMA" Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
Tabnetok y 6nictepi, 00 po3sgainy “MapkyBaHHs” MKA 113"
no 3 6nictepu y nauui 3anponoHoBaHo: MapkyBaHHs. BignosigHo
3 KapTOHY 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHI B TEKCT MapKyBaHHS ynakoBKu
niKapcbKoro 3acoby 040 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHULb BUMIPIOBaHHS.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPIKEHHS
57. FALOBICT 1,0 PO34mnH ANs iH'ekuin, 1 Baiiep Al HimeyunHa Baiiep Al', HimeuunHa HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/6664/01/01
MMOb/MA; NO 5 MmN 3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
a6o no 7,5 mn, abo no Ta hapmakoHarnsagy (iHwi 3miHW) - 3MiHM BHECeHi
10 mMn y ckIstHOMY B TEKCT MapKyBaHHS YNaKkoBKW NiKapcbkoro 3acoby
LNpuLi, BKNageHomy y LLIOAO 3a3HaYeHHs MKHapOAHUX NO3HaYeHb
npo3opy NaacTUKoBy OfMHULIb BUMIPIOBAHHS. BBElEHHSA 3MiH NPOTAroM
KOPOOGKY, 3aKpuTy 6-Tn MicALIB nicns 3aTBEPKEHHSA
nanepom; no 5
LINPULIB Y KAPTOHHIN
Kopob6Li; no 5 mn abo
no 7,5 mn, abo no 10
M1y NNacTUKOBOMY
LINpWLi, BKNaAeHoMY Y
npo30opy NNacTuKoBy
KOpPOOKY, 3aKpuTy
nonieTuneHom; no 5
LUNPWLB Y KAPTOHHIl
Kopo6ui; no 7,5 mn
abono 15 mny
CKNsAHOMY pN1aKoHi; no
1 cdonakoHy y
KapPTOHHI Kopobuj
58. FrENAAND® kancynu, no 10 kancyn TOB YkpaiHa TOB "BAJTAPTIH YkpaiHa BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis: 3a UA/5324/02/01
y 6nictepi; no 10 "BANIAPTIH PAPMA" 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
Kancyn y énicrepi; no DPAPMA" Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
3, 5 a6o 10 6nicTepis 00 po3gainy “MapkyBaHHs" MKA 113"
Y KapTOHHIl navui 3anponoHoBaHo: MapkyBaHHs. BignosigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCbKoro 3acoby LLoA0 3a3Ha4eHHs
MiKHapPOAHUX NO3HaYeHb OAUHULL BUMIPIOBaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHSA
59. FHINOPAN KOHUEHTpaT A1 Takega ABCTpist Takena AscTpia TM6X ABCTpist BHECEHHS 3MiH [10 pEECTpaLiiiHuX MaTepianis: 3a UA/2845/03/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
PO34uHy ANs iHdy3ilA, ABcTpia TM6X TexHiyHa noMmuska (3rigHo Hakasy MO3 Big peyenmom
25 Mkr/5 mn no 5 mn B 23.07.2015 Ne 460) - TeXHIYHY NOMUSIKY
amnyni; no 5 amnyn 'y BMMNpaB/IEHO B Naneposiil Bepcii iIHCTPYKUiT Ans
KapTOHHI Kopo6Li MeJMNYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby B
TeKCTi po3ainy "B3aemogist 3 iHWUMW NiKkapCbKMMN
3acobamu Ta iHLWi BUAY B3aEMogin", a came
nofaHa iHdhopmadis: "Tepanito npenapaTom
Heo6XiAHO NPUNUHUTY NPUHAKMHI 3a 6 TOAUH A0
npoBefeHHs 6yAb-AKOi 3anaHoBaHOT aHecTesil 3
3aCTOCYBaHHAM rasloreHBMiCH/X aHecTeTUKIB" aka
BiANOBIfA€E 3aTBEpAXEHIl iIHhopMaLl, Wwo
MICTUTBCS B €N1EKTPOHHIli BEPCii IHCTPYKLi Ta
KOPOTKili XapakTepucTuLi Nikapcbkoro 3acoby.
3a3HayeHe BUMNpaB/IeHHSA BiANOBIgaE MaTepianam
peecTpauinHoro 4ocbe
60. FNEMOHT TabneTku, BKpUTI "neHmapk IHais neHmapk IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14000/01/01
nNiBKOBOKO PapmacboTHK dapmacboTukans Jta,. 3MiHK | TRy - 3MiHW WoAao 6e3nekn/ePeKTUBHOCTI peyenmom
060710HKO0, No 10 mr, ans Jta,. Ta hapmakoHarnagy (iHwi 3MiHn) - NpYBeAeHHA
no 10 Tabnetok y TEKCTy MapKyBaHHS yNnakoBOK BifMoBiAHO A0
6nictepi, no 3 BMMOT Hakaly MO3 YkpaiHu Big 23.07.2015 p 3
6nicTepy B KapPTOHHIi BHECEHHAM iHchopma,ii LWoA0 3a3HavYeHb OANHULb
Kopo6ui; no 30 BUMIpPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 p.
Tabnetok y "MapkyBaHHA" MKA J13: 3anponoHoBaHo:
KOHTelHepi, no 1 MapkumpoBka. CornacHo yTBepxgeHHOMY TEKCTY
KOHTelHepy B MapK1poBKW. BBefeHHA 3MiH NpoTArom 6-Tu
KapTOHHI KopooLli MiCALB Nicnsa 3aTBepAKeHHs
61. FMIATOH® PO34MH AN iH'EKL, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13359/01/01
250 mr/mn, no 4 mn B 3MiHK | TUNY - AOMIHICTpaTBHI 3MiHW. 3MiHa peyenmom

amnyni; no 5 amnyny
6nictepi; no 1 a6o 2
6nicTepu y nauui 3
KapTOHy; No 4 Mmn B
amnyni; no 5 a6o 10
amnyn y nadui 3
KapTOHY

HalilMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
(BnacHvKa peecTpauiitHOro noceig4eHHs). 3miHa
HalilMeHyBaHHs Ta afpecu 3asiBHUKa (BNnacHuKa

peeCcTpaLiiHOro NoCBIgYEHHS).
BBegeHHs 3MiH NPOTAroM 6-Tu MicAuiB nic/s
3aTBepKeHHs. 3MiHY | TUny - AgMiHICTPaTUBHI
3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecy Micus
NPOBaKEHHS AiSIbHOCTI BUPOBGHUMKa/imnopTepa
rOTOBOrO JliKapcbKoro 3acoby, BK/IYaumn
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BiANOBigae
BMPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK CEpild).
3MiHa HaliMeHyBaHHs Ta afipecy BUPOOHUKa, 6e3
3MiHM MicLA BUPO6HMLTBA. BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIXKEHHS.
3MiHn | TURY - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHu). BHECEHHS 3MiH
00 po3giny «MapkyBaHHsa» MKA N13.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTtBeppxeHo: MAPKYBAHHA Bignosigae
HaflaHOMy TeKCTY MapKyBaHHS ynakoBKu
npenapary. 3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHSI.
OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
nNikapcbKoro 3acoby 3 BHECEHHAM iHchopmai
|00 3a3HaYeHHS OAVHMLbL BAMIPIOBAHHSA Y
cuctemi Sl Ta gogaHo dpasy "[Ana getanbHol
iHchopmauii AnB. IHCTPYKLitO AN MEAUYHOTO
3acTocyBaHHs". BBeAEeHHS 3MiH NpOTArom 6-Tn
MicALiB nicnsa 3aTBepMXEHHS. 3MiHN | Tuny - 3MiHK
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO J1iKapCcbKoro 3acoby (4ns
npusBefeHHs y BiANoBigHICTL 3 Y abo
€BponeiicbKolo hapmakoneeto Ta BUTyUYeHHs
NOoCUNaHHA Ha 3acTapinuii BHYTPILLHIA MeTon
BMNPOBYBaHHS i ior0 HOMEP) - BHECEHHS 3MiH A0
mMeTogiB BUNpobyBaHHsA /13 3a NoKa3HMKOM
«CTepubHICTb», 30KpeMa MeTo/, aHanisy
BK/IIOYEHO A0 DY Ta EBponeiicbkoi hapmakonel,
BUJTyYa€ETLCA NOBHWIA BUKNAZ NPOBEAEHHS
MeTOAVKN Ta AONOBHIOETLCA BiANOBIAHWUM
NOCWIaHHAM Ha Ajtouy pegakuito Y Ta €,
3a/IMWAETLCA BiANOBIAHE NOCUNAHHA Ha 3arasibHy
cTaTTio.

62.

TNOAY _
HACTOKA

HacTolika Ans
nepopasibHoro
3aCTOCYBaHHs; no 25
M abo no 100 mny
hnakoHax

AT
"Nly6Hnchapm”

Ykpaina

AT "Nly6Hnchapm"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis:
3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB crneungikaLili Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(iHWi 3MiHW) - BBEAEHHS NEpioANYHOCTI KOHTPOSIHO
3a nokasHukoM "MikpobionoriyHa umctota™; nepwia
Ta KOXHa AecsiTa HacTynHa cepis, ane He pifle
HiXX 1 cepis B pik

6e3
peyenma

UA/7464/01/01

63.

rPUMNAYT
FAPAYNN
HAMIN

NOpOLLOK A5
0OpasIbHOr0 PO34MHY MO
6 1y naketuky; no 10
NakeTuKIB Y KAPTOHHIN
Kopoo6Li

€BPO

NAADKEP
MPAMBIT
NIMITEL,

IHZis

$AC Nimiteq,

IHais

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHW | TUNY - 3MiHK 3 KOCTi. A®Il. KoHTponb AdI.
3miHa y meTofax BunpobysaHHs AP abo
BUXIAHOTO MaTepiany/MpoMiXKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoveci BupobHuuTea API (iHWi 3MiHM Yy MeTogax
BMNPOGYBaHHs (BK/IOUAKYM 3aMiHy abo
[0NoBHEHHS) AD| abo BUXiAHOro/NPOMIXHOIO
NPOAYKTY); CYyNyTHS 3MiHa - 3MiHM 3 AKOCTi. API.
KoHTposib A®I. 3miHa y napameTpax cneuudikadin
Ta/abo foMyCTUMUX MeX, BUSHAYEHUX Y
cneumgikauisix Ha A®Pl, a6o BUXigHWIA/NPOMIDKHWIA

6e3
peyenma

UA/15361/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa A®| (nogasaHHsA abo
3amiHa (3a BUHATKOM aKTUBHOI PEeYOBUHM
6ionoriyHoro abo iMyHO10riYHOr0 MOXOMKEHHS)
napameTpa cneumaikauii 3 Bi4noBigHNM METOLOM
BMNPOOYBaHHA 3a pesynbTataMun AOCNigKEHb 3
6e3nekn abo SKOCTi) — NpuBeAeHHS chopmaTy
cneumaikauii Ta MeToiB KOHTpoo APl
deHinedpuHy rigpoxnopugy y BiAnoBigHICTb A0
matepianis BUPO6HUKa, 6€3 3MiHM HOPMYBaHHS Ta
MeToZAjiB BUNPOGYBaHHS; - BBEAEHHSA MoKa3HuKa
AKOCTI «3a/IMLLKOBA KifTbKICTb OpraHiyHux
PO34YUHHIKIB» 3 HOPMYBaHHSAM «|30MponinoBuii
cnupT He 6inbLue 1000 ppm, MeTaHoN He GinbLue
500 pmm»

- BBEEHHS nokasHuka «MikpobionoriyHa ymcrtora»
B 3aMiH NoKa3HuKa «bioHaBaHTaXeHHs»;
3anponoHoBaHo: Microbiological Quality
Total Aerobic Microbial count (TAMC) - Not more
than 102 cfu per g Total combined Yeasts and
Molds count (TYMC) - Not more than 101 cfu per g

64.

FPANNOCTAL
® PUHO 0,1%,
HASANbHI
KPAMN/I

Kpanni HasaslbHi,
po3umnH 0,1 % no 10
My donakoHi; no 1
th1aKkoHy B KapTOHHIl
KopoobLi

CTAIA
ApuHaiimitten
b Al

HimeyunHa

CTAJA ApuHaiimiTTens
Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta thapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
TEKCTy MapKyBaHHA yNnakoBKM MikapCbKoro 3acoby
3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH 40 po3giny «MapkyBaHHs» MKA N13.
3anponoHoBaHo: MapkyBaHHS 3rigHO
3aTBEPMAKEHOr0 TEKCTY MapKyBaHHS BBedeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS

6e3
peuyenma

UA/3090/02/01

65.

rPULINKIB
TPABA

Tpasa no 40 r abo no
50rabono75ry
naykax 3 BHyTpILLHIM
nakeTom

MpAT
dapmaueBTny
Ha chabpuka
"Biona"

YkpaiHa

MpAT ®apmaveBTnyHa
(pabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHK | TURY - 3MiHW 3 AKOCTI. FOTOBUIA NiKAPCbKMiA
3aci6. KOHTposib rOTOBOrO NikapcbKoro 3acoby.
3MiHa y MeTogax BUnpobyBaHHsA roTOBOrO
NiKapcbKoro 3acoby (4711 NpUBEAEHHS Y
BignoBigHicTb 3 AdY abo EBponeicbkoto
chapmakoneeto Ta BUNYUYEHHSI MOCUIaHHS Ha
3acTapifinii BHYTpILWHI MeTo4 BUNPOOYyBaHHS i
10ro Homep) - BHeCEHHs 3MiH A0 Cneuudikauii Ta
MeTogiB KOHTPOIO AKOCTI SliKapCbKoro 3acoby 3a
NoKasHNKOM «MiKpO6ionoriyHa YCToTa»,
«Yuncnosi NokasHWKM», a caMe 3aMiHa NocuiaHb 3
AdY 1.0 Ha «gjtouy pefakuito» OPY; 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHW) - 3MiHa 0 po34iny

6e3
peyenma

UA/2122/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

MKSA N3 (po3ain «I'padiivuHe othopmMIeHHS»
3aMiHeHO po3giniom «MapkyBaHHA» (BignosigHo
[0 3aTBEPAYKEHOro TEKCTY MapKyBaHHS)).
OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MDKHAPOAHUX
Nno3Ha4yeHb OUHNLL BUMIpOBaHHSA. BBeaeHHS
3MiH NPOTAroM 6-TW MIiCALIB NicNs 3aTBEPMAKEHHS;
3MiHU | TUNY - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acooy.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(iHwWi 3MiHW) - BHECEHHSA 3MiH [0 Creumdikauji Ta
MeTopjiB KOHTPO/IO SIKOCTI JlikapCcbkoro 3acoby 3a
NOKa3HUKOM «YMCOBi NMOKa3HUKN», a came
BUYYEHHS M. «30N1a, HE PO3YMHHA B
X/TOPUCTOBOAHEBIN KUCNOTi» Y 3B'A3KY 3
npvBefeHHAM A0 MoHorpaddii «puuukis TpaBaN»
AeY;
3MiHM | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbkuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB crneungikaLiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbkoro 3acoby
(iHWi 3mMiHW) - BHECEHHS 3MiH A0 Creundikauii Ta
MeTogjiB KOHTPO/IO SKOCTI SliKapCbKoro 3acoby 3a
NOKa3HUKOM «YMCOBi MOKa3HUKN», a came
NpUBEAEHHS M. «CTOPOHHI AOMILLKU» A0
MoHorpadii «puuymnkis TpasaN» AdDY; 3minu | Tvny
- 3MiHK 3 SKOCTi. F0TOBMIA NiKapcbkuid 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB crneungikauii Ta/abo gonycTummx
MEX roTOBOrO JliKapCbKoro 3acoby (4ONOBHEHHS
crneundikaLii HOBUM NOKA3HMKOM 3 BiANOBIAHUM
MEeTO0M BUMNPOOYBAHHS) - BHECEHHS 3MiH A0
Cneuudpikanii/MeToaiB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came BBEAEHHS M.
«KiflbkicHe BM3HAYEHHS» 3 BiANOBIAHUM METOAOM
BUMNPOOYBaHHS, Y 3B’A3Ky 3 NPUBEAEHHAM A0
BMMOT MoHorpadii «Ipuuykie TpasaN» ADY; 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6.
KOHTpOsb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauili Ta/abo fonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3 BifNoBiAHUM
MEeTOA0M BUNPOOYBaHHS) - BHECEHHS 3MiH [0
Cneuudpikauii/MeTogiB KOHTPO/IHO AKOCTI
nikapcbkoro 3acoby, a came BBEAEHHS M.
«lgeHTudikauis» 3 BignoBigHMM MeToL0M
BUNPOBYBaHHS, Y 3B'3Ky 3 NPUBELEHHSAM A0
BMMOT MOHorpadii «puupmkie TpaBaN» AdY;
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Ne
n/n

Hassa

NliKapcbKo20

3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3MiHM | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB crneungikaLiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbkoro 3acoby
(iHWi 3MiHW); CynyTHSA 3MiHa - 3MiHW 3 SIKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPO6YBaHHS rOTOBOrO NikapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BunpobysaHb (BKIHOHaKUM
3aMiHy abo JONOBHEHHS)) - BHECEHHS 3MiH 10
Cneuudpikauii/MeTosiB KOHTPOSIHO AKOCTI
nikapcbKoro 3acoby, a came 3MiHa METOAUKM Ta
HOpMW AN N. «EKCTPaKTUBHI PEUOBUHN» B P.
«Y1CNOoBI NOKa3HWKN», Y 3B'S13KY 3 NPUBEAEHHSIM
00 BUMOr moHorpadii «puuukis TpaBaN» APY

66.

FPOMPUHO3M
H®

Tabnetkv no 500 wmr,
no 10 Tabnetok y
6nictepi, no 2 abo no
5 6nicTepis B
KapTOHHI KopooLyi

BAT "TeneoH
PixTep"

YropumHa

TOB "TepeoH Pixtep
Monbwa”

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnagy (iHwi 3MiHu) - 3amiHa
rpagpivHoro oopM/IeHHA NepPBUHHOT Ta BTOPUHHOT
yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BiANOBIgHWMY 3MiHamu Ao po3ginis MKA N3
(po3gin «padmyeckoe ohopM/IeEHNE YNaKOBKN»
(CooTBeTCTBYET NpeACTaB/EHHOMY
rpadmyeckoMy N306padkeHNo ynakoBKM) 3aMiHEHO
po3gainom «MapkyBaHHs» (3rifHO 3aTBEPAXKEHOrO
TEKCTy MapkyBaHHs)). OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKM fikapCbKoro 3acoby i3
3a3HaYeHHSAM MKHapOAHVX NO3HAYeHb OAVHWLb
BUMIpIOBaHHS. BBeieHHA 3MiH NPOTArom 6-Tu
MicsILiB nicns 3aTBEpAYKEHHS

3a
peyenmom

UA/6286/01/01

67.

68.

DENOP®

Masb, 0,5 mr/r; no 25 r
B Ty6i; no 1 Ty6iy
KapTOHHI KOpoOL;ji

Papma
IHTepHeLLeHan
Komnari

VioppaHis

dapma IHTepHeLeHan
Komnai

VopaaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEeHi
B TEKCT MapKyBaHHS YNaKkoBKW Nikapcbkoro 3acoby

LLIOAO 3a3HaYeHHs MKHapOAHUX NO3HaYeHb
OIVHULIb BUMIPIOBAHHS. BHECEHHS 3MiH [j0
po3giny “MapkyBaHHs" B 3aTBeppxeHnx MKA N13:
3anponoHosaHo: MAPKYBAHHSA: BignosigHo fo
3aTBEPKEHOTO TEKCTY MapKyBaHHs

3a
peyenmom

UA/3092/02/01

DENOP®

Kpem 0,5 mr/r; no 25 r
B a/IIOMiHi€BIN Ty6i; no
1 Ty6i y KapTOHHIi
KopooLi

®apma
IHTepHelLeHan
Komnari

VioppaHis

®apma IHTepHeLleHan
Komnai

VopaaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3mMiHKW) - 3MiHU BHECEeHi
B TEKCT MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby

LLI0A0 3a3HaYEHHs MiDKHAPOAHUX NO3HAYeHb

3a
peyenmom

UA/3092/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
OVHULIb BUMIPIOBAHHS. BHECEHHS 3MiH [0
po3ziny “MapkyBaHHs" B 3aTBeppKeHnx MKA N13:
3anponoHosaHo: MAPKYBAHHA: BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS
69. OENY®EH® cnpeii HasanbHUiA, No Pixapa ABCTpist Pixapa BitTHep Al ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8539/01/01
20 mn abo no 30 mny BitTHep Al 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenma
nnacTMKoBOMy Ta dhapmakoHarnsagy (iHwi 3miHu) - 3MiHU BHECeHi
hnakoHi 3 B TEKCT MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby
naacTyKoBUM LLIOAO 3a3HaYeHHs MKHApOAHUX MO3HaYeHb
posnuntoBayem; no 1 OAVHULIb BUMIPIOBAHHS. BBEIEHHSA 3MiH MPOTArOM
pN1aKoHY B KAPTOHHIl 6-Tn MicsLIB NicNsA 3aTBEPIKEHHS
ynaKkoBLi
70. AENPUBOKC® | Tabnetku, BKpUTI CTALA HimeyunHa Na6op JIC CE i Ko.KT, Himeuunna/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/3091/01/01
NNiBKOBOKO ApuHaiimitten HimeyuunHa (KOHTPO/b HigepnaHnamn 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
060/10HKO0, N0 50 Mr; b Al cepiin); MM® B.B. Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
no 10 TabneTtok y (MeHbtodhekuypiHr TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
6nicTepi; no 2 abo 5, nekexiHr papmaka), 3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauyeHHs
abo 10 6nictepiB y Higepnangu (nepeuHHe OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
KapTOHHI KOpooL;i Ta BTOPUHHE 3MiH 40 po3ainy «MapkyBaHHsi» MKA /13:
nakyBaHHs); 3anponoHoBaHo: MapkyBaHHS. 3rigHO
PoTTengopd Papma 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs
vm6X, HimeuunHa 3MiH NPOTArOM 6-TK MICALB NiC/1A 3aTBEPAKEHHS
(BpOGHNLTBO
Hepo3acosBaHoro
NPOAYKTY, KOHTPO/b
cepiii); PoTTeHgopd
dapma 'méX,
HimeuunHa (nepBuHHe
Ta BTOPVHHE NakyBaHHS,
KOHTPONb Cepiif);
CTALA ApuHaiimitTenb
Al', HimeyunHa (Bunyck
cepii)
71. AEMPUBOKC® | TabneTtku, BKpUTI CTALOA HimeuyunHa Na6op /1IC CE i Ko.KT, Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/3091/01/02
NniBKOBOI 060/10HKOK | ApuHaliimiTTen HimeyunHa (KOHTpOb HigepnaHnamn 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
no 100 wmr; no 10 b Al cepiit); MM® B.B.

TabneTok y 6nictepi;
no 2 a6o 5, a6o 10
6nicTepiB Yy KAPTOHHIi
KOpoo6Li

(MeHblodhekyypiHr
nekexiHr papmaka),
HigepnaHgu (nepBrHHe
Ta BTOPUHHE
nakyBaHHs);
PotteHgopg Papma
Mv6X, HimewunHa
(B1pPOGHMLTBO
Hepo3acoBaHoro
NPOAYKTY, KOHTPO/b
cepiii); PotTeHgopd

Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOB/IEHHS
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH A0 po3ainy «MapkyBaHHs» MKA N3:
3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPMKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dapma 'vbX,
HimeuuunHa (nepBuHHe
Ta BTOPVHHE MakKyBaHHS,
KOHTpPO/b cepiii);
CTAJA ApuHaiimiTTenb
Ar, HimeuunHa (Bunyck
cepii)
72. OENPUBOKC® | Tabnetku, BKpUTI CTALA HimeyunHa Bunyck cepiii: HimeyuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3091/01/01
naiBKOBOIO ApuHaiimitren CTAJA ApuHaimitTenb 3MiHM | TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKO0, N0 50 Mr b Al Al', HimeuunHa,; BMPOGHWYOI AinbHNL (BKIKOYAKYN AiNbHAL ANS
no 10 Tabnetok y Bupo6bHMLTBO A®I, npomiXHOro nNpoaykTy abo rotoBoro
6nicTepi; no 2 abo 5, Hepo3dacoBaHoro nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
abo 10 6nicTepiB y NPOAYKTY, KOHTPO/Ib nakyBaHHs1, BUpO6HYKa, BigNoBiganbHOro 3a
KapTOHHI KopooLli cepiii: BUMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSO cepii)
PotteHgopg ®apma ab0 nocTtavyasibHMKa BUXiAHOTO MaTepiany,
vM6X, HimeuunHa; peareHTy abo AONOMDKHOT PEYOBUHY (SIKLLO
MepBuHHE Ta BTOPMHHE 3a3HayeHo y AOCLE) - BUTYUYEHHS BUPOBHNYOT
nakyBaHHs1, KOHTPO/1b AinbHUUi T3 MMN® B.B. (MeHblodhekuypiHT
cepiii: nekemxiHr dpapmaka), HigepnaHam,
PotteHgopg ®apma Bi4NoBigasIbHOI 3a NepBMHHE Ta BTOPUHHE
M6X, HimeyunHa; nakyBaHHs. BupobHuya ainbHuus, LWwo
KoHTpornb cepiii: 3amwnnace: PotteHgopd ®apma Mv6X,
Nab6op /IC CE i Ko. KT, HimeuyunHa — BUKOHYE Ti cami pyHKLii, WO i
HimeyuunHa BUIyYeHa.
73. AEMPUBOKC® | Tabnetku, BKpUTI CTALA HimeyunHa Bunyck cepiii: HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3091/01/02
nniBKOBOO ApuHaimiTTen CTALA ApuHaimiTTens 3MiHW | TUny - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenmom
060/10HKO10, Mo 100 Mr b Al Al, HimeuunHa; BMPOBGHNYOT AiNbHULI (BKIOYAKOUM AiNbHULI A1s
no 10 TabneTtok y Brpo6HMLTBO A®I, npomiXHOro NpoayKTy abo roToBoro
6nicTepi; no 2 abo 5, Hepo3acoBaHoro nNikapcbKoro 3acoby, AiNbHUL AN NPoBefeHHS
a6o 10 6nicTepiB y NPOAYKTY, KOHTPO/Tb nakyBaHHsi, BAPOOHMKa, BiANOBiAa/IbHOTO 3a
KapTOHHI Kopo6Lyi cepiii: BUMYCK Cepiid, MicLLe NPOBEeAEHHSI KOHTPOSHO cepii)
PotteHpgopg Papma a60 nocTtavyasibHMKa BUXIAHOTO MaTepiany,
M6X, HimeuunHa,; peareHTy abo JOMOMiXXHOI pe4OBMHYM (SIKLLO
MepBuHHE Ta BTOPUHHE 3a3HayeHo y AOCLE) - BUTYYEHHSA BUPOBHNYOT
nakyBaHHs1, KOHTPO/1b AinbHULUI T3 MMN® B.B. (MeHbtodhekuypiHr
cepiit: nekemxiHr chapmaka), HigepnaHgm,
PotTeHgopt ®apma BifNoBiga/IbHOI 3a NepBMHHE Ta BTOPUHHE
M6X, HimeyuunHa; naxkyBaHHs. BUpobHuya ainbHuLA, LWo
KoHTposb cepiii: 3anwmnack: PotteHgopd ®apma MvoX,
Na6op /1IC CE i Ko. KT, HimeuyunHa — BUKOHYE Ti cami dpyHKLT, WO i
HimeyunHa BUyYEeHA.
74. [DKICI 10 CycneHsis Ans iH'ekuii I"piH Kpocc Kopes 'piH Kpocc KopnopeiiwH Kopes BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/18246/01/01
KBAOPUBANE no 0,5 mn,y KopnopeiiwH 3MiHu 1l Tuny - 3MiHn 3 AkocTi. APL. BupobHMUTBO. peyenmom
HT /| GC FLU nonepegHL0 3MiHU B aKTUBHIli peYOBUHI CE30HHUX,
QUADRIVALEN | HanoBHeHuX Lwnpuuax nepegnaHaemiyHMx abo naHAeMiYHNX BaKLUVH
T BAKUMHA 3 04HOPa30BOK npoTu Bipycy rpuny MauHu (3amiHa wramy(iB) y
ana rofikoto, No 1 wnpuuy Ce30HHUX, NepeanaHaemiyHnX abo naHgeMivuHNX
MPO®PIIAKTUK | B 6riicTepi; no 1 abo

BakLMHaxX NPOTK Bipycy rpuny /amnHn) - 3miHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nreuny 10 wnpwuyiB y navuy;j 3 LUITAMOBOrO CKNazAy BakUyHW AN NPodiNakTuKm
(PO3LWENNEH KapTOHY rpuny BiANOBIAHO A0 pekomeHaauin BOO3 ans
Wi BIPIOH, MisHiyHOI NiBKYNi ce30Hy 2020-2021 pp. 3MiHK
IHAKTUBOBAH BHOCATbCSA A0 po3giny "Cknag” peectpauiiHoro
nin) noceigyeHHss, MKA, iHCTpyKuUiT Ans MeanyHoro
3aCTOCYyBaHHS Ta TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acooby.
75. AUTOKCUH Tabnetku no 0,25 mr My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7365/01/01
no 20 TabneTok y akujioHepHe TOBapuUCTBO "HayKoBo- 3MiHuW | TMNy - 3MiHK 3 sKocTi. CepTudikaT peyenmom
6nicTepi; no 2 TOBapucTBo BMPOBHUYNIA LLEHTP BignosigHocTI/lE-cepTudpikar BignosigHoCTi
6nicTepun B nauui 3 "HaykoBo- "BopLyariBcbKuii XiMiko- €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
KapTOoHY BVPOGHWYNIA hapmaueBTUYHNMIA HOBOro ab0 OHOB/IEHOTO cepTudikara
LEeHTp 3aBog" BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
"BopLuariBcbk BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
WA XiMiKo- A®I; ansa BuxigHoro
thapmaueBTny marepiany/peareHTy/nPoMiKHOIO NPOAYKTY, WO
HWi1 3aBog" BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBMHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
OHoBMeHHA cepTudikaty BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-042-
Rev 02 ans fito4oi pevyoBuHY AUTOKCUHY Bif, BXe
3aTBepAKeHoro Bupo6Huka Nobilus Ent,
Pecny6nika MonbLya, y 38’'A3Ky 3 BUNPaB/IEHHAM
TeXHiYHOI NOMW/IKN (PO3PaxyHKOBOI hopMy/n) y
Annex 3, page 2/2
76. AUTOKCUH Tabnetkv no 0,25 mr My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/11082/01/01
in bulk: no 1 kr akujioHepHe TOBapUCTBO "HaykoBo- 3MiHU | TUNy - 3MiHK 3 AKocTi. CepTudikar
Tabnetok y TOBapucTBO BVMPOOHUYMNIA LLEHTpP BignoBigHocTi/l E-cepTudpikart BignosigHocTi
noagiiHomy "HaykoBo- "BopLyariBcbkuii XiMiko- €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
nonieTuneHosomy BMPOBHNYNIA chapmaL,eBTUYHUI HOBOro abo OHOB/IEHOTO cepTudikara
nakeri LEHTP 3aBog" BigMNOBIAHOCTI ab0 BUTyUYeHHS cepTudiikaTa
"bopLuariBcbk BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
i Ximiko- A®I; ansa suxigHoro
thapmaueBTny mMartepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
HWi1 3aBoa" BMKOPUCTOBYHOTbCS Y BUPO6HULTBI ADI; ans

[OMNOMDKHOT peyoBUHY (cepTuddikaTt BiANoBIgHOCTI
€Bponeiickkiin papmakonei) - OHOBAEHNIA
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWKa -
OHoBeHHSA cepTudikaty BifnoBigHOCTI
€ponelicbkiii thapmakonei Ne R1-CEP 2010-042-
Rev 02 ans fito4oi pevyoBUHY AUTOKCUHY Bif, BXe
3aTBepxeHoro Bupo6Hvika Nobilus Ent,
Pecny6nika MonbLya, y 38'A3Ky 3 BUNPaBIEHHSAM
TEXHIYHOT MOMW/IKKN (pPO3paxyHKoBOI hopmynan) y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Annex 3, page 2/2

77.

ANCIMNOPT®

NMOPOLLOK A/151 PO34KHY
ANs iH ekyin no 300
Of; 1 donakoH 3
NMOPOLLKOM Y
KapTOHHI KOpo6Lyi

INCEH
®APMA

PpaHuis

INCEH BIO®APM
NIMITES,

Benwvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW || TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii
3aci6. KOHTpOonb roToBOro MikapCbKoro 3acoby.
3MiHa y meTofax BUNpo6yBaHHS roTOBOro
nikapcbkoro 3acoby (cyTTeBa 3miHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
MeTOoAi BUNpobyBaHHS abo MeTofi, y AKoMy
BMKOPUCTOBYETbLCA 6i0N0riYHUIA peareHT, abo ix
3amMiHa, abo 6ionoriyHOro Npenapary MopiBHAHHS
(cTaHpapTHOro nNpenapary), Wo He 3a3HayeHuid y
3aTBEPAKEHOMY NPOTOKOAI) - MPOBEAEHHS
albTepHaTNBHE BUMPOOYBaHHA Ha aKTUBHICTb A/1A
BUMYCKY Ta BUNPOBYBaHHA Ha cTabinbHicTb - TecT
LD 50 Ha muwax y pasi BUHUKHEHHS
Henepegb6auyBaHyx NPo6s1eM i3 KynbTyporo KNiTUH
(Cell Based Assay) abo nabopatopi€to KynbTypu
KNITUH. BigHOBNEHHA paHille NOMUIKOBO
BUA&/IEHOT0 METOAY KOHTPOJIH0 aKTUBHOCTI
npenapary aHaaizoM TOKCUYHOCTI Ha MULLAXx Yy
AIKOCTi pe3epBHOro MeToay

3a
peyenmom

UA/13719/01/02

78.

ONDPITASOH®

kancynu no 50 mr; no
7 kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4., HoBo mecTo

CnoseHis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHST 3MiH

[0 po3giny «MapkyBaHHsA» MKA N3;
3anponoHosaHo: MAPKNPOBKA B cooTBeTCTBUN

C YTBEPXAEHHbIM TEKCTOM MapKMPOBKW. 3MiHK

BHECEHi B TEKCT MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby Wo0 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb O4UHULL BUMIPIOBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/2527/01/01

79.

JVN®DNA30H®

kancysm no 100 mr; no
7 kancyn y 6nicTepi;
no 4 6nictepu B
KapTOHHI Kopo6Li

KPKA, p.4.,
HoBo mecTo

CnoBeHis

KPKA, g.4., HoBo mecto

CnoBeHisi

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHS 3MiH

[0 po3ainy «MapkyBaHHs» MKA N3;
3anponoHosaHo: MAPKNPOBKA B coOoTBETCTBUN

C YTBEPXAEHHbIM TEKCTOM MapKUPOBKU. 3MiHN

BHECEHI B TEKCT MapKyBaHHS yMakoBK/
NikapcbKoro 3acoby LLoA0 3a3HaYeHHs
MiKHapOAHMX NO3HAaYeHb OMHULb BUMIPIOBAHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

3a
peuyenmom

UA/2527/01/02




61

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
80. ANPTA30OH® Kancynu no 150 mr; no KPKA, a.4., CnoBeHis KPKA, g.4., HoBo mecto CnoBeHisi BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: Ne 1 - 6e3 UA/2527/01/03
1, 2 abo 4 kancynu y HoBo mecTo 3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI peyenma;
6nicTepi; no 1 Ta hapmakoHarnsagy (iHwi 3MiHW) - BHECEHHS 3MiH Ne 2, Ne 4 -
6nicTepy B KAPTOHHIl [0 po3ainy «MapkyBaHHs» MKA N3; 3a
KopooLi 3anponoHosaHo: MAPKMPOBKA B coOoTBETCTBUN peyenmom
C YTBEPXAEHHBIM TEKCTOM MapKUPOBKU. 3MiHN
BHECEHI B TEKCT MapKyBaHHS yNakoBK/
NiKapCcbKoro 3acoby LLoA0 3a3HaYeHHs
MiXXHapPOAHWX NO3HaYeHb O4MHULb BUMIPIOBAHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPIAKEHHS
81. AIAKOPOVH® TabneTtkn TOB "CaHogi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4,0 peecTpavLiiHux martepianis: 3a UA/5731/01/03
120 PETAPJ, NPOSIOHroBaHol Aji No ABeHTIC Pecny6nika 3MiHKM | TUNYy - 3MiHK 3 AKocTi. CepTudikaT peyenmom
120 mr Ne30 (10x3): YkpaiHa" BignosigHocTI/IE-cepTudpikat BignosigHoCTi
no 10 TabneTtoky €Bponeiicbkil hapmakonei/moHorpadii. MogaHHA
6nicTepi; no 3 HOBOro abo OHOB/IEHOTO cepTudiikata
6nicTepy y KapTOHHiIl BigNoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
Kopoo6Li BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; ana BuxigHoro
martepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWKa -
nofaHHsa oHoBsieHoro Ceptudikarty BignoBigHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 1997-077-
Rev 12 (nonepegHs Bepcia R1-CEP 1997-077-Rev
11) Bif BXe 3aTBEpAXEHOro BUpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. gnsa Aol
avnTiasemy rigpoxnopugy (3MiHa Ha3Bu Ta agpecu
BMPO6HMYOI AinbHULi i3 TEVA API INDIA LTD. Ha
TEVA API INDIA PRIVATE LIMITED i3
3a3HavYeHHsIM nepiogy NepeKkoHTPoto 5 pokis)
82. AIAKOPOAVH® Tabnetku no 60 mr, Ne | TOB "CaHodpi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5731/01/01
60 50 (10x5), no 10 ABeHTIC Pecny6nika 3MiHM | TUNy - 3MiHK 3 AKocTi. CepTudikar peyenmom
TabneTtok y 6nictepi; YkpaiHa" BignoBigHocTi/l E-cepTudpikart BignosigHocTi

no 5 6nictepiB y
KapTOHHi KopobLyi

€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMEHOro cepTucpikata
BigMNOBIAHOCTI ab0 BUTyUYEeHHS cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa suxigHoro
mMartepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HULTBI ADI; ans
[OMNOMDKHOT peyoBUHY (cepTuddikaTt BiANoBIgHOCTI
€Bponeiickkiin papmakonei) - OHOBAEHNIA
cepTudikaT Bifl y)Ke 3aTBepaKeHoro BUPoGHMKa -




Ne
n/n

Hassa
NliKapcbKo20

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3acoby

noaaHHs oHoBneHoro CepTtudikaTy BiAnoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 1997-077-
Rev 12 (nonepegHs Bepcia R1-CEP 1997-077-Rev
11) Bif BXE 3aTBEpAXEHOro BUpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. gna A®l
avnTiaszemy rigpoxnopugy (3MiHa Ha3su Ta agpecu
BMPO6HMYOI AinbHuLi i3 TEVA API INDIA LTD. Ha
TEVA API INDIA PRIVATE LIMITED i3
3a3HavYeHHsIM nepiogy NepPeKkoHTPOto 5 pokis)

3a

UA/0794/01/01

83.

AIANINOH®

kancysm no 300 mr no
10 kancyn y 6nicTepi;
no 3 abo 6 6nicTtepis y
nayui

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TUNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHVKa
(BnacHvika peecTpauiiHoro noceigYeHHs). 3miHa
HaliMeHyBaHHA Ta agpecu 3asBHVKa. BBeaeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy Micus
NpoBafKEHHN AiS/IbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIoyaun
AinbHULI BUNYCKy cepii abo micLle npoBefeHHs
KOHTPO/IIO SIKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid).
3MiHa HalimeHyBaHHs Ta afipecu BUPObOHUKa, 6e3
3MiHV MicL BUpO6HMLTBA. BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3mMiHn). BHECEHHAM 3MiH
00 po3ainy “MapkyBaHHsA" MKA J13: 3aTBepaXeHo:
MAPKYBAHHA
BignoBigae HagaHoMy TEKCTY MapKyBaHHS.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPXEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
O MHWLb BUMIPIOBAHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

peyenmom

UA/13227/01/01

84.

DIGEHIA

TabneTku, BKpUTI
naiBKOBOIO
o06osoHkot, 3 mMr/0,02
Mmr, no 28 TabneTok y
6nictepi (24 TabneTkm
poxesoro 1a 4
TabneTtku nnauebo
6inoro konbopy); no 1
6nicTepy y navj 3

AnsoreH IMKo
C.ap.n

okcembyp
r

NabopaTtopioc JleoH

dapma C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHKM | TURYy - 3MiHK 3 AKOCTi. CepTudiikaT
BignosigHocTI/lE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikara
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiNOBIgHOCTI E€Bponelickkill hapmakonei: ans
A®l; pns BUXiQHOTO
marepiany/peareHTy/npoMKHOIo NPOAYKTY, WO

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans

3a
peyenmom

KapToHY
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

[LOMOMDKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif yxxe 3aTBepKeHOro BUpoOHuKa -
noAaHHA OHOBMIEHOTO cepTudikaTty BiAgNoBiAHOCTI
€Bponelicbkiin hapmakonei gis Aitoyoi pevoBUHN
Ethinylestradiol Big BXe 3aTBepXeHoro
BMpO6HUKa IHgacTpian Ximika CP/, Itanis
(3anponoHoBaHo: RO-CEP 2013-030-Rev 01);
3MiHW | Tuny - 3MiHK 3 sakocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBuHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI
€Bponelicbkiin hapmakonei o Aitoyoi pevoBUHN
Ethinylestradiol Big Bxe 3aTBEepAXeHOro
BMpOG6HMKa IHagacTpian Ximika CP/, Itanis R1-CEP
2013-030-Rev 00. B oHoBnieHomy CEP
cepTuaikaTi 3a3Ha4YeHi BUPOOHUKM NPOMIKHUX
NpoAyKTiB Ta nepiof NepekoHTpons 5 pokis

85.

JIOKCTOPE],

KOHLUeHTpaT ans
PO34UnHY ANst iHQY3il,
20 mr/mn; no 1 mn (20
Mr) a6o 4 mn (80 mr) y
thnakoHi, no 1
hNakoHy y
n1acTUKoOBOMY I0TKY Y
KapTOHHI Kopo6Lli

[-p Peppi'c
Nab6opaTtopic
nrtg,

IHAjA

4-p Peppi'c
Na6opaTopic T4
(Bupo6Hununii BigAain-7)

IHAja

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAao 6e3nekn/ePeKTUBHOCTI
Ta thapmakoHarnsagy (iHwWi 3mMiHKW) - 3aTBEPAKEHHS

a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKu

NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MDKHAPOAHUX

no3HayYeHb OAMHWLb BUMIPIOBaHHS. BHeCEeHHS 3MiH
00 po3sgainy “MapkyBaHHsA" MKA 113"
3anponoHoBaHo: MapkyBaHHS. 3rigHO

3aTBEPMAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/16701/01/01

86.

JIOKTOP
MOM® I3
®PYKTOBUM
CMAKOM

JIbOAAHUKN, MO 4
NbOASHUKN Y CTPUNI,
no 5 ctpunis y
KapTOHHI kKOpoo6Li; No
8 NboASAHUKIB Y
6nictepi, no 2 abo no
3 6nictepu B
KapPTOHHII KOpoo6Lij; No

TOB
"[>XOHCOH i
[xoHcoH
YkpaiHa"

YkpaiHa

HOHiKk ®apmacbioTrkasl
Na6opatopis
(BiggineHHs dipmu "Ox.
B. Kemikans eHg
dapmacboTukans /ira.")

IHais

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
(BNacHvKa peecTpauiitHOro NoCBiAYEHHS) - 3MiHA
agpecy 3asBHVKa (BBegeHHS 3MiH NPOTArom 6-Tu
MicALiB NicNsA 3aTBEPAYKEHHSR); 3MiHN | TUNY - 3MiHK
wopo 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW) - BHECEHHS 3MiH [0 po34iny

Ne 1, Ne 16,
Ne 20, Ne 24
- 6e3
peyenma;
Ne 100 -
3a
peyenmom

UA/6076/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1 nboAsHVIKY B NAiBLj; «MapkyBaHHs» MKA 13. 3MiHM BHECEHI B TEKCT
no 100 nboAsHvKIB B MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKU
nnisyi y 6aHui nNikapcbKoro 3acoby LWoa0 3a3HayeHHs
MDKHaPOAHUX NO3HAYeHb OAMHMLE BUMIPOBaHHS
(BBefeHHsA 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS)
87. AONOKCEH TabneTkn, BKpUTI €Bpo Benuka IHOoko Pemegic Mimites, IHAja BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8051/01/01
nniBkoBol 060/10HKO | Jlaiidokep /lITg | BpuTanis IHais; Fanda 3MiHKM | TUNY - aAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 10 TabneTtok y Na6opaTtopi3 NITa. FOHIT HalilmeHyBaHHs Ta/abo agpecy Micus
6nicTepi; no 2 a6o 10 1, Ingis NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaouK,
6nicTepiB y KAPTOHHIl 3a HeobXigHOCTI, MicLLe NPOBeAEHHS KOHTPOSIIO
KopoobLi SIKOCTi), @60 BfiacHvKa macTtep-thainna Ha A®l, abo
noctavasnbHuka Ad®Il/BuxigHoro
martepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AONOMDKHOT
pPEYOBUHM (SKLLO 3a3HAYEHO Y [JOCLE) - 3MiHA
Ha3BW BUPOGHYMKA fiH0H0T PpevyoBUHN
napauetamorny 3 SRI KRISHNA DRUGS LTD,
IHais Ha SRI KRISHNA PHARMACEUTICALS
LTD, IHAis, Ha OCHOBI OTPMMaHOT Aeknapadii Woao
HOBOI Ha3BW BMpO6HMKa A®I. MponoHoBaHa
pefaxuis. Aitodi pevoBuHu: MapaueTtamony
Bupo6Hukn: SRI KRISHNA PHARMACEUTICALS
LTD, Ingis; FARMSON PHARMACEUTICAL
GUJARAT PVT. LTD., Ingia; GRANULES INDIA
LIMITED, Ingis
88. AOP3ITIM® OYHi Kpansi, po34uH; AT Ykpaina AT "KNUIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/16271/01/01
no 5 mn y donakoHi "KNIBCbKW BITAMIHHWIA 3ABOL", 3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenmom
nonieTuneHoBomy 3 BITAMIHHUIA YkpaiHa (BUpO6HMLTBO 3 Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHS 3MiH
KpanesibHULEe Ta 3ABO4" npoaykuii in bulk 0o po3giny “MapkyBaHHs" MKA N13:
KOHTpO/1EM MepLIoro "Padpapm C.A.", 'pewis) 3anponoHosaHo: MapkyBaHHs 3rigHO
po3kpuTTS; no 1 3aTBEPKEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHS
dhnakoHy y nauui 3 TEKCTYy MapKyBaHHA yNakoBKW ikapCbKoro 3acoby
KapTOHY 3 BHECEHHSAM iHthopMmal,ii LLIoA0 3a3HavYeHHsA
OfIMHULLb BUMIPIOBaHHA y cucTeMi Sl. BefieHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
89. EBPAHTUN PO34MH ANa iH'eKuUii, 5 Takepa 'M6X | HimeuunHa EVIKEC Mwm6X IMEL, ABcTpist BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/9943/02/01
Mr/ma no 5 mn (25 wr) ABCTPIs (KOHTPO/b 3MiHM |l TRy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom

a60o no 10 mn (50 mr)
B amnyni; no 5, abo no
10, a6o no 50 amnyn y
KapTOHHI Kopo6Lli

AKOCTi (CTepUNLHICTD));

Takega AscTpis 'mM6X,

ABcTpis (BUPOGHNLTBO
3a NOBHUM LIMK/IOM)

Ta (papmakoHarnagy. 3MiHu y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS Y 3B'3KY i3 HOBUMY A@HUMK 3
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

SIKOCTi, AOK/MIHIYHMMM, KMiHIYHMKW AaHUMK Ta
JaHuMu 3 hapMakoHarniagy - 3MiHM BHECEHO [0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis "®apmakosioriyHi
BnacTuBocTi", "Oco6a1BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpyaao”, "TMobivHi peakuii”. BBeAeHHS 3MiH
NpoTArom 6 MicsLiB Nicns 3aTBepPKEHHS

90.

EBPAHTUN

PO34unH ANS iH'eKUiin, 5
Mr/mn no 5 mn (25 mr)
a60 no 10 mn (50 mr)
B amnyni; no 5, abo no
10, a6o no 50 amnyn y
KapTOHHI KopooLli

Takega Mm6X

HimeyunHa

ENIKEC Mm6X IMEA,
ABCTpIst (KOHTPO/Ib
AKoCTi (CTepUNLHICTD));
Takega ABcTpis TM6X,
ABCTpis (BUpOBGHNLTBO
3a MOBHUM LIMK/IOM)

ABcTpist

BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis:
3MiHU | TUny - 3MiHK 3 SKocTi. A®I. Bupo6HMUTBO.
3MiHa BMPOBHUKA BUXiLHOr0/MPOMDKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKNtOUALOUM, e HeobXxigHO, MicLe NPOBEAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepKeHOMY A0ChE)(iHLL 3MiHW)
- BHECEHHS 3MiH A0 po3gainy 3.2.S.2.3 KoHTposb
maTepianis, a came A0AaBaHHsA BUPOOHMKa
BUXIAHOT peyoBuHU AS dheHinninepasuHy,
3apeecTpoBaHOl SK YacTUHA CUHTE3yY ypanignny;
3anponoHoBaHo: Euticals SAS, France M/s.
Rampex Labs. Pvt. Ltd., India

3a
peyerimom

UA/9943/02/01

91.

EBKABAN®
cupon

cupon, 3r/151 B 100
r,no 100 mny
chnakoHi i3 ckna; no 1
h1akoHy B KApPTOHHiIl
KOpoo6Li

Ecnapwma
M6X

HimeyunHa

dapma BepHirepoge
m6X

HimeuunHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHY | TUny - 3MiHK 3 skocTi. A®l. CTabinbHICTb.
3MiHa nepiody NOBTOPHWMX BUNpobyBaHb/nepiogy

36epiraHHs abo ymoB 36epiraHHa Adl (3a
BIJICYTHOCTI Y 3aTBEPIKEHOMY [0CbE cepTudikaTa
BifnoBigHoCTI €Bponelickkili hapmakonei, Lo
BK/IHOYA€E Nepiof MOBTOPHOrO BUNPOOYBaHHS)
(nepios NoBTOpPHOrO BUNPO6GYBaHHsA/Nepios
36epiraHHsn) - 36iNbLUEeHHS abo BBeAEHHA nepiogy
NMOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/ibTaTiB AOC/iAXeHb Y peasibHOMY Yaci
- BBEA,EHHS Nepiofly NOBTOPHOro BUNPOGYBaHHA 4
TWXHI, AN Ai0Y0T PeYOBMHN PiKOro eKCTPaKTy
NOAOPOXHMKA, HA OCHOBI pe3ynbTartiB AOCNiAKEHb
y peasibHoMy yaci

6e3
peyenma

UA/5754/01/01

92,

ErNOHIN®

Tabnetkv no 200 mr
Ne 12 (12x1): no 12
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI KopooLli

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

LNENb®APM [PKOH

®paHuis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOB/IEHHS
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OVHVLb BUMIiptOBaHHSA Y cuctemi Sl. BHeceHHs

3a
peuyenmom

UA/3818/01/01




66

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiH A0 po3ainy «MapkyBaHHs» MKA N13.
3anponoHoBaHo: Po3ain «MapkyBaHHS»
BignoBigHO 40 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS 3MiH - NPOTAromM 6
MicALB Nicnsa 3aTBepAKeHHs

93.

ErNOHIN®

kancynu no 50 mr
Ne30 (15x2): no 15
Kancyn y 6nictepi, no
2 6nictepu B
KapTOHHI kopobuy;
Ne30 (30x1): no 30
Kancyn y énictepi, no
1 6nicTepy B
KapTOHHI KopooLli

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

OENBb®APM ODKOH

®paHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI
Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
3 BHECEHHAM iHchopMaLii LWoA0 3a3HauyeHHsA
OOMHWLB BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
3MiH A0 po3gainy «MapkyBaHHs» MKA N13.
3anponoHoBaHo: Po3ain «MapkyBaHHs»
BignosigHo 40 3aTBEPAKEHOIO TEKCTY
MapKyBaHHsl. TepMiH BBEAEHHS 3MiH - MPOTArom 6
MiCALB Nicna 3aTBepKeHHsA

3a
peyernmom

UA/3818/02/01

94.

E3O0/IOHI'®

NMOPOLLOK A/151 PO3UUHY
LS iH ek abo
iHdpysii no 40 wmr, 1
a60 10 chnakoHiB 3
MOPOLLKOM Yy naui

OPrAHOCUH

NAN®CAEHC

M3 (E® 3ET
Ccl)

OAE

BYPOGHULITBO 32 NOBHUM

LMKNOM:

Codhapimekc — IHaycTpia
Kimika e ®apmacbloTika,

C.A., MopTyranis;
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
naKyBaHHS:

LEBA XongijHr Eii. Ec.,

TypeuunHa

Moptyrania/
TypeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis:
3MiHK | TUNy - 3MiHK 3 SKOCTI. F0TOBWIA NiKapcbKknii
3aci6. 3MiHM y BUpo6bHULTBI. 3amiHa abo
BBE/lEHHSA A0AATKOBOT AiNbHULL BUPOGHMLTBA 15
4acTVHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO JliKapcbkoro 3acoby (AiNnbHULSA, Ha SKii
npoBoOAATLCA Oyb-sKi BUPOOHWYI cTagil, 3a
BUHATKOM BUMNYCKY Cepii, KOHTPOSIIO AKOCTI Ta
BTOPWHHOTO MakKyBaHHS A5 CTEPUNIbHUX
Nikapcbkux 3acobis (BKIOYAOUM BUPOBIEHI
acenTUYHUM METOAO0M), KPiM /liKkapCbKUX 3aco6is
6i010ri4YHOro/iMyHO/TOrYHOTO NOXOPKEHHS) -
BBEEHHA A0AAaTKOBOT AiNbHULL BUPOBHULTBA
LEBA Xongixr Ei. Ec., TypeyunHa (BUPOOHULTBO
Hepo3dhacoBaHOro NPOAYKTY, NEPBUHHE
nakyBaHHs); 3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapCbKMit 3aci6. 3MiHW Y BUPOOGHULTBI.
3MiHa po3Mipy cepii (BkIoYatoun dianasoH
po3Mipy cepil) roToBOro nikapcbkoro 3acoby (iHLwi
3MiHW) - BBEAEHHS [04ATKOBOro po3mipy cepii
roTOBOrO Jlikapcbkoro 3acoby 66 666 thnakoHiB
(3aTBepmkeHo: 5000 dnakoHis, 12500 chnakoHis,
37500 chriakoHiB)

3a
peyenmom

UA/17087/01/01

95.

EKBATOP

Tabnetku, 20 mr/10
mr, no 10 TabneTok y
6nicTepi; no 1, abo 3,
abo 6 6nictepiB y
KapTOHHIlA ynakoBL,i

BAT "TefeoH
PixTep"

YropimHa

BAT "l'epeoH Pixtep"

YropLmHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6esnekn/edeKTUBHOCTI
Ta dhapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHSA
TEKCTYy MapKyBaHHA yNnakoBKW MikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoJ0 3a3HaYeHHs
OfVHULb BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
3MiH 0 po3giny “MapkyBaHHa” MKA /13”:

3a
peyenmom

UA/3211/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH
BBE/IEHHS 3MiH: NPOTAroM 6 MicAuiB micns
3aTBEPAKEHHS

96.

EKBATOP

Tabnetku, 20 mr/5 mr
no 10 TabneTok y
6nicTepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIl
ynaKkoBLi

BAT "TepeoH
PixTep"

YropLmHa

BAT "l'epeoH Pixtep"

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
O MHWLb BUMIPIOBaHHSA Y cuctemi Sl. 3amiHa
rpagivHoro oopM/IEHHSA NEPBUHHOT Ta BTOPUHHOT
yMNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BiANOBIAHMMU 3MiHamMu A0 po3ginis MKA N13:
3anponoHoBaHo: «MapKyBaHHs»: 3rigHO
3aTBEPMAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH: NPOTArom 6 micAuis nicns
3aTBEPAXKEHHS

3a
peyenmom

UA/3211/01/03

97.

EKCUNIAN M
rigponoCcbno
H

eMy/1bCisl HaLWKipHa,
20 mr/mn; no 200 mn'y
dnakoHi; no 1
h1akoHy B KApPTOHHiIl
Kopo6Li; no 500 mny
hnakoHi

rangepma CA

LLiseliyapis

LUnipir ®apma Al

LLIseliyapis

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHM | TUNy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHus abo 3miHv o
y3araslbHeHVX gaHux npo cucremy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemMy papmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
hapmakoHarsisagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0c06Mu, BignoBifabHOI 3a
3pjlicHeHHs chapmakoHarnagy (Bkyarym
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-alina cuctemu papMakoHarnisay) -
3MiHa YNOBHOBaXEHOT 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.

Litova pegakuisa: Martine Foureur, MD.
MponoHoBaHa pepakuis: Vincent Jullien. 3miHa
KOHTaKTHUX AaHWX YNOBHOBa&XEHOI 0cobu
3asBHVIKa, BifnoBigasIbHOT 3a hapmakoHarnsag.
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6U
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHST
hapmakoHarnsgy B YkpaiHi. [itova pegakuis:
PorvHcbka OneHa MasnisHa. MNMponoHosaHa
peaakuis: degopoa AHHa OnekciiBHa. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA, BifnoBigasIbHOT
3a 3gilicHeHHs hapmakoHarisgy B YkpaiHi

6e3
peyenma

UA/11920/01/01

98.

EKCUMIANT M

eMy/1bCisl HallKipHa,

rangepma CA

LeiiLapis

LLnipir ®apma Al

LLiBeiiLapis

BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis:

6e3

UA/11923/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nnonocbno
H

40 mr/mn; no 200 mny
thnakoHi; no 1
(hN1akoHy B KapTOHHI
Kopo6ui; no 500 mn y
hNakoHi

3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3araslbHeHVX gaHnx npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOI 0co6Mu, BigNoBifabHOT 3a
3[jicCHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsg,

[itoua pepakuis: Martine Foureur, MD.
MponoHoBaHa pepakuis: Vincent Jullien. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEeHOI 0cobu
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0CO6U
3a8BHWVKa, BiANOBIAAILHOI 38 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. [itoua pegakuis:
PoruHcbka OneHa MasniBHa. MponoHoBaHa
pegakuist: degopoa AHHa OnekciiBHa. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOT 0cobu
YNOBHOB&XEHOT 0CO6M 3asIBHVKA, BifnoBigasibHOT
3a 3fjiicHeHHs hapmakoHarnsagy B YkpaiHi

peyernma

99.

ENIKBIC

TabneTku, BKpUTI
nniBKOBOKO
06010HKOH0, N0 2,5 Mmr;
no 10 TabneTtok y
6nictepi; no 2
6nicTepy y nauui 3
KapTOHY

MN®ANSEP
IHK.

CLUA

BpicTton Maiiepc CkBi66
C.p.n., Itania
(nakyBaHHS, KOHTPONb
AKOCTI Ta BUMYCK cepii);
Bpicton-Maliepc Ckgi66
MeHtodhekuypuHr
Komnasi, MyepTo Piko,
CLA (B1po6HMUTBO,
KOHTPO/Ib AKOCTi Ta
KOHTPO/b SIKOCTi Mpun
BMNyCKy cepii);
Mdpaiizep IpnaHgis
dapmacbioTikans,
IpnaHgis (BMpo6HULTBO,
KOHTPONb AKOCTi Npu
BUNYCKY cepii);
Mdpaiizep
MeHtodhekuypuHr
[Loliuneng M'véX,
HimeyumHa (nakyBaHHs,

ITania/
CcuwA/
IpnaHgis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHKM | TUNY - aAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaouK,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOSIIO
SIKOCTi), @60 BflacHvKa macTtep-thainna Ha A®l, abo
noctavasnbHvka A®Il/BuxigHoro
martepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AONOMKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [JO0CLE) - OHOB/IEHHSA
OINSHKN 4719 BUTOTOB/IEHHS [il040i peY0BUHN
anikcabaH Intertek Pharmaceutical Services wogo
afipecy NOLUTOBOT CKPUHBKM (3 BNACHUM MOLLTOBUM
iHAeKcom) Ao chakTUyHOI hisMYHOT agpecu
nabopartopii. PiznyHe po3TallyBaHHs
3a/IMWAETbCA He3MiHHMM. LA 3miHa He mae

3a
peyenmom

UA/13699/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/b SIKOCTi Mpun
BWNYCKY cepii Ta BUNyCcK
cepii)

HeraTuBHOrO BN/IMBY Ha AKICTb, e(peKTUBHICTb Ta
6e3neky nikapcbkoro 3acoby; 3anpornoHOBaHo:
Intertek Pharmaceutical Services Manchester

Analytical Services Group Hexagon Tower

Crumpsall Vale Blackley Manchester M9 8 GQ,

United Kingdom; 3miHu | Tuny - 3MiHK 3 SKOCTiI.
A®I. KoHTponb A®I. 3MiHa y meTodax
BMNpo6yBaHHA APl abo BuXigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo

BMKOPWCTOBYETbLCS y NpoLieci BUpo6HuuTBa AdI

(He3HauHi 3MiHW y 3aTBEPIKEHNX MeToAax

BMNPOBYBaHHS) - MPONOHYETLCSA OHOBUTU METOZ,
95010812 BM3HAYEHHSI PO3MIpY 4acTOK Ajitoyoi

PEYOoBUHM, LLOG BKIKOUNTY AaHi LLOLO YMOB AN

BMKOPUCTaHHA aflbTEPHATUBHOIO Npunagy
Mastersizer 3000 Ta anbTepHaTUBHOI

avcnepciiiHol ycTaHoBKW; 3MiHK | Tuny - 3MiHK 3

AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUXigHOro
mMartepiany/npomiKHOro NPoAayKTy/peareHTy, LWo

BMKOPMCTOBYETLCA Y NpoLieci BUpobHuuTea AdI

(BrnyyeHHs meToAy BUNPOOYBaHHSA A/1A
Adl/peareHTy/NPOMDKHOrO NPoAyKTY, SKLLO
aNbTepHaTUBHUI METOZ, BXe 3aTBEPKEHNI) -

BMNPOOYBaHHA Ha BaXKi MeTanu BUy4yaeTbes i3

cneumaikaLii 4ito4oi pe4yoBrHU

100.

ENIKBIC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5 Mr;
no 10 TabneTtok y
6nicTepi; no 6
6nicTepiB y nauui 3
KapToHy; no 10
TabneTok y 6nictepi;
no 3 a6o no 6, abo no
10 6nicTepiB y nauui 3
KapToHy; no 14
Tabnetok y 6nictepi;
no 2 6nictepun y navui
3 KapTOHY

NMOANIEP
IHK.

CLUA

Bpicton Maiiepc CkBi66
C.p.n., Itania
(nakyBaHHs, KOHTPO/Tb
AKOCTI Ta BUNycK cepil);
Bpicton-Maiiepc CkBib6
MeHiohekUypuHr
Komnasi, MyepTo Piko,
CLUA (Bpo6HMLTBO,
KOHTPO/Tb AKOCTi Ta
KOHTPONb SKOCTi Npu
BUNYCKY cepii);
Mdpaiizep IpnaHgis
dapmacbioTikans,
IpnaHgjs (BMpobHULTBO,
KOHTPO/b SIKOCTi Npwn
BUMYCKy cepii);
Mdpaiizep
MeHiohekUypuHr
[onuneng MmoéxX,
HimeuyunHa (nakyBaHHs,
KOHTPO/b SIKOCTi Npw

ITanis/
cuwa/
Ipnangis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHKM | TUNY - aaMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatouK,
3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJTHO
SIKOCTi), @60 BnacHuka macTep-chaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/nPoOMiKHOIO NPOAYKTY, WO
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTI cepTudikata BignosigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - OHOB/IEHHS
OINAHKN ONS1 BUTOTOB/IEHHSA Ajl040T pevoBUHN
anikcabaH Intertek Pharmaceutical Services wogo
afipecy NoLITOBOT CKPUHBKM (3 BIACHVM NOLLTOBUM
iHAEKCoM) [0 hakTMYHOI (oi3nYHOT agpecu
nabopartopii. PisnyHe posTallyBaHHs
3a/MWAETbCA He3MiHHUM. Lis 3miHa He mae
HeraTvBHOIO BMN/IMBY Ha SIKICTb, e(DEKTUBHICTb Ta

3a
peyerimom

UA/13699/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

BUMYCKy cepii Ta BUNYyCK
cepir)

6e3neky flikapcbkoro 3acofby; 3anponoHOBaHO:
Intertek Pharmaceutical Services Manchester
Analytical Services Group Hexagon Tower
Crumpsall Vale Blackley Manchester M9 8 GQ,
United Kingdom; 3miHu | TUny - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BMKOPMCTOBYETLCA Y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEpKEHNX MeToAax
BUMNPOBYBaHHA) - NPONOHYETLCA OHOBUTY METOZ,
95010812 BM3HAYEHHS PO3MIPY 4aCTOK Ajitoyoi
PEYOoBMHM, OO BKIOUNTY AaHi LWOLO YMOB AN
BUKOPVCTaHHA anlbTepHaTMBHOIO npunagy
Mastersizer 3000 Ta anbTepHaTUBHOI
AvcnepciiiHoi ycTaHoBKW; 3MiHK | Tuny - 3MiHu 3
AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHsA A®| abo BuxigHOro
marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA AN
Adl/peareHTy/NnpoMiXHOro NPOAYKTY, AKLLO
aNbTEePHATUBHUIA METO[, BXe 3aTBepKeHWiA) -
BMNPOOYBaHHA Ha BaXKi MeTanu BUIy4aeTbCs i3
cneumdikauii 4ito4oi peyoBUHM

101.

E/NO30H®

kpem 0,1 % no 30ry
Ty6i, no 1 Ty6i B
KapTOHHI Kopo6Lyi

Papma
IHTepHeleHan
KomnaHi

VioppaHis

®apma IHTepHeLeHan
KomnaHi

VoppaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHs YNakoBKM NikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
OOMHVLB BUMIPIOBaHHA Y cucTemi Sl. BHeceHHs
3MiH 0 po34iny “MapKkyBaHHA" B 3aTBEPAKEHNX
MKA N13. 3anponoHoBaHo: MAPKYBAHHA
BignosigHo 40 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHs

3a
peyenmom

UA/10239/01/01

102.

EMAHEPA®

Kancynu
KMLLKOBOPO34MHHI NO
20 ™mr; no 7 kancyny
6nictepi; no 1, 2 abo 4
6nicTepy B KapPTOHHIi
Kopoo6Li

KPKA, a.4.,
Hoso mecTto

CnoseHis

KPKA, a.4a., HoBo mecTo,
CnoBeHis (BUPOOHULITBO
"in bulk", neperHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b Ta BUNYCK
cepil; KOHTpOsb cepil)

CnoBeHisi

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI
Ta chapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH

00 po3giny “MapkyBaHHs” MKA N13;
3anponoHoBaHo: MAPKIPOBKA. B cooTBeTCTBUM
C YTBEPX/AEHHBIM TEKCTOM MapK1pPOBKU.
OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMmaLii
LLI0A0 3a3HAYEHHSA OMHULb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHA 3MiH NpOTSArom 6-Tv Micsiuis
nicns 3aTBepayKeHHs

3a
peyenmom

UA/12801/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
103. | EMAHEPA® Kancysnm KPKA, a.4., CnoBeHis KPKA, a.a., HoBo mecTo, CnoBeHisi BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/12801/01/02
KULLKOBOPO34YMHHI M0 HoBo mecTo CnoBeHis (BUPOOGHMLTBO 3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI peyenmom
40 wmr; no 7 kancyny "in bulk", neperHHe Ta Ta hapmakoHarnsagy (iHwi 3MiHW) - BHECEHHS 3MiH
6nicTepi; no 1, 2 abo 4 BTOPUHHE NakyBaHHS, [0 po3giny “MapkyBaHHs" MKA N3;
6nicTepy B KapPTOHHIl KOHTPOb Ta BUMYCK 3anponoHosaHo: MAPKVIPOBKA. B cooTBeTCTBUU
Kopoo6Li cepii; KOHTpOb cepii) C YTBEPXAEHHbIM TEKCTOM MApPKMPOBKU.
OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM iHpopmallii
LLI040 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cucTeMi Sl. BBeieHHS 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepaKeHHs
104. | EMOTOH TabneTku, BKpUTI TOB "Epcenb Ykpaina ATnaHTik ®apma — MopTyranis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15643/01/01
NNiBKOBOIO dapma Mpopycoeww 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
060/10HKO10, N0 50 wmr, YkpaiHa" dapmaceyTikaw, C.A. Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
no 10 TabneTok y 3000B'A3aHb Ta YMOB BMAa4i peecTpauiintHoro
6nicTepi, no 3 NocCBiJYEeHHs, BKoYatouy MNnaH ynpas/iHHA
6nictepu y nauui pv3nKamMm (3aCTOCYBaHHS! TEKCTY, AKul
NOrofpKeHni 3 KOMNETEHTHUM OpraHoMm) -
OHOBJ1EHO MnaH ynpasBniHHA pu3nkamu, Bepcia 3.0
ON5 nikapcbkoro 3acoby EMOTOH, TabneTku, BKpUTI
NMiBKOBOK 060/10HKOI0, No 50 Mr a6o no 100 wr,
no 10 TabneTok y 6nictepi, no 3 6nictepn y
KapTOHHI nayLi. 3MiHM BHECEHI 10 YaCTUH:
«Cneuudpikauis 3 6esnekn» (Mogyni CVII, CVIII),
«MnaH 3 dhapmakoHarniagy», «3axoau 3 MiHimizauii
pr3nkiB», «Pe3toMe nnaHy ynpasniHHA pusnkamu»
BHAC/iOK OHOB/IEHHS iHdhopmalLiii 3 6e3nekun B
HCTPYKLUT 4719 MeAMYHOro 3aCTOCYBaHHSA
npenapary BiAnNoBiAHO A0 pekomeHaauiin PRAC
105. | EMOTOH TabneTku, BKPUTI TOB "Epcenb Ykpaina ATnaHTik Papma — MopTyranis BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3a UA/15643/01/02
NNiBKOBOKO dapma Mpopycoew 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
o060710HKot0, Nno 100 YkpaiHa" PapmaceyTikaw, C.A. Ta hapmakoHarnsagy. BHecenHs a6o 3miHa(n) o

mr, no 10 TabneTok y
6nicTepi, no 3
6nicTepy y nauui

3000B'A3aHb Ta YMOB BMAaYi peecTpauiitHoro
nocBig4eHHs, BkIoYatoun MnaH ynpaeniHHA
pu3nkamm (3acToCyBaHHSA TEKCTY, AKWi
MOroKEHWI 3 KOMNETEHTHAM OpraHom) -
OHOBJ1EHO MNnaH ynpasBniHHA pu3nkamu, Bepcia 3.0
ON5 nikapcbkoro 3acoby EMOTOH, TabneTku, BKpUTI
naiBKOBOI 060/10HKOI0, Mo 50 mMr a6o no 100 wr,
no 10 TabneTok y 6nictepi, no 3 6nictepn y
KapTOHHIiA NayLi. 3MiHWM BHECEHI A0 YaCTUH:
«Cneungikauis 3 6esnekm» (Mogyni CVII, CVIII),
«MnaH 3 dhapmakoHarnisgy», «3axoau 3 MiHimizaujii
pu3VKiB», «Pe3toMe nnaHy ynpas/iiHHA pusnkamu»
BHACNIiOK OHOB/IEHHST iHGhopmauii 3 6e3nekun B
iHCTPYKLUIi 4718 MEAMYHOr0o 3aCTOCYBaHHSA
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
npenapary BiAnNOBiAHO A0 pekoMeHaauiin PRAC

106. | EHBPEN® NIO niocpinizat gns MNOAN3EP CWA MapKyBaHHS, Benvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16787/01/01
PO34UHY ANS iH'EKL ENY.CLII. nakyBaHHs, BUNYycK cepii BpuTtaHis/ 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
no 25 wr; 2 donakonn 3 | KOPTIOPEWNLL roToBOro NikapcbKoro Ipnangis/ Ta cpapmakoHarnsgy. 3miHa y KopoTkili
niocpinizatom, 2 H 3acoby: Baet Benbrisi/ XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
nonepegHLO dapmaceyTumKasic, Himeuunna MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro

HanoBHEHI LUMPNLK 3
PO34MHHKKOM (BOAA
A8 iH'ekuin) no 1 mn,
2 oKpeMmi ronku, 2
ajantepu fo
hnakoHa, 4 TaMmnoHu
3i cnupTom y
nnacTUKoBOMYy
KOHTeliHepi; 2
NAacTUKOBI
KOHTEeWHepu B
KapTOHHI Kopo6Lyi

Benvka bputaHis;
KOHTPO/b AKOCTI
niodgpinisary: Mdpainzep
Ipnexg
dPapmaceyTukasic,
IpnaHgis; BUPO6HMLTBO
niocpinizaTy, KOHTPOsIb
AKOCTi niogpinisary, Kpim
TecTy "bioaHani3
anonTtosy";
BUPOBHULTBO
PO3UYMHHKKA Y WNPULAX;
Bi3ya/IbHWIA KOHTPO/b
PO34YMHHIKA; KOHTPOSIb
AKOCTI PO3YMHHMKA NpU
BUNYCKY Ta [OCNILKEHHI
cTabinbHoCTI,
MapKyBaHHS,
nakyBaHHs, BUMYyCK cepil
roTOBOrO /IiKAPCbKOro
3acoby: MNcaiizep
MeHtohekyypuHr
Benbris HB, benbris;
CKnagaHHa cuctemm
3aKynoproBaHHs
PO3UMHHKKA; Bi3yaslbHWIA
KOHTPO/Ib, KOHTPO/b
SAKOCTi Mpy BUMYCKY Ta
LOCNIMKEHHA
CTabiNbHOCTI
po3unHHKKa: BeTep
Papma-PepTuryHr Frmex
& Ko. KI, HimeuyunHa;
BMPOGHMLTBO
PO3UYMHHKKA Y WINPULAX;
Bi3yasIbHW KOHTPO/Tb
PO34YMHHIKA; KOHTPOSIb
AKOCTI PO3YMHHMKA NpK
BWMYCKY Ta npu
LOCTiMKEHHI
cTabinbHocTi: BeTtep

3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapcbKoro
3aco6by, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviliHvi nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCAILKEHD,
npoBefeHnX BigNoBIAHO [0 NAaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVM OPraHom) - 3MiHW
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYyBaHHSA MiKkapcbKoro 3acoby Ao po3giny
"Mo6iuHI peakyii" (LWwoao iHhopmauii 3 6e3neku
NiKapcbKoro 3acoby, y3rogkeHoro KOMNeTeHTHUM
opraHom). BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepayKeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dapma-PepTuryHr N6 X
& Ko. KI', HimeuunHa;
Bi3ya/lbHWI KOHTPO/Ib Ta
OOCNiAKEHHs
cTabifbHOCTI
po3unHHKKa: Betep
dapma-PepTuryHr N6 X
& Ko. KI', HimeuunHa;
Bi3yasIbHW KOHTPO/Tb
po34nHHMKa: BeTep
Papma-PepTuryHr Frmex
& Ko. KI, HimeuyunHa;
Bi3yasIbHW KOHTPO/Tb
po34MHHMKa: BeTep
dapma-PepTuryHr M6 X
& Ko. KI', Himeyunna
107. | EHEPIOH® TabneTku, BKPUTI ne PpaHuis Na6opaTtopii Ceps'e PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2097/01/01
060510HKOt0, No 200 NABOPATYA IHpacTpi 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenma
Mr, no 10 TabneTok y P CEPB'E€ Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
6nictepi; no 2 00 po3ainy “MapkyBaHHs” MKA N13.
6nicTepy B KOpoo6Li 3 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
KapTOHY 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
3aTBeppKeHHS anlbTepHaTUBHOIO TEKCTY
MapKyBaHHS yNakoBKM MikapCbKoro 3acoby i3
3a3HaYeHHSAM MKHapOAHVX NO3HAYeHb OAVHWLb
BMMIpIOBaHHSA. BBeEHHS 3MiH NpoTArom 12-tu
MicsILiB nicns 3aTBEpAYKEHHS
108. | EHTEPO/ 250 NOPOLLOK A/1A BIOKOAEKC PpaHuis BIOKOAEKC ®paHuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/6295/01/01
opasibHOro 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenma
3acTocyBaHHsA no 250 Ta thapmakoHarnsgy (iHwWi 3miHM) - 3MiHW B TEKCTI
Mr, no 10 nakeTukiB y MapKyBaHHs yNakoBK/ NikapcbKoro 3acoby LoAo
KapTOHHi KopobLyi 3a3HavYeHHs MiXKHapoAHWUX NO3HAaYeHb OUHULIb
BMMIipIOBaHHA. TepMiH BBEAEHHS 3MiH: MPOTArOM
6-TW MicsLiB Nicnsa 3aTBepAXEHHS
109. | EHTEPOCIA3 Kancysnu; no 15 kancyn Anbthacirma PpaHuis Anbtacirma C.n.A. ITanisa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/11345/01/01
Min y 6nictepi; no 1 a6o 2 dpaHc 3MiHn | TURY - 3MiHM Wopao 6e3nekn/edeKTNBHOCTI peyenma
6nicTepy B KapPTOHHIl Ta (hapmakoHarnsagy (iHwi 3miHu) - BHeceHHs 3MiH
Kopoo6Li 00 p. «MapkyBaHHa» MKA
3artBepmkeHo: MapkyBaHHs. Bignosigae Tekcty
MapKyBaHHS, L0 A0AAETHCSA. 3anponoHOBaHO:
MapkyBaHHs. BianosigHo 3aTBepAXeHOro TekcTy
MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS
yNaKoBKN NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopmauii LWoAo 3a3HaYeHHS OANHNLb
BMMIpIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
NPOTAroM 6-Tu MicALB NiC/IA 3aTBEPAKEHHS.
110. | ENJIEPEHOH TabneTkn, BKPUTI CTAOA HimeyunHa JTabopaTtopioc JlikoHca, Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHux martepianis: 3a UA/15535/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
CTAOA® NNiBKOBOK ApuHaiimitren C.A., IcnaHis HimeuunHa 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOI0, M0 25 Mr b Al (BUPOBHULTBO Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
Ne 30 (10x3) y Hepo3g)acoBaHOro TEKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
6nictepax NpoAyKTy, NepBrHHE Ta 3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
BTOPWHHE MakKyBaHHS, OVHULLb BUMIpIOBaHHA y cuctemi Sl. BHeceHHs
KOHTPO/b cepili); 3MiH 8o p. MapkyBaHHa MKSA /13: 3anponoHoBaHo:
CTAJA ApuHaimitTens MapkyBaHHs. 3rilHO 3aTBEP)KEHOr0 TEKCTY
Al', HimeyunHa (Bunyck MapKyBaHHs. BBeeHHs1 3MiH NpOTAroM 6-Tn
cepii) MicsILiB NicNs 3aTBEPAYKEHHS
111. | ENIEPEHOH TabneTkn, BKpUTI CTALA HimeyunHa Na6opaTtopioc NlikoHca, Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15535/01/02
CTALA® nNiBKOBOKO ApuHaiimitten C.A,, IcnaHis HimeyuunHa 3MiHK | TRy - 3MiHK WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO0, No 50 Mr b Al (B1pPOGHNLTBO Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
Ne 30 (10x3) y Hepo3ghacoBaHoro TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
6nictepax NpoAYyKTY, NEPBUHHE Ta 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
BTOPUHHE NakKyBaHHA, OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
KOHTpPO/b cepiii); 3MiH o p. MapkyBaHHss MK#A /13: 3anponoHoBaHo:
CTALA ApuHaiimiTTenb MapkyBaHHS. 3riiHO 3aTBEPAXKEHOr0 TEKCTY
Ar, HimeuunHa (Bunyck MapKyBaHHs. BBeeHHS 3MiH NPOTArom 6-Tn
cepir) MiCALB Nicna 3aTBepKeHHsA
112. | ENOBIOKPUH PO34MH ANA iH'eKLi no TOB "3 Ykpaina TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/17088/01/01
1000 MOy "BIODAPMA" 3MiHKM | TNy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
nonepegHL0 Ta thapmakoHarnsgy (iHwi 3miHu) - 3MiHU BHECEHO
HanoBHEHUX LWINpULAax y TEKCT MapKyBaHHs ynakosok /13 woz0
Ne 5 (5x1) y 6nictepi HanucaHHs Lnp oAMHULL BUMIPIOBaHHS 3rigHO 3
abo amnynax Ne 5 Haka3zom Ne 914 Big 04.08.2015 p. MiHicTepcTBa
(5x1) y 6nicTepi €KOHOMIYHOro PO3BUTKY | TOPriBAI YKpaiHu Ta
BUJTYYEHHS TEKCTY POCINCbKOI0 MOBOK. BBeeHHs
3MiH NpoTAroM 3-X MicsiLiB Micns 3aTBepAXXEHHS
113. | ENOBIOKPUH PO34MH ANA iH'EKLi no TOB "3 Ykpaina TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/17088/01/02
2000 MOy "BIO®APMA" 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
nonepegHLo Ta (hapmakoHarnagy (iHwi 3miHW) - 3MiHU BHECEHO
HanoOBHEHUX LINpULAx y TEKCT MapKyBaHHs ynakosok /13 o0
Ne 5 (5x1) y 6nicTepi HanvcaHHs uMdp OAMHUL BUMIPIOBAHHS 3TiAHO 3
a6o amnynax Ne 5 Haka3zom Ne 914 Big 04.08.2015 p. MiHicTepcTBa
(5x1) y 6nicTepi €KOHOMIYHOro PO3BUTKY | TOPriBAI YKpaiHu Ta
BU/TYYEHHS TEKCTY POCINCLKOI0 MOBOK. BBeaeHHs
3MiH NPOTArom 3-X MicsLIB NicNs 3aTBEPKEHHS
114. | ENOBIOKPUH PO34mnH ANS iH'EKLiA no TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/17088/01/03
4000 MO y "BIO®APMA" 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
nonepegHL0 Ta (hapmakoHarnagy (iHWi 3miHW) - 3MiHW BHECEHO

HanoBHEHUX LUNPULAX
Ne 5 (5x1) y 6nicTepi
a6o amnynax Ne 5
(5x1) y 6nictepi

Yy TEKCT MapKyBaHHs ynakosok J13 wwozao
HanvcaHHs uMdp OAMHUL BUMIPIOBAHHS 3TigHO 3
Haka3zom Ne 914 Big 04.08.2015 p. MiHicTepcTBa
€KOHOMIYHOro PO3BUTKY | TOPriB/I YKpaiHu Ta
BU/TYYEHHS TEKCTY POCICbKOI0 MOBOK. BBeAeHHs
3MiH NpOTArom 3-X MicsLiB NicNs 3aTBEPKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
115. | ENOBIOKPUH PO34MH ANS iH'EKLA No TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/17088/01/04
10000 MO y "BIODAPMA" 3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI peyenmom
nonepegHL0 Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHW BHECEHO
HanoBHEHUX LUNpULAax y TEKCT MapKyBaHHA ynakoBok /13 Lwofo
Ne 5 (5x1) y 6nictepi HanucaHHsA Lngp oAMHULL BUMIPIOBaHHS 3rigHO 3
abo amnynax Ne 5 Hakazom Ne 914 Big 04.08.2015 p. MinicTepcTBa
(5x1) y 6nicTepi €KOHOMIYHOro PO3BUTKY | TOPriB/i YKpaiHu Ta
BU/TY4YEHHS TEKCTY POCICbKOI0 MOBOK. BBeaeHHsA
3MiH NpOTArom 3-X MicAuiB Nicns 3aTBepAKeHHS
116. | EPAKCUC NOPOLLIOK A/151 PO3YUHY MNOAN3EP CWA dapmauis i AngpKoH CWA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12190/01/01
Ons iHgysili no 100 mr IHK. Komnani N11C 3MiHU | TUny - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKUii peyenmom
1 chnakoH 3 NOPOLLKOM 3aci6. Cuctema KoHTeliHep/3akynoproBasbHWi
B KQpPTOHHIl ynakoBLi 3aci6. 3MiHa nocTayasibHyKa NaKyBaslbHUX
mMartepianis abo KOMMIEKTYUMX (SKLWLO 3a3Ha4YeHO
B [OCbE) (BUNYYEHHS NOCTAYa/IbHUKA) -
BWYYEHHS 3 MaTepianiB peecTpavliiiHoro AoCbE, p.
3.2.P.7. Cnctema KoHTelHep/3akynoproBasibHUiA
3acib, iHthopmawii LWoAo HallMeHyBaHHS
noctavasibH1Ka 3axncH1X kosnaukis West
Pharmaceutical Services Clearwater, FL, USA.
117. | EPOKCIA cynosuTopii BariHabHi NAT YkpaiHa MAT "MoHchapm" YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 6e3 UA/12185/01/01
no 18,9 mr, no 5 "MoHdpapm" 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
cynosuTopiis y cTpuni, Ta thapmakoHarnsagy (iHwi 3mMiHu) - 3MiHU BHECeHi
no 2 cTpunu y nauui 3 B TEKCT MapKyBaHHS YNakOBKW /likapCbKoro 3acoby
KapTOHY LLIOA0 3a3HaYeHHSI MDKHapOAHMX NO3HaYeHb
OAVHULb BUMIpOBaHHS. BBeAEeHHS 3MiH NpOTArom
6-T1 MicsILiB NicNs 3aTBEPAKEHHS
118. | ECNA- Tabnetku, Lo Ecnapma HimeyunHa ApsaHc ®apma MM6X, HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/17918/01/01
BACTUH® [mcnepryoTbes B 6X HimeuunHa; dapma 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenma

POTOBI NOPOXHWHI MO
10 mr no 10 TabneTok
y 6nicTepi, no 1
6nicTepy B ynakoBLii

BepHirepoge Mv6X,
HimeyunHa

Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo
y3ara/isHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy (BBeAEHHN y3araslbHeHUX AaHuX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06M, BifnoBiganbHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifasIbHOT 3a
3[jicHeHHs hapmakoHariaay (BKIyatum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0COBU 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy:
[itoua pepakuisn: Christine Peterson.
MponoHoBaHa pepakuis: Mara Dinkel. 3miHa
KOHTaKTHUX JaHNX YMOBHOBaXeHOT 0cobm,
BiNOBiAabHOI 3a 3liIICHEHHS hapmakoHarnsgy.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3MiHa Micusa 34iliCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa Homepy Ta
MiCLie3HaxXoMKeHHs1 macTep-hainna

119.

ECNA-
BACTUH®

TabneTku, Lo
OVCnepryoTbes B
POTOBI NOPOXHWHI MO
20 mr no 10 TabneTok
y 6nictepi, no 1
6nicTepy B ynakosLi

Ecnapma
M6X

HimeyunHa

ApgaHc ®apma 'mbX,
HimeuunHa; ®apma
BepHirepoge Mm6X,

HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHm go
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefileHHs y3araslbHeHUX JaHux
npo cucteMy dpapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
3piicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnagy 3asBHUka Ans 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOBaXXeHOT 0co6Mu, BiANOBiAa1bHOI 3a
3[jicHeHHs hapmakoHaraay (BKIYatum
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-chalina cuctemu papmMakoHarnisay) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHYIKa,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy:
[Oitoua pepakuis: Christine Peterson.
MponoHoBaHa pegakuis: Mara Dinkel. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy.
3MiHa MicuA 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa Homepy Ta
MiCLLe3HaxX0MKeHHs1 MacTep-ghaiina

6e3
peuyenma

UA/17918/01/02

120.

ECLUTAM®
ACIHO

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, NO 20 Mmr,
no 10 TabneTtok y
6nicTepi; no 1, 3 abo 6
6nicTepiB y KApPTOHHIi
nauuj

TOB "ACIHO
YKPAIHA"

YKkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHY | TUNy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. Onuc Ta cknag,. 3miHa abo fofaBaHHsA
LUTammniB, NOTOBLLEHb ab0 iHWNX MapKyBaHb,
yK/o4arum 3amidy abo gogasaHHA dapb ans
MapKyBaHHA NikapcbKoro 3acoby (3MiHa pucku,
Npr3HaYeHoi 4715 PO34iSIeHHS TabNeTKN Ha PiBHI
[03K) - AoAaHHA pUCKW ANA noginy TabneTtkun, ans
MOX/IMBOCTI NOAiNy TabneTku ANs nauieHTis B
nepiof TUTPyBaHHA 03K Ta TPMBAJIONO Npuiiomy
npenapary. BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepiXeHHs; CynyTHA 3MiHa - 3MiHN 3
SIKOCTi. [OTOBWIA Nikapcbknii 3aci6. KoHTposb
roTOBOrO NikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (A0NOBHEHHA cneuundikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BUNPOBYBaHHSA) - AK HACNiAoK, cneundikauisa Ta
MeToAW KOHTPO0 /13 fONOBHIOIOTLCA
noKa3HUKOM SIKOCTi «[oain TabneTku» BiANOBIAHO

3a
peyenmom

UA/15764/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0 Bumor Y ctatta «Tabnetku». BeeHHs 3MiH
NPOTAroMm 6-Tu MiCALIB NiCNA 3aTBEPKEHHS; 3MiHU
| TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkuin 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy cepil
(BK/KOYAlOUM fiana3oH po3Mipy cepii) rotToBoro
nikapcbKoro 3acoby (3mMeHweHHs go 10 pasis) -
BBEJEHHS A0AAaTKOBMX po3MipiB cepii /13 3
BMKOPUCTAHHAM nigxoay, Ae po3Mip cepil
OTPVMYIOTb PO3Ai/IEHHAM 3arasibHOI Macu Ans
TabneTyBaHHs, 3 NOAa/bLUMM Tab/1eTyBaHHAM i
NOKPUTTSIM NIBKOBOIO 060/IOHKOK KOXXHOTO
iHaMBIgyanbHOro fosysaHHsA. MpenapaTty MaTb
NpoNopL,iiHIA cknag, BUTOTOBAAIOTLCA 3a OAHIE
CXEMOH0 BUPOGHULTBA 3 BUKOPUCTAHHAM
O[1HaKOBUX OAMHULb 06NaAHaHHS;
3anponoHoBaHo: 620 000 TabneTok (161,2 kr), 670
000 TabneTok (174,2 kr), 800 000 Tabnetok (208,0
Kkr), 1 600 000 Tabnetok (416,0 kr). 3arasibHa maca
Ansa TabnetyBaHHsa — 167,5 kr, 3 noganbLumm
PO3A4iNeHHAM 4718 BUPOGHULITBA OKPEMUX
[03yBaHb B Aiana3oHy. Big 83 750 Tabnetok
(21,775 kr) po 586 350 Tabnetok (152,425 kr)

121.

ECUNTAM®
ACIHO

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, N0 10 wmr,
no 10 TabneTok y
6nicTepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIl
navui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma CrapTt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHa po3mipy cepii

(BKNtOYAtOUM fgiana3oH po3mipy cepii) roToBOro

nikapcbKoro 3acoby (3mMeHLweHHs ao 10 pasis) -
BBEJEHHS OAATKOBUX po3MmipiB cepii M3 3
BMKOPMCTaHHAM nigxoay, Ae po3mip cepii
OTPVMYIOTb PO3ZiEHHAM 3arasibHOI Macu A4ns
TabnetyBaHHs, 3 NOAaNIbLUMM TabneTyBaHHAM i
MOKPUTTSIM M/1IBKOBOKO OGO/TOHKOK KOXXHOIO
iHAMBIAYaNbHOrO A03yBaHHA. MNpenapaTy MaloTb
NPONopL,iiiHKi ckna, BUrOTOBNAKTLCA 3a OAHIED
CXEMOI0 BUPOBHMLTBA 3 BUKOPUCTAHHAM
OfIHAaKOBUX OAMHULb 06N1aHAHHS;
3anponoHoBaHo: 266 460 Tabnetok (34,64 «r), 1
311 200 Tabnetok (170,456 kr), 1 600 000
Tabnetok (208,0 kr), 2 664 615 TabneTtok (346,4
Kkr), 3 200 000 Tabnetok (416,0 kr). 3aranibHa maca
Ons TabneTtyBaHHa — 167,5 Kr, 3 nogasiblunm
PO3AiNeHHAM 718 BUPOGHULITBA OKPEMUX

[03yBaHb B fdiana3oHy. Big 167 500 Tabnetok

(21,775 kr) go 1 172 500 TabneTtok (152,425 «r)

3a
peyerimom

UA/15764/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
122. | ETUNIMETUAII KpucTanivyHmi ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/16514/01/01
APOKCUNIPUA | nopoluok (cy6ecTaHuis) 06MEXEHO 06MEXEHOI0 3MiHM | TUNY - 3MiHK 3 KOCTi. A®Il. KoHTponb AdI.
NHY Y MiLLKax BifnoBigasIbHi BiANoBiAa/IbHICTIO 3miHa y napameTpax cneuudikayin Ta/abo
CYKUUHAT nonieTuneHoBux As CTHO "®APMXIM" [ONyCTUMUX MeX, BU3HaAYeHMX Yy cnewmdikaisax
dhapmaLeBTUYHOrO "OAPMXIM" Ha Adl, abo BWXifHWA/NPOMDKHWIA
3acToCyBaHHS NpoAyKT/peareHT, W0 BUKOPUCTOBYOTLCS Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK)
— BunyuyeHHs nokasHuka «Baxki meTanins» 3i
Creundikauii Ta MeToAiB KOHTPO/IHO AKOCTI Ha
A®I. BignosigHo o 3aranbHoi ctarTi CybcTaHuii
Ons hapmavleBTMYHOro 3acTocyBaHHS €Bp.dapm.
Ta KepisHuyTea ICH Q3D. MNMposegeHo
eNleMeHTHUIA aHani3
123. | EYTUPOKC Tabnetku no 25 Mkr; Mepk KlraA HimeuunHa Mepk Xenckea KlraA Himeuunna BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a UA/8388/01/01
no 25 TabneTtok y 3MiHM | TUNy - 3MiHa y MeToAax BUNPoGyBaHHS peyenmom

6nictepi; no 2 abo no
4 6nicTepn B
KapTOHHI Kopo6Lyi

roToOBOro MikapcbKoro 3acoby, He3HayHa 3MiHa y
3aTBepKeHNX MeTofax BUNPOOyBaHHs - TecT
"Po3umHeHHs". Cuctema BEPX agantosaHa 0
HOBWX KOMMOHEHTIB peLenTypn (A0NOMIKHI
peyoBuHM). Anapat po3uMHEHHS | cepefoBuLLe
PO3UYMHEHHS 3aUTLLIA0THCA HE3MIHHUMU.
BeefeHHs 3MiH npoTarom 6 mMicsauis nicns
3aTBepKEHHS;
3MiHW | TUNY - 30BHILLHIA BUrNSA PO34YUHY
XenaTuHy fofatTb SK HOBWIA TecT In-process-
control nig yac noro NPUroTyBaHHs y BUPOGHNYOMY
npoueci. BBeeHHA 3MiH NpoTArom 6 micsAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUMY - BUNYYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHMLTBA (HACUMHA LLiNbHICTb rpaHynsaTa).
HacwvnHa winbHicTb(Bulk density: 20-60 g/100 ml)
nif yac rpaHysIloBaHHA BUAANAETLCA K KOHTPO/Ib
y npoueci BUpo6HMLITBA. BBEAEHHS 3MiH NPOTArom
6 micauis nicns 3aTBepKeHHs;
3MiHW | TUMY - BUNYYEHHS HECYTTEBOTO
BUNPOBYBaHHA B npoLieci BUpobHuuTea (ToBLwMHa
TabneTok nig yac npouecy TabneTtyBaHHs).
MokasHuK - ToBWwMHa TabneTok (Thickness: 1.9-2.2
mm), BUAANAETbCA 3 KOHTPO/IO B NPOLECi
BMPOGHMLTBA. BBEAEHHSA 3MiH NpOTAroM 6 micsuis
nicns 3aTBepPKEHHs; 3MiHW | TUMY - BUyYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHMLITBA (30BHILLHIM BUrNAA nig yac
TabneTyBaHHs). 30BHILLHI BUrIs4 TabeTok nig
yac TabneTyBaHHs, BKIOYAKUM
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Ne

Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

TucHeHHsi(Appearance, Tablet strengths:
Inscription), BUAANSAETLCA SIK KOHTPO/Ib Y MpOLLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepaKeHHs;
3MiHW | TUMY - BUNYYEHHS HECYTTEBOTO
BMNPo6YyBaHHA B NPOLECi BUPOBGHMLTBA
(TemnepaTtypa rpaHynsuiinHoi piguHu(Temperature
of the granulation fluid)). KoHTposnb
TemnepaTtypHOro fgianasoHy rpaHynsauinHoi piguHmn
NPOTArOM BCbOrO NPOLLECY BUAAIEHO K KOHTPO/b
y npoveci BUpobHMLTBa. BBEAEHHA 3MiH NPOTArom
6 micauis nicns 3aTBepmkeHHs; 3MiHu | Tuny -
3BY)XEHHS AOMYCTUMMX MEX B MPOLIECi
BMpO6GHMUTBA (BTpaTa B Maci Npy BUCYLLYBaHHI),
cTagjis BOA0roro rpaHyntoBaHHsa 3 7,0 % go 1,2 -
3,0 %. BBeAeHHS 3MiH NpoTAarom 6 micAuiB micns
3aTBEPKEHHS; 3MiHW | TUMY - 3BY)XEHHS
O0NyCTUMUX MEX crneumdikauii roToBoro
nikapcbkoro 3acoby 3a n. "KinbkicHe BU3HauYeHHs"
3100-110 % po 98,0%-105,0% npu BuNycky Ta 3
90-110 % po 95,0 %-105 % npoTsArom TEPMiHY
npugaTHocTi. BBeAeHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepKeHHS; 3MiHU | Tuny - 3MiHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3acoby, BK/I0YaKuM 3aMiHy y MeTogax
BUMPOOYBaHHA HACTYMHWX NOKA3HWKIB:
"laeHTudpikauis”, "KinbkicHe Bu3HauyeHHs" Ta
"BM3HaAYEHHS YnucToTK", a came 3aMiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPOJI0 MOKa3HWKiB: "laeHTudikayis”,
"BusHaueHHsa umctoTn” i "KinbKicHOro B13HayeHHs"
3aMiHeHa 3 MeToay BEPX 3 Y®-aeTekTyBaHHAM i
rPafieHTHOK CMCTEMOID entoLii Ha MeTog YNnbTpa-
BEPX 3 Y®-aeTekTyBaHHAM i rpajgieHTHOO
cucTemolo entouii. BBegeHHs 3MiH NpoTarom 6
MiCALIB NiCNSA 3aTBEPAYKEHHS;
3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby, BK/IKOUaOUN 3amiHy
y MeTogax BUNpobyBaHHSA HACTYMHUX NOKa3HMKa:
"OfHOpIgHICTb BMICTY", a came 3amiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPOIO nokasHuka: "OAHopigHICTb BMICTY"

3amiHeHo 3 MeTody BEPX 3 Y®-geTekTyBaHHAM i
i30KpaTMYHOIO eftoLieto Ha MeTo , YnbTpa-BEPX 3
Y®-aeTekTyBaHHAM i i30KpaTUUHOK e/THLiElD.
BBeaeHHs 3MiH NpoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa y
cneumdikauii Ha BUNYCK cepii Ta Ha TEPMIH
NPUAATHOCTI TOTOBOTO JTiKAPCbKOro 3acoby
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nokasHukis "OfHOpPIgHICTE Macu” Ta "OfHopigHICTb

BMICTY" Ha "OfHOpPIAHICTb A030BaHWX OANHULL" —
npuBELEHHS Y BiANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 "OpHopigHicTb f030BaHUX oanHULL" EP.
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS; 3MiHM | TUMy - 3MiHa y MeToAax
BMMNPO6YBaHHA rOTOBOrO /iKapCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBepXeHnX MmeTodax
BMNPOo6YyBaHHA (O4HOPIAHICTb BMICTY:
NPUroTyBaHHs 3pasky Ta CTaH4apTHOTo PO3YuHY;
NPUroTyBaHHS PO34nHY 3paska: LIBMAKICTb
LeHTpudyrysaHHs). BeegeHHs 3miH npoTtsirom 6
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | Tuny -
BUTYYEHHA NEPBUHHOI YNakoBKY 3
nonNinponineHoBoi NAIBKM Ta antoMiHiEBOT onbru.
BignosigHwii po3ain gocke 3.2.P.7 6yB 3MiHeHWi
Ta OHOBJ/IEHWIA. BBEIEHHSI 3MiH NPOTArom 6 micsuis
nicns 3aTBepmXeHHs;
3MiHM | TUNY - foAaBaHHSA AiNbHULI ANS
KOHTpO/to/BUNpobyBaHHs cepiii - Alphalytik
Pharmaservice GmbH, Germany. BeefeHHs 3MiH
npoTArom 6 micsiB nicns 3aTBepLKEHHS; 3MiHM |
TUNYy - 3MiHW Y MeToAax BUNpoGyBaHHS
[0NOMDKHOT PeYOBMHU (f04aBaHHA TecTy
BM3HAYEHHS HiKEsTI0 B JONOMKHI/ peYOBWHi-
MaHIT). Bu3HauyeHHa JOMILLKM MeTasly Hikesnto B
[OMNOMDKHIVi PEYOBUHI MaHIT 34JCHIOETLCSA
MeToAoM Y®-cnekTpochoTomeTpii. BBeeHHS 3MiH
NpOTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHN |
MMy - 3MiHa y MeToAax BunpobyBaHHS
[OMOMIKHOI PevOBUHN(A0AABaHHS MeToAy
BUMNPOOYBaHHA 419 AONOMKHOT pe4YOBUHY -
KMCNOTW TIMMOHHOI 6e3B0AHOT). Bu3HayeHHs Boau
B [IOMOMDKHI PEYOBVHI - KNC/OTi JIMMOHHINA
6e3BoAHIli MeToA0M KYy/TOHOMETPUYHOIO

MiKpomeTog, (KyTOHOMETPUYHNIA)) foAaHO A0
[OKYMeHTaL,i 3 IKOCTi Ik a/lbTepHaTBa
HaniBMikpomeToAy (BO/IIOMOMETPUYHUIA) 3a
Kapnom ®iwepom(EP. - 2.5.12). BBegeHHS 3MiH
NPOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS;
3MiHM | TUny - 3MiHa AONYCTUMNX MEX
cneuyudikaLlii rotToBoro fikapcbkoro 3acoby,
BU/TYYEHHSA HE3HAYHOTIO NOKa3HMKa - NPOAYKT
po3knagaHHs J1eBOTUPOKCUH (T4)-2-
KeTonakTo3a(npogykt Maiinapga), cneumdikauis
npw Bunycky < 0,5 %, cneuudikaLis npoTarom
TepMiHy npugatHocTi < 5,0 %. HasBHICTb Ljel

[OOMILLKM Gy/ia NOB'sA3aHa 3 HAABHICTIO NaKTO3M

TUTpyBaHHS; MikpomeTog (EP - 2.5.32 BmicT Bogu:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

MOHorigpaTy, K fONOMDKHOT PEYOBUHW B CTApOMy
cknagi nikapcbkoro 3acoby. BeegeHHs 3MiH
npoTArom 6 micAuiB nicns 3aTBepKEHHS; 3MiHM |
TUMy - 3MiHa napameTpiB crnewmdikauiii roToBOro
nikapcbKoro 3aco6y 3a nokasHukamu: CTilKicTb A0
po3gasntoBaHHs (npu Bunycky: 3 40-110 H Ha >
30 H; Ha TepmiH npugaTHocTi: 3 20-110 H Ha > 30
H); BmicT Boam (npwu Bunycky: 3 < 7 %, Ha< 5,0
%; Ha TepMiH npugaTHocTi: 3 < 10 %, Ha < 8,0 %),
Mogin TabneTtok Ta MikpobionoriyHa uncToTa).
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS; 3MiHM | TUMY - 3MiHW y MeToAax
BMMNPO6YBaHHA rOTOBOrO /iKapCbKOro 3acoby -
He3HauyHa 3MiHa y 3aTBeppKeHNX BUNPOoOyBaHHS
(imeHTudbikauis, KinbkiCHe BU3HAYEHHS Ta
BU3HAYEHHSA YnCcTOTH). BBEAEHHS 3MiH NnpoTArom 6
MicsILiB nicns 3aTBepPKEHHS; 3MiHW | Tvny -
BW/TYYEHHSI HECYTTEBOrO BMNPOOYBaHHA B NPOLECI
BMpO6HMLUTBA (Po3nagaHHa TabneTok nig vac
TabneTtyBaHHs). MNoka3HUK
"Po3nagaHHsa"(Disintegration (acc. to Ph. Eur*.)) 15
minutes) BUAANIAETLCA K KOHTPO/Tb B NPOLIECI
BUPOGHMLTBA. BBEAEHHA 3MiH NpPOTArom 6 micsuis
nicns 3aTBepmXeHHs.
3MiHW | TUNY - PO3LUMPEHHS 3aTBEPMAKEHNX MeX In-
Process Control, ki He MatoTb CyTTEBOrO BN/MBY
Ha 3ara/lbHuin XxapakTep SKOCTi rOTOBOro
nikapcbkoro 3acoby (CTillkiCTb A0 po34aB/toBaHHS
nig vyac TabnetyBaHHs). Mexi nokasHuka
"CTilikicTb 0O po34aB/oBaHHSA" Nig yac npouecy
TabneTyBaHHs 3MiHWAM Big 40-110 H go > 30 H.
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS;
3MiHW | TUMNY - 3BYXKEHHA AOMYCTUMUX MEX B
cneuudikaLii Ha roToBuUiA NikapcbKuii 3aci6 3a n.
"BM3HAYEHHS YMCTOTKM: CyMa BCiX AOMILLOK" npu
BMMYycKy 3 < 3,0% fo < 2,0 %, Ha TepMiH
npuaatHocTi 3 < 8,0% o < 5,0 %. 3miHa
noB'si3aHa i3 3amiHoto MmeTogy BEPX Ha YnbTpa-
BEPX. BBeeHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS; 3MiHW | TUNY - 4ONOBHEHHS
cneumdikaL,ii roToBOro JlikapCbKoro 3acoby HOBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOA0M
BUNPO6YBaHHS ("BU3HAYEHHS YNCTOTU: cneumdivHi
JoMmilkm"- MSC2568516A (MpoayKT KoHAeHcauii
KMCNoTu MMMOHHOI)/UDP7)). Mexa 3a3Ha4eHoi
iaeHTngikoBaHoi fAomiwkn MSC2568516A
BCTaHOB/OETLCA B cneuudikaLii npy Bunycky <
0,2%, Ha TepMiH npuaaTHocTi < 1,0 % BignoBigHO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

[0 rpaHNYHMX 3HaYeHb kBanidikauii 3rigHo 3 ICH
Q3B. BBefieHHA 3MiH NpoTArom 6 micsuis nicns
3aTBEPMKEHHS; 3MiHN || TUMY - 3MiHW B MpoLeci

BUPOGHMLITBA FOTOBOrO /iKapCbKOro
3aco6y(B1POGHMYMIA NpoLLeC NikapcbKoro 3acoby i3
3MiHEHVM CK1af0M, OCHOBHI BUPOGHUYI CTagji, Taki
SIK BOJIOTe rpaHy/IloBaHHS, OCTaTOYHe 3MillyBaHHS

i TabneTyBaHHA 3a/IMLWLINMANC, ane Bigbynocs
KOPUryBaHHsS TEXHOMONYHUX NapaMeTpiB.
BignoBigHo o 3miH 6yno oHoBneHo Moaynb 3,
po3zin 3.2.P.3). BBeeHHA 3MiH NpoTArom 6
MiCALIB NiCNSA 3aTBEPAKEHHS;
3MiHM Il TURY - 3MIHEHO AKICHWIA Ta KiJTbKICHWIA
cknag AONOMDKHMUX PEYOBUH JiKapCbKOro 3acoby
EyTupokc, TabneTku: nakrosa MoHorigpat
3aMiHEeHO Ha MaHIT; Ki/TbKiCTb KyKYpyA3siHOrO

KpOXMaJsIto 3MIHIOETLCS B 3a/1€XKHOCTI Bif, Ki/IbKOCTi

L0401 PEYOBVHN AN KOXHOIO A03yBaHHS
nikapcbKoro 3acoby; 3MiHeHa Ki/lbKiCTb MarHito
cTeaparty i ,OAa€ETbCA KNC/IO0Ta IMMOHHA K
mogamdikarop pH.

Cknag: MNponoHoBaHa pegakuis JIeBOTMPOKCUH
HaTpusa 25-150 mkr; Jlakto3a, MmoHormapar - ;
Kpaxman Kykypy3Hblii 20 mr; XXenatuH 5 wr;

HaTpusa kpockapmernosa 3,5 mr; Mariua cteapat 1
mr; MaHHUT(E 421) go 100 mr; Kucnota
NMMOHHas, 6e3sogHas 0,85 wr;

A TakoX 3MiH/ BHECEHO B iHCTPYKL,il0 ANs
MeAuYHOro 3acTocysaHHa y p. "Cknag”,
«OCcob6MBOCTI 3aCTOCYBaHHS» (OHOB/IEHA
iHcbopMmav,ist WoA0 AONOMDKHUX PEHOBUMH) 3
BIAMNOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
yMakoBKU NMiKapCbKOro 3acooby.
BBefeHHs 3MiH npoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMNY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
NOKa3HUKOM "Onuc" - yTOYHEeHHS BUMOT A5
[OOBXVHM Ta TOBLUMHU TabNeTkn. A TakoX 3MiHK
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Nikapcbka hopma. OCHOBHI i3NKO-XiMiYHi
BNACTUBOCTI" (YTOYHEHO ONMC TabneTok).
BBefeHHs 3MiH npoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMNY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
nokasHukom "MikpobionoriyHa uncrorta” -
3a3HayYeHHs1 NocuNaHb Ha 3aranbHi cTartTi EP Ta
USP, Ak Hacnifok 3MiHM B MeTodax KOHTPO/I0
niKkapcbKoro 3acoby. BBegeHHs1 3MiH NpoTArom 6
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MiCSALIB MiCNSA 3aTBEPAXKEHHS; 3MiHM | TUny —
3amiHa po3giny «IpadivyHe ochopMIeHHS
yMaKoBKM (A0AA€ETbCS)» Ha po3Ais «MapKyBaHHS.
Bignosigae 3aTBepiKeHOMY TEKCTY MapKyBaHHS».
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPMAKEHHS
124. | EYTUPOKC Tabnetku no 50 MKr; Mepk KlraA HimeyunHa Mepk Xenckea KraA HimeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8388/01/02
no 25 tabnetok y 3MiHu | TUny - 3MiHa y MeToAax BUNpobyBaHHSA peyenmom

6nicTepi; no 2 abo no
4 6nictepu B
KapTOHHI Kopo6Lyi

roTOBOro MiKapCcbKOro 3acoby, He3HayHa 3MiHa y
3aTBepKeHNX MeToAax BUNPOOyBaHHS - TecT
"Po3uymHeHHs". Cuctema BEPX agantosaHa [0
HOBWX KOMMOHEHTIB peLenTypu (40NOMiXHI
peyoBMHYM). Anapat po34MHEHHS | cepefoBuLLe
PO3UYMHEHHS 3aUILIATHCA HE3MIHHUMU.
BBegeHHs 3MiH NpoTarom 6 micsAuis nicas
3aTBEPAKEHHS;
3MiHW | TUNY - 30BHILLHIA BUrNSA PO34UHY
XenaTuHy AOoAatoTb K HOBUWIA TecT In-process-
control nig yac 1oro NPUroTyBaHHA y BUPOGHUYOMY
npoteci. BBeAeHHA 3MiH NpoTArom 6 micsAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUMY - BUNYYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHMUTBA (HAaCMNHa LWINLHICTL rpaHynsaTa).
HacwvnHa winbHicTb(Bulk density: 20-60 g/100 ml)
nif yac rpaHy/loBaHHA BUAAIAETLCA K KOHTPO/Ib
y npoveci BUpobHMLTBa. BBEAEHHA 3MiH NPOTArom
6 micsuiB nicns 3aTBepAKeHHS;
3MiHW | TUMY - BUNYYEHHS HECYTTEBOTO
BMNPO6YBaHHSA B npoLeci BUpobHuuTea (ToBLUHA
TabneTok nig Yac npouecy TabneTtyBaHHs).
MokasHuK - ToBLWMHA TabneTok (Thickness: 1.9-2.2
mm), BULANAETLCA 3 KOHTPO/IO B NPOLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHS; 3MiHW | TUMY - BUMYyYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPO6HMLTBA (30BHILLHIN BUrNAL, nig yac
TabneTyBaHHs). 30BHILLHI BUrNSA4 TabneTok nig,
yac TabneTyBaHHs, BK/IOYAOUM
TucHeHHsi(Appearance, Tablet strengths:
Inscription), BUAANAETLCA K KOHTPO/Ib Y MPOLLECI
BMPOGHMLTBA. BBEAEHHSA 3MiH NPOTArom 6 micsuiB
nicns 3aTBepmXeHHs;
3MiHW | TUMY - BUNYYEHHS HECYTTEBOTO
BMNPO6YBaHHSA B NpoLeci BUpO6bHMLTBA
(TemnepaTtypa rpaHynsuiinHoi piguHn(Temperature
of the granulation fluid)). KoHTposnb
TeMnepaTypHOro AianasoHy rpaHyisuiiHoi piguHu
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

NPOTArOM BCbOrO NPOLIECY BUAANEHO K KOHTPO/b
y npoLeci BUpobHMLTBa. BBEAEHHA 3MiH NPOTArom
6 micauis nicns 3aTBepKeHHs; 3MiHu | Tuny -
3BY)XEHHSA AOMYCTUMMX MEX B MPOLIECi
BMpO6GHMUTBA (BTpaTa B Maci Npy BUCYLLYBaHHI),
cTagjis BOA0roro rpaHyntoBaHHsa 3 7,0 % go 1,2 -
3,0 %. BBeAeHHS 3MiH NpoTArom 6 micAuiB micns
3aTBEPMKEHHS; 3MiHW | TUMY - 3BY)XEHHS
O0NyCTUMUX MEX crneupmdikauii roToBoro
nikapcbkoro 3acoby 3a n. "KinbkicHe BU3HauYeHHs"
3100-110 % po 98,0%-105,0% npu Bunycky Ta 3
90-110 % fo 95,0 %-105 % npoTsArom TepPMiHy
npugaTHocTi. BBeAeHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepKEeHHS; 3MiHU | Tuny - 3MiHa Y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3acoby, BK/I0YaKUM 3aMiHy y MeTogax
BUMPOOYBaHHA HACTYMHWUX NOKA3HWKIB:
"laeHTudpikauis", "KinbkicHe Bu3HauyeHHs" Ta
"BM3HaAYEHHS YncToTK", a came 3aMiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPO/I0 MOKa3HWKIB: "laeHTudikayis”,
"BusHaueHHsa umctoTn” i "KinbKicHOro B13HayeHHs"
3aMiHeHa 3 MeToay BEPX 3 Y®-aeTekTyBaHHAM i
rPafieHTHOK CMCTEMOID entoLji Ha MeToZ YNnbTpa-
BEPX 3 Y®-aeTekTyBaHHAM i rpajgieHTHOO
cucTemolo entouii. BBegeHHs 3MiH NpoTAarom 6
MiCALIB NiCNSA 3aTBEPAYKEHHS;
3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby, BK/IKOUaOUN 3amiHy
y MeTogax BUNpobyBaHHSA HACTYMHUX NOKa3HMKa:
"OfHOpIgHICTb BMICTY", a came 3amiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPO/IO nokasHuka: "OAHopigHICTb BMICTY"
3amiHeHo 3 MeTody BEPX 3 Y®-geTekTyBaHHAM i
i30KpaTMYHOIO eftoLieto Ha MeTo , YnbTpa-BEPX 3
Y®-aeTekTyBaHHAM i i30KpaTUUHOK e/THLiElD.
BBeaeHHs 3MiH NpoTarom 6 MicAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa y
cneumdikauii Ha BUNYCK cepii Ta Ha TEPMIH
npuaaTHOCTi TOTOBOrO /iKapCbKOro 3acoby

nokasHukiB "OHopIgHICTL Macu" Ta "OgHOopIgHICTb

BMIiCTY" Ha "OAHOPIHICTb J030BaHNX OANHULB" —
npuBeLEeHHS Y BiANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 "OpfHopigHICTb A030BaHMX oauHULL" EP.
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHa y MeTogax
BUNPOGYBaHHS rOTOBOrO JiKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBEep)KEHNX MeToAax
BMNPOGYBaHHS (OAHOPIAHICTb BMICTY:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

NPUroTyBaHHs 3pasky Ta CTaH4apTHOTo PO3YuHY;
NPUroTyBaHHS PO34nHY 3paska: LIBWAKICTb
LeHTpudyryBaHHs). BeegeHHs 3miH npoTtsarom 6
MiCALIB MiC/1A 3aTBEPLKEHHS; 3MiHM | Tuny -
BU/TYYEHHA NEPBUHHOI YNakoBKY 3
nonNinponineHoBoi NAIBKM Ta antoMiHiEBOT onbru.
BignosigHwii po3ain gocke 3.2.P.7 6yB 3MiHeHwi
Ta OHOBJ/IEHWIA. BBEIEHHSI 3MiH NPOTArom 6 Micsuis
nicns 3aTBepmXeHHs;
3MiHM | TUNY - foAaBaHHSA AiNbHULI ANS
KOHTpO/t/BUNpobyBaHHs cepiii - Alphalytik
Pharmaservice GmbH, Germany. BBefeHHs 3MiH
npoTArom 6 micsuiB nicns 3aTBEpLKEHHS; 3MiHM |
TUNYy - 3MiHW Y MeToAax BUNpPoGyBaHHS
[0NOMDKHOT PeYOBMHU (f04aBaHHA TecTy
BM3HAYEHHS HiKEsTI0 B JONOMDKHI/ peYOBWHi-
MaHIT). Bu3HauyeHHa JOMILLKM MeTasly Hikesto B
[OMOMDKHIVi PEYOBMHI MaHIT 34JCHIOETLCSA
MeToAoM Y®-cnekTpochoTomeTpii. BBeeHHS 3MiH
NpOTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHN |
MMy - 3MiHa y MeTogax BMnpobyBaHHS
[OMOMIKHOI PevOBUHN(A0AABaHHS MeToAy
BUMNPOOYBaHHA 419 AONOMKHOT pe4YOBUHY -
KMCNOTW IMMOHHOI 6€3B0AHOT). Bu3HayeHHs Boau
B [IOMOMDKHI PEYOBVHI - KNC/OTi JIMMOHHINA
6e3B0oAHIli MeToA0M KYy/TOHOMETPUYHOIO
TUTpyBaHHS; MikpomeTog (EP - 2.5.32 BmicT Bogu:
MiKpomeTog, (KyTOHOMETPUYHNIA)) foAaHO A0
[OKYMeHTaL,i 3 IKOCTi Ik a/lbTepHaTBa
HaniBMikpomeToAy (BO/IIOMOMETPUYHUIA) 3a
Kapnom ®iwepom(EP. - 2.5.12). BBegeHHS 3MiH
NpOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS;
3MiHM | TUMy - 3MiHa AONYCTUMMX MEX
cneuyudikaLlii rotToBoro fikapcbkoro 3acoby,
BU/TYYEHHSA HE3HAYHOTIO NOKa3HMKa - NPOAYKT
po3knagaHHs J1eBOTUPOKCUH (T4)-2-
KeTonakTo3a(npogykt Maiinapga), cnevuudikauis
npw Bunycky < 0,5 %, cneuudikaLis npoTarom
TepMiHy npugartHocTi < 5,0 %. HasBHicTb uiel
[OMilKy Byna nos'sA3aHa 3 HasABHICTIO NaKTo3n
MOHorigpaTy, K fONOMKHOT PEYOBUHW B CTApOMy
cknagj nikapcbkoro 3acoby. BeegeHHs 3miH
npoTArom 6 micsuiB nicns 3aTBepLKEHHS; 3MiHM |
Tuny - 3MiHa napameTpiB cnewudikaLiii roToBoro
nikapcbkoro 3acoby 3a nokasHukamu: CTilikicTe g0
po3aaBntoBaHHs (npu Bunycky: 3 40-110 H Ha >
30 H; Ha TepmiH npugatHocTi: 3 20-110 H Ha > 30
H); BmicT Bogy (npw Bunycky: 3 < 7 %, Ha < 5,0 %;
Ha TepMiH npuaaTHocTi: 3 < 10 %, Ha < 8,0 %),
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

Mogin TabneTtok Ta MikpobionoriyHa uncToTa).
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS; 3MiHM | TUMY - 3MiHM y MeToAax
BMMNPO6YBaHHSA rOTOBOrO /liKapCbKOro 3acoby -
He3HauyHa 3MiHa y 3aTBeppKeHNX BUNPOOyBaHHS
(imeHTudbikauis, KinbkiCHe BU3HAYEHHS Ta
BU3HAYEHHSA YnCcTOTH). BBEAEHHS 3MiH npoTArom 6
MicsILiB nicns 3aTBepPMKEHHS; 3MiHY | Tvny -
BW/TYHYEHHSI HECYTTEBOIO BMNPOOYBaHHA B NPOLECI
BMpO6HMLUTBA (Po3nagaHHa TabneTok nig vac
TabneTtyBaHHs). MNoka3HUK
"Po3nagaHHsa"(Disintegration (acc. to Ph. Eur*.)) 15
minutes) BUAANIAETLCA K KOHTPO/Tb B NPOLIECI
BUPOGHMLTBA. BBEAEHHA 3MiH NPOTArom 6 micsuis
nicns 3aTBepmKeHHs.
3MiHW | TUNY - PO3LUMPEHHS 3aTBEPMAKEHNX MeX In-
Process Control, siki He MatoTb CYTTEBOrO BN/MBY
Ha 3araslbHuin XxapakTep SKOCTi rOTOBOro
nikapcbkoro 3acoby (CTillkiCTb A0 po34aB/toBaHHS
nig vyac TabnetyBaHHs). Mexi nokasHuka
"CTilikicTb 0O po34aB/oBaHHSA" Nig yac npouecy
TabneTyBaHHsa 3MiHMAM Big 40-110 H go > 30 H.
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS;
3MiHW | TUMNY - 3BYXXEHHA AOMYCTUMUX MEX B
cneuudikallii Ha roToBuUiA Nikapcbkuii 3aci6 3a n.
"BM3HAYEHHS YMCTOTKM: CyMa BCiX AOMILLOK" npu
Bunycky 3 < 3,0% go < 2,0 %, Ha TepMiH
npuaatHocTi 3 < 8,0% 0 < 5,0 %. 3miHa
noB'si3aHa i3 3amiHoto MmeTogy BEPX Ha YnbTpa-
BEPX. BBeeHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS; 3MiHW | TUNY - 4ONOBHEHHS
cneumadikaLii roToBOro JlikapCbKOro 3acoby HOBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOA0M
BUNPO6YBaHHS ("BU3HAYEHHS YNCTOTU: cneumdivHi
JoMmilkm"- MSC2568516A (MpoayKT KoHAeHcauii
KMCnoTu nMMoHHOI)/UDP7)). Mexa 3a3HaueHoi
iaeHTugikoBaHoi fAomiwkn MSC2568516A
BCTaHOB/OETLCA B cneuudikaLii npy Bunycky <
0,2%, Ha TepMiH npuaaTtHocTi < 1,0 % BignosigHo
[0 rpaHnyYHKX 3Ha4YeHb kBanidikauii 3rigHo 3 ICH
Q3B. BeegeHHs 3miH npoTArom 6 micauis nicns
3aTBEPMKEHHS; 3MiHU || TUMY - 3MiHW B MpoLeci
BUPOGHMLITBA FOTOBOrO NiKapCbKoro
3aco6y(BNPOGHMYUMIA NpoLLEeC MiKapCbKOro 3acoby i3
3MiHEHVM CK/1aloM, OCHOBHI BUPO6HUYI cTagji, Taki
SIK BOJIOre rpaHy/1toBaHHsA, OCTAaTOYHE 3MiLLyBaHHS
i TabneTyBaHHsA 3a/IMWIMANC, ane Bigbynocs
KOPUryBaHHSA TEXHOIOTYHUX NapameTpiB.




87

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigHo o 3miH 6yno oHoBneHo Moaynb 3,
po3zin 3.2.P.3). BBeeHHA 3MiH NpoTArom 6
MiCALIB NiCNSA 3aTBEPAKEHHS;
3MiHM Il TURY - 3MIHEHO AKICHWIA Ta KiJTbKICHWIA
cknag AONOMDKHMUX PEYOBUH JiKapCbKOro 3acoby
EyTupokc, TabneTku: nakrosa MoHorigpat
3aMiHEeHO Ha MaHIT; Ki/TbKiCTb KyKYpyA3siHOrO
KpOXMaJsIto 3MIHIOETLCS B 3a/1€XKHOCTI Bif, Ki/IbKOCTi
L0401 PEYOBVHN AN KOXHOIO A03yBaHHS
nikapcbKoro 3acoby; 3MiHeHa Ki/lbKiCTb MarHito
cTeaparty i OAa€TbCA KNC/I0Ta IMMOHHA K
mMogamdikarop pH.

Cknag: MNponoHoBaHa pegakuis JIeBOTMPOKCUH
HaTpusa 25-150 mkr; Jlakto3a, MmoHormapar - ;
Kpaxman kykypy3Hblii 20 mr; XXenatuH 5 wr;
HaTpusa kpockapmernosa 3,5 mr; MarHua cteapat 1
Mmr; MaHHUT(E 421) go 100 mr; Kucnota
NMMOHHas, 6e3sogHas 0,85 wr;

A TakoX 3MiH/ BHECEHO B iHCTPYKL,il0 ANA
MeAuYHOro 3acTocysaHHa y p. "Cknag”,
«OCco6MBOCTI 3aCTOCYBaHHS» (OHOB/IEHA
iHcbopMmav,ist WoA0 AONOMDKHUX PEHOBUMH) 3
BIAMNOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
yMakoBKU NMiKapCbKOro 3acooby.
BBefeHHs 3MiH npoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
NOKa3HUKOM "Onuc" - yTOYHEeHHS BUMOT A5
[OOBXVHM Ta TOBLUMHU TabNeTkn. A TakoX 3MiHK
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Nikapcbka popma. OCHOBHI i3NKO-XiMiYHi
BMACTUBOCTI" (YTOYHEHO ONMC TabneTok).
BBefeHHs 3MiH npoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMNY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
nokasHukom "MikpobionoriyHa uncrorta” -
3a3HayYeHHs1 NocunaHb Ha 3aranbHi cTartTi EP Ta
USP, Ak Hacnifok 3MiHM B MeTodax KOHTPO/I0
nikapcbkoro 3acoby. BBefeHHs 3MiH npoTarom 6
MiCALIB NicNa 3aTBEPAXKEHHS; 3MiHM | TUNYy —
3amiHa po3giny «lpadivyHe ochopmIeHHS
yMakoBKU ([0AA€ETbCA)» Ha Po34in «MapKyBaHHS.
Bignosifae 3aTBepAKEHOMY TEKCTY MapKyBaHHS».
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPAKEHHS

125.

EYTUPOKC

TabNeTkn No 75 MKr;

Mepk Kl'aA

HimeyunHa

Mepk Xenckea Klr'aA

HimeyunHa

BHECEHHS 3MiH [10 pEECTpaLjiiiHuX maTepianis:

3a

UA/8388/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 25 TabneTtok y 3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS peyenmom

6nictepi; no 2 abo no
4 6nictepu B
KapTOHHI Kopo6Li

roToBOro MikapcbKoro 3acoby, He3HavyHa 3MiHa y
3aTBEPKEHNX MEeTOAAax BUNPoByBaHHSA - TecT
"Po3umHeHHs". Cuctema BEPX agantoBaHa a0
HOBWX KOMMOHEHTIB peLenTypu (4ONOMiXHI
peyoBuHM). Anapat po3YnMHEHHS | cepefoBuLle
PO3UYMHEHHS 3aUTLIAITHCA HE3MIHHUMU.
BBefeHHA 3MiH NpoTArom 6 Micsiwis nicns
3aTBEPLKEHHS;
3MiHW | TUMY - 30BHILLHIA BUrNSAA, PO34YUHY
XenaTuHy fofatoTb SK HOBWIA TecT In-process-
control nig Yac Moro NPUroTyBaHHSA y BUPOGHNYOMY
npoueci. BBegeHHsA 3MiH MpoTArom 6 MicAuis micns
3aTBEPMKEHHS; 3MiHM | TUNY - BUNTYYEHHS
HecyTTEBOro BUNpobyBaHHA B NpoLeci
BMPOGHMLTBA (HACMMHA LLiMbHICTb rpaHynsaTa).
HacunHa winbHicTb(Bulk density: 20-60 g/100 ml)
nif Yac rpaHyNioBaHHA BUSANSETLCA SK KOHTPO/Ib
y npoteci BUpo6HMLUTBa. BBEAEHHS 3MiH NPOTAroM
6 MicAiB nic/a 3aTBEPAXEHHS;
3MiHW | TUNY - BUNYYEHHSI HECYTTEBOTO
BMNpo6yBaHHA B NpoLeci BUpo6bHMuTBa (ToBLLMHA
TabneTok nig yac npouecy TabnetyBaHHs).
MokasHuk - ToBLWMHa TabneTok (Thickness: 1.9-2.2
mm), BULANAETLCA 3 KOHTPO/IIO B NPOLECi
BMPOGHMLTBA. BBEAEHHSA 3MiH NPOTArom 6 micsuis
nicns 3aTBepKEHHS; 3MiHW | TUMY - BUTYYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHMLITBA (30BHILLHI BUrNsAA nifg yac
TabneTyBaHHs). 30BHILLHIA BTN TabneTok nig,
yac TabnetyBaHHs, BK/IOYAOUM
TUcHeHHsI(Appearance, Tablet strengths:
Inscription), BUAANSETLCA K KOHTPO/b Y MPOLLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs;
3MiHW | TUMY - BUNYYEHHSI HECYTTEBOTO
BMNpPO6YyBaHHA B NPOLLECi BUPOGHMLTBA
(TemnepaTypa rpaHynsuiinHoi piguHu(Temperature
of the granulation fluid)). KoHTponb
TemnepaTypHOro gianasoHy rpaHynsuiiHoT piguHmn
NPOTArOM BCbOrO NPOLLECY BUAANEHO IK KOHTPO/b
y npoueci BMpobHuuTea. BeegeHHs 3MiH npoTsarom
6 micauiB nicns 3aTBepMKeHHs; 3MiHu | Tuny -
3BY)XEHHSA AOMYCTUMMX MEX B MPOLLECi
BMPOGHULITBA (BTPaTa B Maci Npy BUCYLLYBaHHI),
CTafis BO/IOroro rpaHysitoBaHHsa 3 7,0 % fo 1,2 -
3,0 %. BBefeHHA 3MiH NpoTArom 6 Micsiwis nicns
3aTBEPKEHHS; 3MiHW | TUNY - 3BY)XEHHS
[ONMYCTUMMX MeX cneumdikaii roToBoro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nikapcbkoro 3acoby 3a n. "KinbkicHe BU3HauYeHHs"
3100-110 % po 98,0%-105,0% npu BuNycky Ta 3
90-110 % po 95,0 %-105 % npoTsArom TepMiHy
npugaTHocTi. BBeeHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepKeHHS; 3MiHU | Tuny - 3MiHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3acoby, BK/I0YaKuM 3aMiHy y MeTogax
BUMPOOYBaHHA HACTYMHWX NOKA3HWKIB:
"laeHTudpikauis", "KinbkicHe Bu3HauyeHHs" Ta
"BM3HaAYEHHS YnucToTK", a came 3aMiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPOJI0 MOKa3HWKiB: "laeHTudikayis”,
"BusHaueHHsa umctoTn” i "KinbKicHOro BU3HayeHHs"
3amiHeHa 3 MeToay BEPX 3 Y®-aeTekTyBaHHAM i
rPafieHTHOK CMCTEMOID entoLii Ha MeTog YNnbTpa-
BEPX 3 Y®-aeTekTyBaHHAM i rpagieHTHOO
cucTemolo entouii. BBegeHHs 3MiH NpoTarom 6
MiCALIB NiCNSA 3aTBEPAKEHHS;
3MiHM | TUNy - 3MiHa y MeToAax BUNPoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby, BK/IKOUaOUN 3amiHy
y MeTogax BUNpobyBaHHSA HACTYMHUX NOKa3HMKa:
"OfHOpIgHICTb BMICTY", a came 3amiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPOIO nokasHuka: "OAHopigHICTb BMICTY"
3amiHeHo 3 MeTody BEPX 3 Y®-geTekTyBaHHAM i
i30KpaTMYHOIO eftoLieto Ha MeTos, YnbTpa-BEPX 3
Y®-aeTekTyBaHHAM i i30KpaTUUHOK e/THLiElD.
BBeaeHHs 3MiH NpoTarom 6 MicAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa y
cneumdikauii Ha BUNYCK cepii Ta Ha TEPMIH
npuaaTHOCTi TOTOBOrO /iKapCbKOro 3acoby
nokasHukiB "OgHopigHICTL Macu" Ta "OgHOopIAHICTb
BMIiCTY" Ha "OAHOPIHICTb A030BaHNX OANHULB" —
npuBeLEeHHS Y BiANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 "OpfHopigHICTb A030BaHMX oauHULL" EP.
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHa y MeTogax
BUNPOGYBaHHS rOTOBOrO /iKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBEep)KEHNX MeToAax
BMNpPo6YyBaHHA (O4HOPIAHICTL BMICTY:
NPUroTyBaHHs 3pasky Ta CTaH4apTHOro PO34uHY;
NPUroTYBaHHSA PO34MHY 3paska: LWBUAKICTb
LeHTpudyryBaHHs). BeegeHHs 3miH npoTtsarom 6
MicsILiB nicns 3aTBepPKEHHS; 3MiHW | Tvny -
BU/TyYEHHS NEPBMHHOT YNakoBKM 3
noninponineHoBoi NAIBKM Ta antoMiHIEBOT oNbru.
BignosigHwii po3ain aocke 3.2.P.7 6yB 3MiHeHWi
Ta OHOB/IEHWIA. BBEEHHS 3MiH NpoTArom 6 micsuis

nicns 3aTBepAXEHHS;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3MiHM | TUNY - foAaBaHHSA AiNbHULI ANS
KOHTpO/to/BUNpobyBaHHs cepiii - Alphalytik
Pharmaservice GmbH, Germany. BeefeHHs 3MiH
npoTArom 6 micsiB nicns 3aTBepLKEHHS; 3MiHM |
TUNYy - 3MiHW Y MeToAax BUNpoGyBaHHS
[0NOMDKHOT PpeYOBMHU (f04aBaHHA TecTy
BM3HAYEHHS HiKEsTI0 B JONOMKHI/ peYOBWHi-
MaHIT). Bu3HauyeHHa JOMILLKM MeTasly Hikesnto B
[OMNOMDKHIVi PEYOBUHI MaHIT 34JCHIOETLCSA
MeToAoM Y®-cnekTpochoTomeTpii. BBeeHHS 3MiH
NpOTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHN |
MMy - 3MiHa y MeToAax BunpobyBaHHS
[OMOMDKHOI PevOBUHN(A0AABaHHS MeToAY
BUMNPOOYBaHHA 4719 AONOMKHOT PeYOBUHY -
KMCNOTW TIMMOHHOI 6e3B0AHOT). Bu3HayeHHs Boau
B [JOMOMDKHI PEYOBVHI - KNCOTi JIMMOHHINA
6e3BoAHIli MeToA0M KYy/TOHOMETPUYHOIO
TUTpyBaHHS; MikpomeTog (EP - 2.5.32 BmicT Bogu:
MiKpomeTog, (KyTOHOMETPUYHNIA)) foAaHO A0
[OKYMeHTaL,i 3 IKOCTi Ik a/lbTepHaTBa
HaniBMikpomeToAy (BO/IIOMOMETPUYHUIA) 3a
Kapnom ®iwepom(EP. - 2.5.12). BBegeHHS 3MiH
NpOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS;
3MiHM | TUMy - 3MiHa AONYCTUMMX MEX
cneuyudikaLlii rotToBoro fikapcbkoro 3acoby,
BU/TYYEHHSA HE3HAYHOIO NOKa3HMKa - NPOAYKT
po3knagaHHs J1eBOTUPOKCUH (T4)-2-
KeTonakTo3a(npogykt Maiinapga), cnevuudikauis
npu Bunycky < 0,5 %, cneundikaLis NpoTArom
TepMiHy npugatHocTi < 5,0 %. HasBHICTb Ljel
[OMilKy Byna nos'sA3aHa 3 HasABHICTIO NaKTo3n
MOHorigpaTy, SK fONOMKHOT PEYOBUHW B CTApOMy
cknagj nikapcbkoro 3acoby. BeegeHHs 3miH
npoTArom 6 micsuiB nicns 3aTBepLKEHHS; 3MiHM |
Tuny - 3MiHa napameTpiB cnewudikaLiii roToBoro
nikapcbkoro 3acoby 3a nokasHukamu: CTilikicTe g0
po3aaBntoBaHHs (npu Bunycky: 3 40-110 H Ha >
30 H; Ha TepMmiH npugatHocTi: 3 20-110 H Ha > 30
H); BmicT Boay (npw Bunycky: 3 < 7 %, Ha < 5,0 %;
Ha TepMiH npugaTHocTi: 3 < 10 %, Ha < 8,0 %),
Mopgin Tabnetok Ta Mikpob6iosoriyHa YncToTa).
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPKEHHS; 3MiHW | TUNY - 3MiHW y MeTofax
BUNPOGYBaHHS rOTOBOrO NiKApCbKOro 3acoby -
He3HayHa 3MiHa Y 3aTBepAKEHNX BUNPOBYBaHHS
(izeHTudbikauisi, KinbkicHe BU3HAYEHHS Ta
BU3HAYEHHSA YMCTOTH). BBEAEHHS 3MiH npoTsrom 6
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHW | Tuny -
BW/TyYEHHA HECYTTEBOrO BUMPOOYBaHHS B MPOLIECI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

BMpO6HMLUTBA (Po3nagaHHa TabneTok nig vac
TabneTtyBaHHs). MNMoka3HUK
"Po3nagaHHsa"(Disintegration (acc. to Ph. Eur*.)) 15
minutes) BUAANIAETLCA K KOHTPO/Tb B NPOLIECI
BUPOGHMLTBA. BBEAEHHA 3MiH NpPOTArom 6 micsuis
nicns 3aTBepmKeHHs.
3MiHW | TUNY - PO3LUMPEHHS 3aTBEPMAKEHNX MeX In-
Process Control, ki He MatoTb CyTTEBOrO BN/MBY
Ha 3ara/lbHuin XxapakTep SKOCTi rOTOBOro
nikapcbkoro 3acoby (CTillkiCTb A0 po34aB/toBaHHS
nig vyac TabnetyBaHHs). Mexi nokasHuka
"CTilikicTb 0O po34aB/oBaHHSA" Nig yac npouecy
TabnetyBaHHs 3MiHWAM Big 40-110 H go > 30 H.
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS;
3MiHW | TUMNY - 3BY)KEHHA AOMYCTUMUX MEX B
cneuudikalii Ha roToBUiA NikapcbKuii 3aci6 3a n.
"BM3HAYEHHS YMCTOTKM: CyMa BCiX AOMILIOK" npu
BMNYycKy 3 < 3,0% A0 < 2,0 %, Ha TepMiH
npugartHocTi 3 < 8,0% a0 < 5,0 %. 3miHa
noB'si3aHa i3 3amiHoto MmeTogy BEPX Ha YnbTpa-
BEPX. BBeeHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS; 3MiHW | TUNY - 4ONOBHEHHS
cneumadikaL,ii roToBOro JlikapCbKoro 3acoby HOBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOA0M
BUNPO6YBaHHS ("BU3HAYEHHS YNCTOTU: cneumdivHi
JoMmilkm"- MSC2568516A (MpoayKT KoHAeHcauii
KMCnoTu nMMoHHOI)/UDP7)). Mexa 3a3HaueHoi
iaeHTugikoBaHoi fAomiwkn MSC2568516A
BCTaHOB/OETLCA B cneuudikaLii npy Bunycky <
0,2%, Ha TepMiH npuaaTtHocTi < 1,0 % BignoBigHO
[0 rpaHnYHKX 3Ha4YeHb kBanidikauii 3rigHo 3 ICH
Q3B. BeegeHHs 3miH npoTArom 6 micauis nicns
3aTBEPMKEHHS; 3MiHU || TUMY - 3MiHW B MpoLeci
BUPOGHMLITBA FOTOBOrO NiKapCbKoro
3aco6y(BNPOGHMYUMIA NpoLLEeC MiKapCbKOro 3acoby i3
3MiHEHVM CK/1aloM, OCHOBHI BUPO6HUYI cTagji, Taki
SIK BOJIOre rpaHy/1tloBaHHsA, OCTAaTOYHE 3MiLLyBaHHS
i TabneTyBaHHsA 3a/IMWIMANC, ane Bigbynocs
KOPUryBaHHS TEXHOMOMYHUX NapameTpiB.
BignosigHo fo 3miH 6y/10 oHoBieHO Mogaynb 3,
po3gin 3.2.P.3). BBeAeHHA 3MiH NpoTArom 6
MiCALIB MiCNSA 3aTBEPAKEHHS;
3MiHM Il TNy - 3MIHEHO SIKICHUIA Ta KiJTbKICHWIA
cknag AONOMDKHMX PEYOBUH JTiKapCbKOro 3acoby
EyTvpokc, TabneTku: nakrosa MoHorigpar
3aMiHEHO Ha MaHIT; KiNbKIiCTb KYKYpYA35HHOro
KPOXMasio 3MIHIOETLCS B 3aU1€XHOCTI Bif, KifIbKOCTI
Ail0Y0i PEYOBUHUN 4151 KOXKHOTO [J03YBaHHSA
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PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby; 3MiHeHa Ki/lbKiCTb MarHito
cTeaparty i ,OAa€ETbCA KNC/IO0Ta IMMOHHA K

mogamdikarop pH.

Cknag: MNponoHoBaHa pegakuis JIeBOTMPOKCUH
HaTpusa 25-150 mkr; Jlakto3a, MmoHormapar - ;
Kpaxman Kykypy3Hblii 20 mr; XXenatuH 5 wr;

HaTpusa kpockapmernosa 3,5 mr; Mariua cteapat 1
mr; MaHHUT(E 421) go 100 mr; Kucnota
NMMOHHas, 6e3sogHas 0,85 wr;

A TakoX 3MiH/ BHECEHO B iHCTPYKL,il0 ANs
MeauYHOro 3acTocysaHHAa y p. "Cknag”,
«OCcob6MBOCTI 3aCTOCYBaHHS» (OHOB/IEHA
iHcbopMmav,ist WoA0 AONOMDKHUX PEHOBUH) 3
BIAMNOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
yMakoBKU NMiKapCbKOro 3acooby.
BBeaeHHs 3MiH npoTarom 6 MicAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMNY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
NOKa3HUKOM "Onuc" - yTOYHEeHHS BUMOT A5
[OOBXVHM Ta TOBLUMHU TabNeTkn. A TakoX 3MiHK
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Nikapcbka popma. OCHOBHI i3NKO-XiMiYHi
BMACTUBOCTI" (YTOYHEHO ONMC TabneTok).
BBefeHHs 3MiH npoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
nokasHukom "MikpobionoriyHa uncrorta” -
3a3HayYeHHs1 NocunaHb Ha 3aranbHi cTartTi EP Ta
USP, Ak Hacnifok 3MiHM B MeTodax KOHTPO/I0
nikapcbkoro 3acoby. BBefeHHs 3MiH npoTarom 6
MiCALIB NicNa 3aTBEPAXKEHHS; 3MiHM | TUNYy —
3amiHa po3giny «lpadivyHe ochopmaeHHS
yMakoBKU ([0AA€ETbCA)» Ha Po34in «MapKyBaHHS.
Bignosifae 3aTBepAKEHOMY TEKCTY MapKyBaHHS».
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPAKEHHS

126.

EYTUPOKC

Tabnetkn no 100 mkr;
no 25 TabneTtok y
6nicTepi; no 2 abo no
4 6nictepu B
KapTOHHI Kopo6Lyi

Mepk Kl'aA

HimeyunHa

Mepk Xenckea Kl'aA

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TMNy - 3MiHa y MeTodax BUNpPo6yBaHHS
roTOBOrO /iKapCbKOro 3acoby, He3HayHa 3miHa y
3aTBEPPKEHNX MeToAax BUNPobyBaHHS - TecT
"Po3unHeHHA". Cuctema BEPX agantoBaHa o
HOBWX KOMIMOHEHTIB peLenTypu (ZOnoMiXHi
peyoBuHM). Anapat po34MHEHHS | cepefoBuLLe
PO3UMHEHHS 3aTNLIAIOTLCA HE3MIHHUMW.
BBefeHHA 3MiH NpoOTArom 6 Micsuis nicns
3aTBEPKEHHS;

3a
peyenmom

UA/8388/01/04
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3MiHW | TUMY - 30BHILLHIA BUrNSAA, PO34YUHY
XenaTuHy fofatoTb SK HOBWIA TecT In-process-
control nig Yac Moro NPUroTyBaHHA y BUPOGHNYOMY
npoueci. BBegeHHsA 3MiH MpoTArom 6 Micauis micns
3aTBEPMKEHHS; 3MiHM | TUNY - BUNTYYEHHSA
HecyTTEBOro BUNpobyBaHHA B NpoLieci
BMPOGHMLTBA (HACMMHA LWiMbHICTb rpaHynsaTa).
HacunHa winbHicTb(Bulk density: 20-60 g/100 ml)
nif Yyac rpaHy/loBaHHs BUAANAETLCA SK KOHTPO/b
y npoteci BUpo6HMLUTBa. BBEAEHHS 3MiH MPOTArom
6 MicALiB nicna 3aTBEPAXEHHS;
3MiHW | TUNY - BUNYYEHHS! HECYTTEBOTO
BMNpo6yBaHHA B NpoLeci BUpo6bHMuTBa (ToBLMHA
TabneTok nig yac npouecy TabnetyBaHHs).
MokasHuk - ToBLWMHa TabneTok (Thickness: 1.9-2.2
mm), BULANAETLCA 3 KOHTPO/IO B NPOLECi
BMPOGHMLTBA. BBEAEHHA 3MiH NpPOTArom 6 micsuis
nicns 3aTBepKEHHS; 3MiHW | TUMY - BUTYYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHMLITBA (30BHILLHI BUrNsAA nifg yac
TabneTyBaHHs). 30BHILLHIA BUrNSAA4 TabneTok nig,
yac TabnetyBaHHs, BK/IOYAOUM
TUcHeHHsI(Appearance, Tablet strengths:
Inscription), BUAANSETLCA K KOHTPO/b Y MPOLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs;
3MiHW | TUMY - BUNYYEHHSI HECYTTEBOTO
BMNpPO6YyBaHHA B NPOLLECi BUPOGHMLTBA
(TemnepaTypa rpaHynsuiinHoi piguHu(Temperature
of the granulation fluid)). KoHTponb
TemnepaTypHOro gianasoHy rpaHynsuiiHoT piguHmn
NPOTArOM BCbOrO NPOLIECY BUAANEHO IK KOHTPO/b
y npoueci BMpobHuuTea. BeegeHHs 3MiH npoTsarom
6 micauiB nicns 3aTBepMKeHHs; 3MiHu | Tuny -
3BY)XEHHSA AOMYCTUMMX MEX B MPOLLECi
BMPOGHULITBA (BTPaTa B Maci Npy BUCYLLYBaHHI),
CTafis BO/IOroro rpaHysitoBaHHsa 3 7,0 % fo 1,2 -
3,0 %. BBefieHHA 3MiH NpOTArom 6 Micsuis nicns
3aTBEPKEHHS; 3MiHW | TUNY - 3BY)XEHHS
O0NYCTUMUX MEX crneuudikauii roToBoro
nikapcbkoro 3acoby 3a n. "KisibkicHe BU3Ha4YeHHs"
3100-110 % po 98,0%-105,0% npwv Bunycky Ta 3
90-110 % po 95,0 %-105 % NpoTArom TEPMiHY
npuaatHocTi. BBeAeHHS 3MiH NpoTArom 6 micsauis
nicns 3aTBepMKeHHs; 3MiHu | Tuny - 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3aco0by, BK/IOYaumn 3aMiHy y Metogax
BMNPOBYBaHHSA HACTYMHNX NOKA3HUKIB:
"|geHTudpikauis”, "KinbkicHe BU3Ha4YeHHs" Ta
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

"BM3HaAYEHHS YncToTK", a came 3aMiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPO/I0 MOKa3HWKIB: "laeHTudikayis”,
"BusHaueHHsa umctoTn” i "KinbKicHOro B13HayeHHs"
3aMiHeHa 3 MeToy BEPX 3 Y®-aeTekTyBaHHAM i
rPafieHTHOK CMCTEMOID entoLjii Ha MeTog YNnbTpa-
BEPX 3 Y®-aeTekTyBaHHAM i rpajgieHTHOO
cucTemolo entouii. BBegeHHs 3MiH NpoTAarom 6
MiCALIB NiCNSA 3aTBEPAYKEHHS;
3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby, BK/IKOUaUN 3amiHy
y MeTogax BUNpobyBaHHSA HACTYMHUX NOKa3HMKa:
"OfHOpigHICTb BMICTY", a came 3amiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPO/IO nokasHuka: "OAHopigHICTb BMICTY"
3amiHeHo 3 MeToay BEPX 3 Y®-geTekTyBaHHAM i
i30KpaTMYHOIO eftoLieto Ha MeTo , YnbTpa-BEPX 3
Y®-aeTekTyBaHHAM i i30KpaTUUHOK e/THoLiElD.
BBeaeHHs 3MiH NpoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa y
cneumdikauii Ha BUNYCK cepii Ta Ha TEPMiH
npuaaTHOCTi TOTOBOrO /iKapCbKOro 3acoby
nokasHukiB "OgHopIgHICTL Macu" Ta "OgHOopIgHICTb
BMIiCTY" Ha "OAHOPIHICTb J030BaHNX OANHULB" —
npuBeLEeHHS Y BiANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 "OpfHopigHICTb A030BaHMX oauHULL" EP.
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHa y MeTogax
BUNPOGYBaHHS rOTOBOrO /iKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBEep)KEHNX MeToAax
BMNpPo6YyBaHHA (O4HOPIAHICTL BMICTY:
NPUroTyBaHHs 3pasky Ta CTaH4apTHOro PO34uHY;
NPUroTYBaHHSA PO34MHY 3paska: LWBUAKICTb
LeHTpudyryBaHHs). BeegeHHs 3miH npoTtsarom 6
MicsILiB nicns 3aTBepPKEHHS; 3MiHW | Tvny -
BU/TyYEHHS NEPBMHHOT YNakoBKM 3
noninponineHoBoI NAIBKM Ta antoMiHIEBOT onbru.
BignosigHwii po3ain aocke 3.2.P.7 6yB 3MiHeHWi
Ta OHOB/IEHWIA. BBEEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepaKeHHs;
3MiHUW | TUNY - foAaBaHHA AiNbHULI oNs
KOHTpoOnto/BrnpobyBaHHs cepiii - Alphalytik
Pharmaservice GmbH, Germany. BBegeHHs 3MiH
NpoTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHN |
TMMY - 3MiHW y MeToAax BUNpobyBaHHS
[OMOMDKXHOI Pe4oBMHM (J0oAaBaHHA TeCTy
BM3HAYEHHS HIKE/TH0 B JONOMIKHI/i pe4OBWUHi-
MaHiT). BU3HayeHHsa JOMILLKM MeTasly HIKento B

[0NOMiXKHI pEYOBUHI MaHIT 34iNCHIETLCS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MeTodoM Y®-cnekTpochoTomeTpii. BBeeHHS 3MiH

NpOTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHN |
MMy - 3MiHa y MeTogax BMnpobyBaHHS
[OMOMIKHOI PevOBUHN(A0AABaHHS MeToAy
BUMNPOOYBaHHA 419 AONOMKHOT pe4YOBUHY -
KMCNOTW TIMMOHHOI 6e3B0AHOT). Bu3HayeHHs Boau
B [IOMOMDKHI PEYOBVHI - KNC/OTi JIMMOHHINA
6e3B0oAHIli MeToA0M KYy/TOHOMETPUYHOIO
TUTpyBaHHS; MikpomeTog (EP - 2.5.32 BmicT Bogu:
MiKpomeTog, (KyTOHOMETPUYHNIA)) foAaHO A0
[OKYMeHTaL,i 3 IKOCTi Ik aNlbTepHaTBa
HaniBMikpomeToAy (BO/IIOMOMETPUYHUIA) 3a
Kapnom ®iwepom(EP. - 2.5.12). BBegeHHS 3MiH
NPOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS;
3MiHM | TUMy - 3MiHa AONYCTUMMX MEX
cneuyudikaLlii rotToBoro fikapcbkoro 3acoby,
BU/TYYEHHSA HE3HAYHOTIO NOKa3HMKa - NPOAYKT
po3knagaHHs J1eBOTUPOKCUH (T4)-2-
KeTonakTo3a(npogykt Maiinapga), cneuudikauis
npu Bunycky < 0,5 %, cneyudikauis npoTarom
TepMiHy npugatHocTi < 5,0 %. HasBHICcTb Ljei
[OMilKy Byna nos'sA3aHa 3 HasABHICTIO NaKTo3n
MOHorigpaTy, SK fONOMKHOT PEYOBUHW B CTApOMy
cknagji nikapcbkoro 3acoby. BeegeHHs 3miH
npoTArom 6 micsuiB nicns 3aTBepLKEHHS; 3MiHM |
Tuny - 3MiHa napameTpiB cnewudikaLiii roToBoro
nikapcbkoro 3acoby 3a nokasHukamu: CTilikicTe g0
po3aasntoBaHHs (npuw Bunycky: 3 40-110 H Ha > 30
H; Ha TepMiH npugaTtHocTi: 3 20-110 H Ha > 30 H);
Bwmict Boan (npw Bunycky: 3 < 7 %, Ha < 5,0 %; Ha
TepMiH npuaaTtHocTi: 3 < 10 %, Ha < 8,0 %),
Mopgin Tabnetok Ta Mikpob6iosoriyHa YncToTa).
BBegeHHs 3MiH npoTarom 6 micsauis nicas
3aTBEPKEHHS; 3MiHW | TUNY - 3MiHW y MeTofax
BUNPOGYBaHHS rOTOBOrO NiKApCbKOro 3acoby -
He3HayHa 3MiHa Y 3aTBepAKEHNX BUNPOBYBaHHS
(izeHTudbikauisi, KinbkicHe BU3HAYEHHS Ta
BU3HAYEHHS YNCTOTH). BBEAEHHS 3MiH npoTsirom 6
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHW | Tuny -
BU/TYYEHHSA HECYTTEBOrO BUNPOOYBaHHS B MPOLIECI
BUpo6HMUTBA (Po3nafaHHa TabneTok nig yac
TabnetyBaHHs). MNokasHWK
"Po3nagaHHsa"(Disintegration (acc. to Ph. Eur*.) 15
minutes) BUAaNAETLCA K KOHTPO/Ib B NPOLLeCi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepayKeHHs.
3MiHW | TUNY - PO3LUMPEHHN 3aTBEPAKEHNX MeX In-
Process Control, ski He MatOTb CyTTEBOrO BM/IMBY

Ha 3aranbHui Xapakrep AAKOCTi rOTOBOro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nikapcbkoro 3acoby (CTillkiCTb A0 po34aB/toBaHHS
nig vyac TabnetyBaHHs). Mexi nokasHuka
"CTilikicTb 0O po34aB/oBaHHSA" Nig yac npouecy
TabneTyBaHHsa 3MiHMAM Big 40-110 H go > 30 H.
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS;

3MiHW | TUMNY - 3BYXXEHHA AOMYCTUMUX MEX B

cneuudikallii Ha roToBuUiA Nikapcbkuii 3aci6 3a n.
"BM3HAYEHHS YMCTOTKM: CyMa BCiX AOMILLOK" npu
Bunycky 3 < 3,0% go < 2,0 %, Ha TepMiH
npuaatHocTi 3 < 8,0% 0 < 5,0 %. 3miHa
noB'si3aHa i3 3amiHoto MmeTogy BEPX Ha YnbTpa-
BEPX. BBeeHHS 3MiH NpoTArom 6 micsAuis nicns
3aTBEPAKEHHS; 3MiHW | TUNY - 4ONOBHEHHS
cneumadikaLii roToBOro JlikapCbKOro 3acoby HOBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOA0M
BUNPO6YBaHHs ("BU3HAYEHHSA YNCTOTU: cneumdivHi
JoMmilkm"- MSC2568516A (MpoayKT KoHAeHcauii

KMCNoTu MMMOHHOI)/UDP7)). Mexa 3a3HaveHoi
iaeHTugikoBaHoi fAomiwkn MSC2568516A

BCTaHOB/OETLCA B cneuudikavii npy BUnycky <
0,2%, Ha TepMiH npugaTHocTi < 1,0 % BignoBigHO
[0 rpaHnYHKX 3Ha4YeHb kBanidikauii 3rigHo 3 ICH

Q3B. BeegeHHs 3miH npoTArom 6 micauis nicns

3aTBEPMKEHHS; 3MiHU || TUMY - 3MiHW B MpoLeci

BUPOGHMLITBA FOTOBOTrO NiKapCbKoro
3aco6y(BNPOGHMYUMIA NpoLLEeC MiKapCbKOro 3acoby i3
3MiHEHVM CK/1aloM, OCHOBHI BUPO6HUYI cTagji, Taki
SIK BOJIOre rpaHy/1tloBaHHsA, OCTAaTOYHE 3MiLLyBaHHS
i TabneTyBaHHsA 3a/IMWIMANC, ane Bigbynocs
KOPUryBaHHS TEXHOMOMYHUX NapameTpiB.
BignosigHo fo 3miH 6ys10 oHoBieHO Mogaynb 3,
po3gin 3.2.P.3). BBeAeHHA 3MiH NpoTarom 6
MiCALIB MiCNSA 3aTBEPAKEHHS;
3MiHM Il TNy - 3MIHEHO SIKICHUIA Ta KiJTbKICHWIA
cknag AONOMDKHMX PEYOBUH JTiKapCbKOro 3acoby
EyTvpokc, TabneTku: nakrosa MoHorigpar
3aMiHEHO Ha MaHIT; KiNbKIiCTb KYKYpYA35HHOro
KPOXMasio 3MIHIOETLCS B 3aU1€XHOCTI Bif, KifIbKOCTI
Ai0Y0T PEYOBUHMN 4151 KOXKHOTO [JO3YBaHHSA
niKkapcbKoro 3acoby; 3MiHeHa KifibKiCTb MarHito
cTeapaTy i JOAAETLCA KUCOTA SIMMOHHA 5K
Mogamdikatop pH.

Cknap;: MNponoHoBaHa peakyis JIeBOTUPOKCUH
HaTpusa 25-150 mkr; Jlakto3a, MoHormapar - ;
Kpaxman kykypy3Hblii 20 mr; XXenatuH 5 wr;

Hatpua kpockapmenosa 3,5 mr; MarHusa cteapat 1
mr; MaHHuT(E 421) go 100 mr; Kucnota
NIMMOHHas, 6e3BogHas 0,85 wr;




Ne

Hassa

Popma sunycky

3asaBHUK

KpaiHa
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n/n

NliKapcbKo20
3acoby

(nikapcbka gpopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

127.

EYTUPOKC

Tabnetkn no 125 mkr;

Mepk Kl'aA

HimeyunHa

Mepk Xenckea Kl'aA

A TaKoX 3MiH/ BHECEHO B iHCTPYKL,il0 ANA
MeAuYHOro 3acTocysaHHa y p. "Cknag”,
«OCco6MBOCTI 3aCTOCYBaHHS» (OHOB/IEHA
iHcbopMmav,ist WoA0 AONOMDKHUX PEHOBUMH) 3
BIAMNOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
yMakoBKM NMiKapCbKOro 3acooby.
BBefeHHs 3MiH npoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
NOKa3HUKOM "Onuc" - yTOYHEeHHS BUMOT A5
[OOBXVHM Ta TOBLUMHN TabNeTkn. A TakoX 3MiHK
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Nikapcbka hopma. OCHOBHI i3NKO-XiMiYHi
BMACTUBOCTI" (YTOYHEHO ONMC TabneTok).
BBeaeHHs 3MiH npoTarom 6 MicAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMNY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
nokasHukom "MikpobionoriyHa uncrora” -
3a3HayYeHHs1 NocunaHb Ha 3aranbHi cTartTi EP Ta
USP, Ak HacnifoK 3mMiHM B MeTodax KOHTPO/I0
nikapcbkoro 3acoby. BBefeHHs 3MiH npoTarom 6
MiCALIB NicNa 3aTBEPAXKEHHS; 3MiHM | TUNYy —
3amiHa po3giny «lpadivyHe ochopmIeHHS
yMakoBKU ([0AA€ETbCA)» Ha Po34in «MapKyBaHHS.

BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPAKEHHS

Bignosifae 3aTBepiKeHOMY TEKCTY MapKyBaHHSI».

no 25 TabneTtok y
6nicTepi; no 2 abo no
4 6nictepu B
KapTOHHI Kopo6Lyi

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3MiHa y MeTodax BUNpPo6yBaHHS
roTOBOrO /liKapCbKOro 3acoby, He3HayHa 3miHa y
3aTBEPPKEHNX MeToAax BUNPobyBaHHS - TecT
"Po3unHeHHa". Cuctema BEPX agantoBaHa o
HOBWX KOMIMOHEHTIB peLenTypu (ZOnoMiXHi
peyoBuHM). Anapat po34MHEHHS | cepefoBuLLe
PO3UMHEHHS 3aTNLIAIOTLCA HE3MIHHUMW.
BBefeHHA 3MiH NpoTArom 6 Micsiis nicns

3aTBEPKEHHS;
3MiHV | TUMY - 30BHILLHIA BUrNSA, PO3UUHY

XenaTuHy fofatoTb SK HOBWIA TecT In-process-
control nig Yac Moro NPUroTyBaHHA y BUPOGHUYOMY
npoueci. BBeaeHHs 3MiH NpoTsArom 6 micsuiB nicns

3aTBEPKEHHS; 3MIHW | TUMY - BUNYYEHHS

HecyTTeBOro BUnNpobyBaHHA B NpoLieci
BMPOGHMLTBA (HACMMHA LiMbHICTb rpaHynsaTa).
HacunHa winbHicTb(Bulk density: 20-60 g/100 ml)

Mij} Yac rpaHyNBaHHA BUAANAETLCS SIK KOHTPO/Ib

3a
peyenmom

UA/8388/01/05
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

y npoteci BUpo6HMLUTBa. BBEAEHHS 3MiH MPOTSArom
6 MicAiB nic/a 3aTBEPAXEHHS;
3MiHW | TUNY - BUNYYEHHS HECYTTEBOTO
BMNpo6yBaHHA B NpoLeci BUpo6bHMuTBa (ToBLLMHA
TabneTok nig yac npouecy TabnetyBaHHs).
MokasHuk - ToBLWwMHa TabneTok (Thickness: 1.9-2.2
mm), BULANAETLCA 3 KOHTPO/IIO B NPOLECi
BMPOGHMLTBA. BBEAEHHSA 3MiH NPOTArom 6 micsuis
nicns 3aTBepMXEHHS; 3MiHU | TUNY - BUTYyYEeHHSA
HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHMLTBA (30BHILLHI BUrNsA nifg yac
TabneTyBaHHs). 30BHILLHIA BTN TabneTok nig,
yac TabnetyBaHHs, BK/IOYAOUM
TUcHeHHsI(Appearance, Tablet strengths:
Inscription), BUAANSETLCA K KOHTPO/b Y MPOLLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepKeHHs;
3MiHW | TUNY - BUNYYEHHS HECYTTEBOTO
BMNPO6YBaHHA B NPOLECi BUPOGHMLTBA
(TemnepaTypa rpaHynsuiinHoi piguHu(Temperature
of the granulation fluid)). KoHTponb
TemnepaTypHOro Aiana3oHy rpaHynsuiiHoi piguHmn
NPOTArOM BCbOrO NPOLIECY BUAANEHO IK KOHTPO/b
y npoueci BMpobHuuTea. BBegeHHs 3MiH npoTsarom
6 micauiB nicns 3aTBepMKeHHs; 3MiHu | Tuny -
3BY)EHHSA AOMYCTUMMX MEX B NPOLLECi
BMPOGHULITBA (BTPaTa B Maci Npy BUCYLLYBaHHI),
CTafis BO/IOroro rpaHysitoBaHHsa 3 7,0 % fo 1,2 -
3,0 %. BBefieHHA 3MiH NpOTArom 6 Micsuis nicns
3aTBEPKEHHS; 3MiHW | TUMY - 3BYXKEHHSA
O0NYCTUMUX MEX crneuudikauii roToBoro
nikapcbkoro 3acoby 3a n. "KisibkicHe BU3Ha4YeHHs"
3100-110 % po 98,0%-105,0% npwv Bunycky Ta 3
90-110 % po 95,0 %-105 % NpoTArom TEPMiHY
npuaatHocTi. BBeAeHHS 3MiH NpoTArom 6 micsauis
nicns 3aTBepMKeHHs; 3MiHu | Tuny - 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco0by, BK/IOYauM 3aMiHy y Metogax
BMNPOBYBaHHSA HACTYMHNX NOKA3HUKIB:
"laeHTudikayia”, "KinbkicHe BU3HaueHHs" Ta
"BU3HaYeHHs YNCTOTH", @ caMe 3aMiHa meToay
BEPX Ha ¥YnbTpa-BEPX. AHaniTuuHa npouegypa
KOHTPO/I0 MOKa3HWKIB: "laeHTndikayis”,
"Bu3HaveHHs ynctotn” i "KinbkicHoro Bu3HauyeHHs'
3amiHeHa 3 meTogy BEPX 3 Y®-geTekTyBaHHAM i
rpagieHTHOI CUCTEMONO entoLii Ha MeToA YNbTpa-
BEPX 3 Y®-aeTekTyBaHHAM i rpagieHTHO
cucTemoto enwuii. BBefeHHs 3miH npoTtsarom 6
MicsLiB nic/s 3aTBepAKEHHS;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby, BK/IKOUaUN 3amiHy
y MeTogax BUNpobyBaHHSA HACTYMHUX NOKa3HMKa:
"OfHOpIgHICTb BMICTY", a came 3amiHa MeToay
BEPX Ha YnbTpa-BEPX. AHaniTnyHa npoueaypa
KOHTPOIO nokasHuka: "OAHopigHICTb BMICTY"
3amiHeHo 3 MeTody BEPX 3 Y®-geTekTyBaHHAM i
i30KpaTMYHOIO eftoLieto Ha MeTos, YnbTpa-BEPX 3
Y®-aeTekTyBaHHAM i i30KpaTUUHOK e/THLiElD.
BBeaeHHs 3MiH NpoTarom 6 MicAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa y
cneumdikauii Ha BUNYCK cepii Ta Ha TEPMIH
npuaaTHOCTi TOTOBOrO /iKapCbKOro 3acoby
nokasHukiB "OHopIgHICTL Macu" Ta "OgHOopIgHICTb
BMIiCTY" Ha "OAHOPIHICTb A030BaHNX OANHULB" —
npuBeLEeHHS Y BiANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 "OpfHopigHICTb A030BaHMX oauHULL" EP.
BBeaeHHs 3MiH npoTarom 6 micsauis nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHa y MeTogax
BUNPOGYBaHHS rOTOBOrO /iKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBEep)KEHNX MeToAax
BMNpPo6YyBaHHA (O4HOPIAHICTL BMICTY:
NPUroTyBaHHs 3pasky Ta CTaH4apTHOro PO34uHY;
NPUroTYBaHHSA PO34MHY 3paska: LWBUAKICTb
LeHTpudyryBaHHs). BeegeHHs 3miH npoTtsarom 6
MicsILiB nicns 3aTBepPKEHHS; 3MiHW | Tvny -
BU/TyYEHHS NEPBMHHOT YNakoBKM 3
noninponineHoBoI NAIBKM Ta antoMiHIEBOT onbru.
BignosigHwii po3ain aocke 3.2.P.7 6yB 3MiHeHWi
Ta OHOB/IEHWIA. BBEEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepaKeHHs;
3MiHuW | TUNY - foAaBaHHA AiNbHULI ANs
KOHTpOnto/BrnpobyBaHHA cepiii - Alphalytik
Pharmaservice GmbH, Germany. BBegeHHs 3MiH
NpoTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHN |
TMMY - 3MiHW y MeToAax BUNpobyBaHHS
[OMOMDKXHOI Pe4oBMHU (0AaBaHHA TeCTy
BM3HAYEHHS HIKE/TH0 B JONOMIKHI/i peYOBUHi-
MaHiT). BU3HayeHHsa JOMILLKM MeTasly HIKento B
[OMOMDKHIi PEYOBUHI MaHIT 34jCHIOETLCS
MeToAoM Y®-crnekTpochoTomMeTpii. BBeAeHHS 3MiH
npoTArom 6 micAuiB nicns 3aTBepKEHHS; 3MiHM |
TUNy - 3MiHa y MeToAax B1UnpobyBaHHS
[IOMOMIXHOI PevOBUHU(A0AABaHHS MeToay
BMNPOGYBaHHA /19 AOMNOMKHOI PEYOBUHU -
KMCNOTW TIMMOHHOI 6€3B0AHOT). BusHayeHHs Boau
B [IOMOMIXKHIA PEYOBVHI - KUCOTi JIMMOHHIA
6€e3B0AHIi METOLOM KY/IOHOMETPUYHOTO
TUTPYBaHHS; MikpomeTog (EP - 2.5.32 BmicT Bogu:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

MiKpomMeTog, (KyTOHOMETPUYHNIA)) foAaHO A0
[OKYMeHTaL,i 3 IKOCTi Ik a/lbTepHaTBa
HaniBMikpomeToAy (BO/IIOMOMETPUYHUIA) 3a
Kapnom ®iwepom(EP. - 2.5.12). BBegeHHS 3MiH
NpOTArom 6 MicsLiB NiCNs 3aTBEPYKEHHS;
3MiHM | TUMy - 3MiHa AONYCTUMMX MEX
cneuyudikaLlii rotToBoro fikapcbkoro 3acoby,
BU/TYYEHHSA HE3HAYHOIO NOKa3HMKa - NPOAYKT
po3knagaHHs J1eBOTUPOKCUH (T4)-2-
KeTonakTo3a(npogykt Maiinapga), cnevuudikauis
npw Bunycky < 0,5 %, cneuudikaLis npoTarom
TepMiHy npugatHocTi < 5,0 %. HasBHICTb Ljel
[OMilKK Byna nos'A3aHa 3 HasABHICTIO NaKTo3n
MOHorigpaTy, K fONOMKHOT PEYOBUHW B CTApOMy
cknagj nikapcbkoro 3acoby. BeegeHHs 3miH
npoTArom 6 micsuiB nicns 3aTBepLKEHHS; 3MiHM |
Tuny - 3MiHa napameTpiB cnewudikaLiii roToBoro
nikapcbkoro 3acoby 3a nokasHvkamu: CTilikicTe Ao
po3aaBntoBaHHs (npu Bunycky: 3 40-110 H Ha >
30 H; Ha TepMmiH npugatHocTi: 3 20-110 H Ha > 30
H); Bmict Bogn (npw Bunycky: 3 <7 %, Ha < 5,0 %;
Ha TepMiH npugaTHocTi: 3 < 10 %, Ha < 8,0 %),
Mopgin Tabnetok Ta Mikpob6iosoriyHa YncToTa).
BBeaeHHs 3MiH npoTarom 6 micsauis nicas
3aTBEPKEHHS; 3MiHW | TUNY - 3MiHW y MeTofax
BUNPOGYBaHHS rOTOBOrO JiKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBepAKEHNX BUNPOBYyBaHHS
(izeHTudbikauisi, KinbkicHe BU3HAYEHHS Ta
BU3HAYEHHS YNCTOTH). BBEAEHHS 3MiH npoTsirom 6
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHW | Tuny -
BU/TYYEHHSA HECYTTEBOrO BUNPOOYBaHHS B MPOLIECI
BUpo6HMUTBA (Po3nasgaHHa TabneTok nig yac
TabnetyBaHHs). MNokasHWK
"Po3nagaHHsa"(Disintegration (acc. to Ph. Eur*.) 15
minutes) BUAaNAETLCA K KOHTPO/Ib B NPOLLeCi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepayKeHHs.
3MiHW | TUNY - PO3LUMPEHHN 3aTBEPAKEHNX MeX In-
Process Control, ski He MatOTb CyTTEBOrO BM/IMBY
Ha 3arasibHWiA xapakTep AKOCTi FOTOBOro
nikapcbkoro 3aco6y (CTilKiCTb 40 po3aB/toBaHHS
nig yac TabneTysaHHs). Mexi nokasHuka
"CTillkicTb [0 po3faB/ioBaHHA" i Yac npouecy
TabneTtyBaHHs 3MiHuAM Big 40-110 H o > 30 H.
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPAKEHHS;
3MiHU | TUNY - 3BYXXEHHA AOMYCTUMUX MEX B
crneundikavii Ha roToBWiA Nikapcbkuii 3aci6 3a .
"BU3HAYEHHS YNCTOTU: CyMa BCiX AOMILLOK" mpu
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Bunycky 3 < 3,0% fo < 2,0 %, Ha TepMiH
npuaartHocTi 3 < 8,0% 1o < 5,0 %. 3miHa

Hatpusa kpockapmenosa 3,5 mr; MarHusa cteapat 1

noB'si3aHa i3 3amiHoto MmeTogy BEPX Ha YnbTpa-
BEPX. BBeeHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS; 3MiHW | TUNY - 4ONOBHEHHS
cneumadikaL,ii roToBOro likapCbKoro 3acoby HOBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOA0M
BUNPO6YBaHHS ("BU3HAYEHHS YNCTOTU: cneumdivHi
JoMmilkm"- MSC2568516A (MpoayKT KoHAeHcauii
KMCNoTu MMMOHHOI)/UDP7)). Mexa 3a3Ha4eHoi
iaeHTngikoBaHoi fAomiwkn MSC2568516A
BCTaHOB/OETLCA B cneuudikaLii npy Bunycky <
0,2%, Ha TepMiH npugaTHocTi < 1,0 % BignoBigHO
[0 rpaHnyYHKX 3Ha4YeHb kBanidikauii 3rigHo 3 ICH
Q3B. BeegeHHs 3miH npoTArom 6 micauis nicns
3aTBEPMKEHHS; 3MiHU || TUMY - 3MiHW B MpoLeci
BUPOGHMLITBA FOTOBOrO NiKapCbKoro
3aco6y(BNpPO6HMYMIA NpoLLeC MiKapCbKOro 3acoby i3
3MiHEHVM CK/1aloM, OCHOBHI BUPO6HUYI cTagji, Taki
SIK BOJIOre rpaHy/1tloBaHHsA, OCTAaTOYHE 3MiLLyBaHHS
i TabneTyBaHHsA 3a/IMWIMANC, ane Bigbynocs
KOPUryBaHHSA TEXHOMOMYHUX NapameTpiB.
BignosigHo fo 3miH 6ys10 oHoBieHO Mogaynb 3,
po3gin 3.2.P.3). BBeAeHHA 3MiH NpoTArom 6
MiCALIB MiCNSA 3aTBEPAKEHHS;
3MiHM Il TUNY - 3MIHEHO AIKICHUIA Ta KiJTbKICHWIA
cknag AONOMDKHMX PEYOBUH JTiKapCbKOro 3acoby
EyTvpokc, TabneTku: nakrosa MoHorigpar
3aMiHEHO Ha MaHIT; KiNbKIiCTb KYKYpYA35HHOro
KPOXMasio 3MIHIOETLCS B 3aU1€XHOCTI Bif, KifIbKOCTI
Ai0Y0T PEYOBUHMN 4151 KOXKHOTO [JO3YBaHHSA
niKapcbKoro 3acoby; 3MiHeHa KiflbKiCTb MarHito
cTeapaTy i JOAAETLCA KUCOTA SIMMOHHA 5K
Mogamdikatop pH.
Cknap;: MNponoHoBaHa peakyis JIeBOTUPOKCUH
HaTpusa 25-150 mkr; Jlakto3a, MoHormapar - ;
Kpaxman Kykypy3Hblii 20 mr; XXenatuH 5 wr;

mr; MaHHuT(E 421) go 100 mr; Kucnota
NMMOHHas, 6e3BogHas 0,85 wr;

A TakoX 3MiHV BHECEHO B IHCTPYKLiO A5
MeAMYHOro 3acTocyBaHHA y p. "Cknag”,
«OCco6NMBOCTi 3aCTOCYBaHHSA» (OHOB/IEHA
iHhopmaLis LWoA0 AONOMDKHUX PEYOBUH) 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKU NiKapcbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 6 Micsiwis nicns

cn

3aTBEPAKEHHS; 3MiHUN | TUMY - BHECEHHS 3MiH B

eumdikaLllito roToBOro Nikapcbkoro 3acoby 3a
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NOKa3HNKOM "Onuc" - yTOYHEeHHS BUMOT A5
[OOBXVHM Ta TOBLUMHU TabNeTkn. A TakoX 3MiHK
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Nikapcbka popma. OCHOBHI i3NKO-XiMiYHi
BNACTUBOCTI" (YTOYHEHO ONMC TabneTok).
BBefeHHs 3MiH npoTarom 6 MicsAuiB micas
3aTBEPMKEHHS; 3MiHW | TUMY - BHECEHHS 3MiH B
cneumdikaLlito roToBoro fikapcbkoro 3acoby 3a
nokasHukom "MikpobionoriyHa uncrorta” -
3a3HayYeHHs1 NocunaHb Ha 3aranbHi cTarTi EP Ta
USP, Ak Hacnifok 3MiHM B MeTodax KOHTPO/I0
nikapcbkoro 3acoby. BBefeHHs 3MiH npoTarom 6
MiCALIB NicNa 3aTBEPAXKEHHS; 3MiHM | TUNYy —
3amiHa po3giny «[padivyHe ochopmIeHHS
yMakoBKU ([0AA€ETbCA)» Ha Po34in «MapKyBaHHS.
Bignosifae 3aTBepAKEHOMY TEKCTY MapKyBaHHS».
BBeaeHHs 3MiH npoTarom 6 micsauis nicns
3aTBEPAKEHHSA

128.

EYTUPOKC

Tabnetkn no 150 mkr;
no 25 TabneTtok y
6nicTepi; no 2 abo no
4 6nictepu B
KapTOHHI Kopo6Lyi

Mepk Kl'aA

HimeyunHa

Mepk Xenckea Kl'aA

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3MiHa y MeTodax BUNPO6yBaHHS
roTOBOrO /iKapCbKOro 3acoby, He3HayHa 3miHa y
3aTBEPPKEHNX MeToAax BUNPobyBaHHS - TecT
"Po3unHeHHa". Cuctema BEPX agantoBaHa o
HOBWX KOMIMOHEHTIB peLenTypu (ZOnoMiXHi
peyoBuHM). Anapat po3YMHEHHS | cepefoBuLle
PO3UMHEHHS 3aTNLIAIOTLCA HE3MIHHUMW.
BBefeHHA 3MiH NpoTArom 6 Micsiis nicns
3aTBEPKEHHS;
3MiHV | TUMY - 30BHILLHIA BUrNSA, PO3UUHY
XenaTuHy fofatoTb SK HOBWIA TecT In-process-
control nig Yac Moro NPUroTyBaHHA y BUPOGHUYOMY
npoueci. BBeaeHHs 3MiH NpoTArom 6 micsAuiB nicns
3aTBEPKEHHS; 3MIHW | TUMY - BUNYYEHHS
HecyTTeBOro BUnNpobyBaHHA B NpoLieci
BMPOGHMLTBA (HACMMHA LiMbHICTb rpaHynsaTa).
HacunHa winbHicTb(Bulk density: 20-60 g/100 ml)
nif, Yac rpaHyNtoBaHHA BUOANSETLCA AK KOHTPOSIb
y npoueci BMpobHuuTBa. BBeaeHHs 3MiH NpoTsarom
6 MicAUiB nicna 3aTBEPAXEHHS;
3MiHW | TUNY - BUNYYEHHSI HECYTTEBOTO
BMNpo6yBaHHA B NpoLeci BUpobHuuTBa (ToBLMHA
TabneTok nig yac npouecy TabneTyBaHHs).
Moka3Huk - ToBLMHa TabneTok (Thickness: 1.9-2.2
mm), BUAANSETLCA 3 KOHTPO/IIO B NPOLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NpOTArom 6 micsuis
nicns 3aTBepKeHHst; 3MiHu | TUNY - BUTyYeHHs

3a
peyenmom

UA/8388/01/06
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Ne

Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

HecyTTeBOro BMNpobyBaHHA B NpoLeci
BMPOGHMLITBA (30BHILLHI BUrNsAA nifg yac
TabneTyBaHHs). 30BHILLHIA BUrNSAA4 TabneTok nig,
yac TabnetyBaHHs, BK/IOYAOUM
TUcHeHHsI(Appearance, Tablet strengths:
Inscription), BUAANSETLCA K KOHTPO/b Y MPOLLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs;
3MiHW | TUNY - BUNYYEHHS HECYTTEBOTO
BMNpPO6YyBaHHA B NPOLLECi BUPOGHMLTBA
(TemnepaTypa rpaHynsuiinHoi piguHu(Temperature
of the granulation fluid)). KoHTponb
TemnepaTypHOro iana3oHy rpaHynsuiiHoT piguHmn
NPOTArOM BCbOrO NPOLLECY BUAANEHO IK KOHTPO/b
y npoueci BMpobHuuTea. BeegeHHs 3MiH npoTsrom
6 micauiB nicns 3aTBepMKeHHs; 3MiHu | Tuny -
3BY)XEHHSA AOMYCTUMMX MEX B MPOLLECi
BMPOGHMLITBA (BTPaTa B Maci Npu BUCYLLYBaHHI),
CTafis BO/IOroro rpaHy/itoBaHHsa 3 7,0 % fo 1,2 -
3,0 %. BBefieHHA 3MiH NpOTArom 6 Micsuis nicns
3aTBEPKEHHS; 3MIHW | TUMY - 3BYXKEHHSA
O0NYCTUMUX MEX crneuudikauii roToBoro
nikapcbkoro 3acoby 3a n. "KisibkicHe BU3Ha4YeHHs"
3100-110 % pno 98,0%-105,0% npwv Bunycky Ta 3
90-110 % po 95,0 %-105 % NpoTArom TEPMiHY
npuaatHocTi. BBeAeHHS 3MiH NpoTarom 6 micsauis
nicns 3aTBepMKeHHs; 3MiHu | Tuny - 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco0by, BK/IOYauM 3aMiHy y Metogax
BMNPOBYBaHHSA HACTYMHNX NOKA3HUKIB:
"laeHTudikayia”, "KinbkicHe BU3HaueHHs" Ta
"BU3HaYeHHs YNCTOTH", @ caMe 3aMiHa meToay
BEPX Ha ¥YnbTpa-BEPX. AHanituuHa npouegypa
KOHTPO/I0 MOKa3HWKIB: "laeHTndikayis”,
"BusHaveHHs unctotn” i "KinbkicCHOro BusHaueHHs"
3amiHeHa 3 meTogy BEPX 3 Y®-geTekTyBaHHAM i
rpagieHTHO CUCTEMONO entoLii Ha MeToA YNbTpa-
BEPX 3 Y®-geTekTyBaHHAM i rpagieHTHO
cucTemoto enwuii. BBefeHHs 3miH npoTtsarom 6
MiCALIB MiCNSA 3aTBEPAKEHHS;
3MiHu | TUNy - 3MiHa y MeToAax BUNpobyBaHHSA
rOTOBOTO JIiKAPCbKOro 3acoby, BK/IKOYAOUN 3amiHy
y MeTogax BunpobyBaHHA HACTYMHUX NMOKa3HUKa:
"OpHopigHICTL BMICTY", a came 3amiHa MeToay
BEPX Ha ¥YnbTpa-BEPX. AHanituuHa npouegypa
KOHTPO/0 nokasHuka: "OAHopIgHICTb BMICTY"
3aMiHeHO 3 MeToay BEPX 3 Y®-aeTekTyBaHHAM i
i30KpaTMYHOIO eftoLietd Ha MeTog, YnbTpa-BEPX 3
Y®-aeTekTyBaHHSM i i30KpaTUYHOK e/THLiEl.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

BBefeHHs 3MiH npoTarom 6 MicAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa y
cneumdikauii Ha BUNYCK cepii Ta Ha TEPMiH
npuaaTHOCTi TOTOBOrO /iKapCbKOro 3acoby
nokasHukiB "OgHopIgHICTL Macu" Ta "OgHOopIgHICTb
BMIiCTY" Ha "OAHOPIHICTb 4030BaHNX OANHULB" —
npuBeLEeHHS Y BiANOBIAHICTb A0 3arasibHOI CTaTTI
2.9.40 "OpfHopigHICTb A030BaHMX oauHULUL" EP.
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHa y MeTogax
BUNPOGYBaHHS rOTOBOrO JiKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBEep)KEHNX MeToAax
BMNpPo6YyBaHHA (O4HOPIAHICTL BMICTY:
NPUroTyBaHHs 3pasky Ta CTaH4apTHOro PO34uHY;
NPUroTYBaHHSA PO34MHY 3paska: LWBUAKICTb
LeHTpudyryBaHHs). BBegeHHs 3miH npoTtsarom 6
MicsILiB nicns 3aTBepPKEHHS; 3MiHW | Tvny -
BU/TyYEHHS NEPBMHHOT YNaKoBKM 3
noninponineHoBoi NAIBKM Ta antoMiHIEBOT onbru.
BignosigHwii po3ain aocke 3.2.P.7 6yB 3MiHeHWi
Ta OHOB/IEHWIA. BBEEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepaKeHHs;
3MiHuW | TUNY - foAaBaHHA AiNbHULI ANs
KOHTpOnto/BrnpobyBaHHs cepiii - Alphalytik
Pharmaservice GmbH, Germany. BBegeHHs 3MiH
NpOTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHU |
TMMY - 3MiHW y MeToAax BUNpobyBaHHS
[OMOMDKXHOI Pe4oBMHU (0AaBaHHA TeCTy
BM3HAYEHHS HIKE/TH0 B JONOMIKHI/i peYOBUHi-
MaHiT). BU3HayeHHsa JOMILLKM MeTasly HIKento B
[OMOMDKHIi PEYOBUHI MaHIT 34jCHIOETLCS
MeToAoM Y®-crnekTpochoTomMeTpii. BBeAeHHS 3MiH
npoTArom 6 micAuiB nicns 3aTBepMKEHHS; 3MiHM |
TUNy - 3MiHa y MeToAax B1UnpobyBaHHS
[IOMOMIXHOI PevOBUHU(A0AABaHHS MeToay
BMNPOGYBaHHA /19 AOMNOMKHOI PEYOBUHU -
KMCNOTW TMMOHHOI 6€3B0AHOT). BusHayeHHs Boau
B [IOMOMIXKHIA PEYOBVHI - KUCOTi JIMMOHHIA
6€e3B0AHIi METOLOM KY/IOHOMETPUYHOTO
TUTpyBaHHS; MikpomeTog (EP - 2.5.32 BmicT Bogu:
MiKpomeTop, (KyTOHOMETPUYHNIA)) foAaHO A0
OOKyMeHTaui 3 AKOCTI Sk a/ibTepHaTBa
HaniBMikpomeToAy (BO/IIOMOMETPUYHHMIA) 3@
Kapnom ®iwepoM(EP. - 2.5.12). BBeeHHS 3MiH
npoTArom 6 micsALiB NicNs 3aTBEPAKEHHS;
3MiHM | TUMy - 3MiHa AONYCTUMMX MEX
cneumdikavii roToBOro Jlikapcbkoro 3acooy,
BWYYEHHS HE3HAYHOrO MOKa3HWKa - NPOAYKT
po3knagaHHsa J1IeBOTUPOKCKH (T4)-2-
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

KeTonakTo3a(npogykt Maiinapga), cnevuudikauis
npw Bunycky < 0,5 %, cneuudikaLis npoTarom
TepMiHy npugartHocTi < 5,0 %. HasBHicTb uiel
[OMilKK Byna nos'A3aHa 3 HasABHICTIO NaKTo3n

MOHorigpaTy, SK fONOMKHOT PEYOBUHW B CTApOMy

cknagj nikapcbkoro 3acoby. BeegeHHs 3miH
npoTArom 6 micsuiB nicns 3aTBepLKEHHS; 3MiHM |

Tuny - 3MiHa napameTpiB cnewudikaLiii roToBoro

nikapcbkoro 3acoby 3a nokasHukamu: CTilikicTe g0
po3aaBntoBaHHs (npu Bunycky: 3 40-110 H Ha >

30 H; Ha TepmiH npugatHocTi: 3 20-110 H Ha > 30

H); BmicT Bogy (npw Bunycky: 3 <7 %, Ha < 5,0 %;
Ha TepMiH npugatHocTi: 3 < 10 %, Ha < 8,0 %),
Mopgin Tabnetok Ta Mikpob6iosoriyHa YncToTa).

BBegeHHs 3MiH npoTarom 6 micsauis nicas
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHW y MeTofax
BUNPOGYBaHHS rOTOBOrO JiKApCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBepAKEHNX BUNPOBYyBaHHS
(izeHTudbikauisi, KinbkicHe BU3HAYEHHS Ta
BU3HAYEHHS YNCTOTH). BBEAEHHS 3MiH npoTsirom 6
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHM | Tuny -

BU/TYYEHHSA HECYTTEBOrO BUNPOOYBaHHS B MPOLIECI

BUpo6HMUTBA (Po3nasgaHHa TabneTok nig yac
TabnetyBaHHs). MNokasHMK
"Po3nagaHHsa"(Disintegration (acc. to Ph. Eur*.) 15
minutes) BUAaNAETLCA K KOHTPO/Ib B NPOLLeCi

BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis

nicnsa 3aTBepayKeHHs.

3MiHW | TUNY - PO3LUMPEHHN 3aTBEPAKEHNX MeX In-

Process Control, ski He MatOTb CyTTEBOrO BM/IMBY

Ha 3arasibHWiA xapakTep AKOCTi FOTOBOro
nikapcbkoro 3aco6y (CTilKiCTb 40 po3faB/toBaHHS
nig yac TabneTtysaHHs). Mexi nokasHuka

"CTillkicTb [0 po3faB/ioBaHHA" i Yac npouecy

TabnetyBaHHA 3MiHUAM Big 40-110 H go > 30 H.

BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPAKEHHS;
3MiHU | TUMNY - 3BYXXEHHS AOMYCTUMUX MEX B

crneundikavii Ha roToBWiA Nikapcbkuii 3aci6 3a .

"BM3HAYEHHS YNCTOTM: CyMa BCiX AOMILIOK" npu
Bunycky 3 < 3,0% a0 < 2,0 %, Ha TepMmiH
npugatHocTi 3 < 8,0% g0 < 5,0 %. 3miHa

noB'sA3aHa i3 3amiHolo meTogy BEPX Ha YnbTpa-

BEPX. BBefeHHS 3MiH NpOTArom 6 Micauis nicns

3aTBEPMKEHHS; 3MiHU | TUNY - AONOBHEHHSA
cneumdikauii roToBoro Mikapcbkoro 3aco6y HOBUM
NMOKa3HMKOM 3 BifiNOBIAHUM METOAO0M

BMNPOGYBaHHs ("BU3HAYEHHS YNCTOTU: cneumndivHi

OOMiWKKn"- MSC2568516A (MpoAyKT KoHAeHcauil
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

KMCNoTu MMMoHHOI)/UDP7)). Mexa 3a3HaveHoi
iaeHTugikoBaHoi fAomiwkn MSC2568516A
BCTaHOB/OETLCA B cneuudikavii npy BUnycky <
0,2%, Ha TepMiH npuaaTtHocTi < 1,0 % BignoBigHO
[0 rpaHnYHKX 3Ha4YeHb kBanidikauii 3rigHo 3 ICH
Q3B. BeegeHHs 3miH npoTArom 6 micauis nicns
3aTBEPMKEHHS; 3MiHU || TUMY - 3MiHW B MpoLeci
BUPOGHMLITBA FOTOBOTrO NiKapCbKoro
3aco6y(BNPOGHMYUMIA NpoLLEeC MiKapCbKOro 3acoby i3
3MiHEHVM CK/1aloM, OCHOBHI BUPO6HUYI cTagji, Taki
SIK BO/IOre rpaHy/1toBaHHsA, OCTAaTOYHE 3MilLyBaHHS
i TabneTyBaHHsA 3a/IMWIMANC, ane Bigbynocs
KOpPUryBaHHSA TEXHOMOMYHUX NapameTpiB.
BignosigHo fo 3miH 6y/10 oHoBieHO Mogaynb 3,
po3gin 3.2.P.3). BBeAeHHA 3MiH NpoTarom 6
MiCALIB MiCNSA 3aTBEPAKEHHS;
3MiHM Il TNy - 3MIHEHO SIKICHUIA Ta KiJTbKICHWIA
cknag AONOMDKHMX PEYOBUH JTiKapCbKOro 3acoby
EyTvpokc, TabneTku: nakrosa MoHorigpar
3aMiHEHO Ha MaHIT; KiNbKIiCTb KYKYpYA35HHOro
KPOXMasio 3MIHIOETLCSA B 3aU1€XHOCTI Bif, KifIbKOCTI
Ai0Y0T PEYOBUHMN 4151 KOXKHOTO [JO3YBaHHSA
niKapcbKoro 3acoby; 3MiHeHa KiflbKiCTb MarHito
cTeapaTy i JOAAETLCA KUCOTA SIMMOHHA 5K
Mogamdikatop pH.

Cknap;: MNMponoHoBaHa pefakyis JIeBOTUPOKCUH
HaTpusa 25-150 mkr; Jlakto3a, MoHormapar - ;
Kpaxman Kykypy3Hblii 20 mr; XXenatuH 5 wr;
Hatpusa kpockapmenosa 3,5 mr; MarHusa cteapat 1
mr; MaHHuT(E 421) go 100 mr; Kucnota
NMMOHHas, 6e3BogHas 0,85 wr;

A TakoX 3MiHV BHECEHO B IHCTPYKLiO A/15
Me[MYHOro 3acTocyBaHHA y p. "Cknag”,
«OCco6NMBOCTi 3aCTOCYBaHHSA» (OHOB/IEHA
iHhopmaLis LWoA0 AONOMDKHUX PEYOBUH) 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKU NiKapcbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 6 Micsuis nicns
3aTBEPAKEHHS; 3MiHUN | TUMY - BHECEHHS 3MiH B
cneumdikaLito roToBoro slikapcbkoro 3acoby 3a
NnokasHMKoM "Onuc" - yTOUHEHHS BUMOT 4/19
LOBXWHMW Ta TOBLUMHN TabneTkn. A TakoX 3MiHN
BHECEHO A0 IHCTPYKLiT 4518 MeanyHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy
"Nikapcbka gpopma. OCHOBHI i3NKO-XiMiYHi
B/1acTMBOCTI" (YTOUHEHO ONuC TabneTok).
BBefeHHA 3MiH NpoTArom 6 Micsiwis nicns
3aTBEPAKEHHS; 3MiHUN | TUMY - BHECEHHS 3MiH B
crneungikaL,ito roToBOro JlikapcbKoro 3acody 3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nokasHukom "MikpobionoriyHa uncrorta” -
3a3HayYeHHs1 NocunaHb Ha 3aranbHi cTartTi EP Ta
USP, Ak HacnifoK 3mMiHM B MeTodax KOHTPO/I0
nikapcbkoro 3acoby. BBefeHHs 3MiH npoTarom 6
MiCALIB NicNa 3aTBEPAXKEHHS; 3MiHM | TUNYy —
3amiHa po3giny «padivyHe ochopmIeHHS
yMakoBKU ([0AA€ETbCA)» Ha Po34in «MapKyBaHHS.
Bignosifae 3aTBepAKEHOMY TEKCTY MapKyBaHHS».
BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEPAKEHHS
129. | E®EPA/ITAH CYno3uTOpIi peKTasibHI YIMCA CAC PpaHuis YMNCA CAC PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5237/03/01
no 80 mr; no 5 3MiHK | TUny - 3MiHK 3 AKocTi. CepTudiikaT peyenma
CynosuTopiiB y BignosigHocTi/lE-cepTudpikar BignosigHocCTi
6nictepi; no 2 €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
6nicTepy B KapPTOHHIi NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
Kopoo6Li BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HaujioHanbHOI thapmakonei aepxasu E€C (iHwWi
3MiHW) - NPYBEAEHHA Y BIAMNOBIAHICTb A0
MoHorpadii EP (gitoue BuaaHHs) LONOMDKHOT
pPeyYoBUHM TBEPAWIA XMP, L0 BXOAUTb [0 CKNagy
CynosuTopiis
130. | E®EPANTAH CyNno3uTOpIi peKTasTbHI YIMCA CAC dpaHuis YMNCA CAC dpaHuis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/5237/03/02
no 150 mr; no 5 3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT peyenma
cynosuTopiis y signosigHocTi/l E-cepTudikar BignosigHocTi
6nictepi; no 2 €Bponelicbkiii thapmakonei/moHorpadii. 3miHu,
6nicTepy B KapPTOHHIi NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KopoobLi BigNoBigHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHWOi
HauioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHW) - NpUBEAEHHSA Y BIANOBIAHICTbL A0
MoHorpadii EP (gitoue BuaaHHs1) 4ONOMiIXKHOT
PEeYOoBVHM TBEPAUIA XUP, LLIO BXOAWTL [0 CKiagy
CynosunTopiis
131. | E®EPANTAH Cyno3uTOpIi peKTasTbHI YIMCA CAC dpaHuis YMNCA CAC dpaHuis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/5237/03/03
no 300 mr; no 5 3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT peyenma

cynosuTopiis y
6nictepi; no 2
6nicTepy B KapPTOHHIi
Kopoo6Li

signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHWOi
HauioHas1bHOI thapmakonei gepxasu €C (iHLWi
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW) - NpUBEAEHHS Y BiAMNOBIAHICTb A0
MoHorpadii EP (gitoue BUAaHHs) LONOMDKHOT
PeYoBVHM TBEPAUIA XUP, LLLIO BXOAWTL [0 CKiagy
CynosuTopiiB

132.

E®EPBEH

TabneTkn, BKPUTI
060/10HKO10, Mo 600
mr, no 30 TabneTok y
hakoHax

CaH
dapmacboTUK
an lHpacTpis
Nimiten

IHais

CaH ®apmMacbioTuKas
IHoacTpi3 Nlimites

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OOMHWLB BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
3MiH Jo po3ainy “MapkyBaHHs" MKA N3:
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS

3a
peyerimom

UA/8431/02/01

133.

E®®ESIEN

renbno5r,15r,30r
rento y Ty6i; no 1 Ty6i
B KQPTOHHIli KOpooL;
nol5r,30rrenoy
KOHTelHepi; no 1
KOHTeliHepy B
KapTOHHI Kopo6Lyi

Fangepma CA

LBeiiLapis

NABOPATOPII
FTANOEPMA

®paHuis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHn go
y3arasibHeHUX faHnx Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXXeHOT 0cobw, BiANoBifanbHOI 3a
3AilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsgy 3asBHUKa Ansi 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOT 3a
3gilicHeHHs chapmakoHarniagy (Bkovarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-chaiina cuctemmn chapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0CO6BU 3asBHUKA,
Bi4NoBigasIbHOT 3a hapmMakoHarnsg.

[itoua pepakuis: Martine Foureur, MD.
MponoHoBaHa pegakuis: Vincent Jullien. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXeHOi 0cobu
3asBHUKA, BiANOBIAaIbHOI 3a thapMakoHarnsg,
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXKEHOT 0COOU
3a8BHWKa, BiANOBIAANLHOI 32 34iiCHEHHS
thapmakoHarnagy B Ykpaini. [itoua pefaxuis:
PornHcbka OneHa MaBniBHa. MponoHoBaHa
pepakuisn: degoposa AHHa OnekciiBHa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0COOU 3asiIBHMKA, BifnoBigasibHOI
3a 3pjlicHeHHs hapMakoHarnsay B YkpaiHi

3a
peyenmom

UA/15311/01/01

134.

SANNACTA®

TabneTkn no 2,5 Mr no

KPKA, a.4a.,

CnoBseHis

KPKA, a.4., HoBo mecTo,

CnoBeHis/

BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis:

3a

UA/12069/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
7 TabneTtok y 6nictepi; HoBo mecTo CnoBeHisi; KPKA, Monbwa 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
no 4 abo no 8 Monbwa Cn. 3.0.0., Ta (hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
6nicTepiB y KAPTOHHIN MonbLa [0 posginy “MapkysaHHs" MKA /13"
KOpO6Li 3anpornoHoBaHo: MapkunpoBka. B cooTBeTCTBUN C
YTBEPXKAEHHBLIM TEKCTOM MapKnpoBkn OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
OAVHMLB BUMIPIOBaHHA Y cuctemi Sl. BBegeHHs
3MiH NPOTAroM 6-TU MICALIB NiCNA 3aTBEPAXEHHS
135. | 3AJIACTA® Tabnetkn no 5 mr no 7 KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecTo, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12069/01/02
Tabnetok y 6nictepi; HoBo mecTo CnoBeHis; KPKA, Monbua 3MiHK | TRy - 3MiHK WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
no 4 a6o no 8 Monbwa Cn. 3.0.0., Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
6nicTepiB y KAPTOHHIl Monbua 00 posgainy “MapkyBaHHsA" MKA 113"
KOpo6Li 3anpornoHoBaHo: MapkupoBka. B cooTBeTcTBMM C
YyTBEPXEHHbIM TEKCTOM MapKMpoBKM OHOB/EHHS
TEKCTy MapKyBaHHA yNnakoBKW MikapCbKoro 3acoby
3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPKEHHS
136. | 3AJ/IACTA® Tabnetku no 7,5 Mr no KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecTo, CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12069/01/03
7 TabneTtok y 6nictepi; HoBo mecTo CnoBeHis; KPKA, Monbwa 3MiHKM | TNy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
no 4 a6o no 8 Monbwa Cn. 3.0.0., Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
6nicTepiB y KApPTOHHIi MonbLa [0 posginy “MapkysaHHsA" MKA /13"
KOpo6Li 3anpornoHoBaHo: Mapkunposka. B cooTBeTCTBUN C
YTBEPXAEHHBIM TEKCTOM MapkupoBk OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
3 BHECEHHSIM iHhOpMaLiT WOoA0 3a3HAYEHHS
OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPAXEHHS
137. | 3AJIACTA® Tabnetky no 10 mr no KPKA, a.4., CnoBeHis KPKA, a.a., HoBo mecTo, CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/12069/01/04
7 Tabnetok y 6nictepi; HoBo mecTo CnoBeHis; KPKA, Monbua 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
no 4 a6o no 8 Monbwa Cn. 3.0.0., Ta hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHS 3MiH
6nicTepiB y KAPTOHHIN Monbwa [0 po3giny “MapkyBaHHs" MKA /13"
KOpo6Li 3anponoHoBaHo: MapkupoBka. B cooTBeTCTBUM C
YTBEPXKAEHHBIM TEKCTOM MapK1MpoBkn OHOBEHHS
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVIHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBegeHHA
3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPMKEHHS
138. | 3A/IACTA® Tabnetku no 15 mr no KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecTo, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12069/01/05
7 Tabnetok y 6nictepi; Hoso mecTo CnoseHis; KPKA, Monbwa 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom

no 4 a6o no 8
6nicTepiB Y KAPTOHHIl

Monbwa Cn. 3.0.0.,
MonbLua

Ta cpapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
00 po3sginy “MapkyBaHHs” MKA 13"
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KopooLi

3anpornoHoBaHo: MapkunpoBka. B cooTBeTcTBUM C
YTBEPXKAEHHBLIM TEKCTOM MapKnpoBkn OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
OAVHMLB BUMIPIOBaHHA Y cucteMi Sl. BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPAXEHHS

139.

3ANNACTA®

TabneTku no 20 mr no
7 Tabnetok y 6nictepi;
no 4 a6o no 8
6nicTepiB y KApTOHHIl
KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoseHis

KPKA, a.4a., HoBo mecTo,

CnoBeHis; KPKA,
MonbLwa Cn. 3.0.0.,
Monba

CnoseHis/
MonbLa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH

00 po3gainy “MapkyBaHHsA" MKA N13”:
3anpornoHoBaHo: MapkunpoBka. B cooTBeTcTBUM C
YTBEPXEHHbIM TEKCTOM MapKMpoBKM OHOB/EHHS
TEKCTy MapKyBaHHA yNnakoBKW MlikapCbKoro 3acoby

3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs

OAVHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBegeHHs

3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPKEHHS

3a
peyenmom

UA/12069/01/06

140.

SOJIMIrPEH®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOHO, M0 2,5 Mr
no 2 a6o 10 TabneTok
y 6nicTepi, no 1
6nicTepy y navj 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis:
3MiHK | TUNy - AGMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asBHVKa
(BnacHvka peecTpauiiHoro nocBigYeHHs). 3miHa
HaViMeHyBaHHs Ta afpecu 3asBHuKa (BacHuKa
peecTpaLiiHOro NoCBIgYEHHS).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBafpKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOIO /liKapCbKOro 3acoby, BKIoYaoun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/IIO SIKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BUPOGHMK/IMNOPTEP, BK/IOYAKYM BUMYCK Cepiii).
3MiHa HalimeHyBaHHs Ta aipecy BUPObHUKa, 6e3
3MiHV MicLs BUPO6HULITBA. BBEAEHHSA 3MIH
NPOTSroMm 6-TW MICALIB NIiC/1A 3aTBEPAXKEHHS.
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHun). BHeCeHHs 3MiH
[0 po3giny «MapkyBaHHs» MKA N13.
3arsepoxeHo: MAPKYBAHHSA Bignosigae
HaZlaHOMy TEKCTY MapKyBaHHS. 3anponoHOBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXXEHOro TEKCTY
MapKyBaHHS1. OHOB/MIEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
iHhopMaLii LWoA0 3a3HaYeHHS OAMHNLb
BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NPOTAroM 6-T1 MiCALIIB MiC/1A 3aTBEPKEHHS.

3a
peyenmom

UA/4796/01/01

141.

30/I0MNEHT®

TabneTkn, BKpUTI
060/10HKO10,

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM ®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big

3a
peyenmom

UA/9814/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KWLLKOBOPO34MHHI MO 23.07.2015 Ne 460) - BUNpaB/ieHHS TEXHIYHOT
40 wmr, no 14 TabneTok nomusku B Cneyudikauii MKA N3 gonyweHot
y 6nictepi; no 1 BHAC/MIOK NepeHeceHHst NOCUNaHHA Ha 3arasibHi
6nicTepy y KapTOHHii cTarTi Ta MoHorpadii hapmakonei npy BHECEHHI
ynakosLi; no 10 3MiH: BunpaBneHHa TeXHIYHUX NOMWUIOK
Tabnetok y 6nictepi; 06yMOB/IEHO NPVBEAEHHAM Y BiAMOBIAHICTb [0
no 3 6nictepn y marepianiB peecTpauiiHoro Aocbe
KapTOHHI ynakoBLi
142. | 30N1TA KOHUEeHTpaT ans Amakca T4 Benvka Nab6opaTopioc HopmoH IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15207/01/01
PO34MHY N5 IHAY3IN, BpuTaHis 3MiHK Il TUNy - 3MiHK 3 AKOCTi. ADI. (iHWi 3MiHW) - peyenmom
4mr/5mMnno5mny OHOBJIEHHSI MalicTep-chainy Ha AdI
thnakoHi; no 1 (3oneHapaHoBa kncnoTta 6e3BoaHa)
h1akoHy B KapTOHHIi 3aTBEP)KEHNM BYPOGHMKOM, 3aMpOrnoHOBaHO:
Kopoo6Li nacHvk mactep-tpaiina Ha [P Oxy6ineHT 'eHepikc
Nimites, IHaia, AP: LD-122-19-10-19, RP: ZLD/
122-19-10-19, xo0BTeHb, 2019. BBeAeHHS 3MiH
NPOTArom 6-TV MIiCALIB MiCNs 3aTBEPYKEHHS
143. | 3O/ITOHAP pO34nH ANna iHdysil, 5 YOPNA TypeyunHa Mecdpap Inay CaH. A.LL. TypeuunHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/14630/01/01
Mr/100 mn, no 100 mn MEANUNH 3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHW. BuyyeHHs peyenmom
y thnakoHi; no 1 INNAY CAH. BE BMPOGHWYOI AiNbHNL (BKIKOYAKYN AiNbHAL ANS
(h1aKoHY B KapTOHHii TIOXK. A.LLL. A®I, npomiXHOro NpoayKTy abo rotoBoro
KopoobUi niKapcbKoro 3acoby, AiNbHULI 4151 NPOBEeAEHHS
nakyBaHHs, BUPOOHWMKa, BifNOBiga/IbHOTO 3a
BUMYCK cepili, MicLie NPOBEfEHHS KOHTPOSIO cepii)
ab0 nocTtavyasibHMKa BMUXiAHOTO MaTepiany,
peareHTy abo AOMNOMIKHOT pe4YOBMHY (SKLLO
3a3HayeHo y A0Cbe). BunyyeHHs
a/IbTEPHATNBHOIO BUPOBHMKA rOTOBOTO
nikapcbkoro 3acoby lgon lnay Jonym CaH. Be
Tigpk. A.LL., TypeyumHa.
144. | IBY®EH® Kancynm m'saki no 200 dapmaueBTny | lMonblia MepaHa ®apma Monbwa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 UA/12829/01/01
FOHIOP mr no 10 kancyn y HWlA 3aBof, AkujioHepHe ToBapucTBo 3MiHKM | TUNY - 3MiHK 3 AKocTi. CepTudikaT peuyenma
6nicTepi; no 1 abo 2 "MONIb®APM signosigHocTi/l E-cepTudikar BignosigHoCTi
6nicTepy y KapTOHHIl A"C.A. €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA

KopooLi

HoBOro abo OHOB/MEHOro cepTudpikata
Bi4NoBIAHOCTI ab0 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTudikaT Bif yxe 3aTBepXeHOro BUPOOHWKa -
noJaHHa OHOB/IEHOro cepTudpikarta BiANOBIAHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 1996-061-
Rev 14 ans pitoyoi peyosmHu Ibuprofen Big Bxe
3aTBepaxeHoro Bupo6Huka SOLARA ACTIVE
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PHARMA SCIENCES LIMITED

145.

130-MIK®

cnpeii cyGniHrBasbHWi
[o3oBaHuii, 1,25
Mmr/gosy, no 15 mn
(300 g03) y donakoHi 3
po3nuoBayem; no 1
hnakoHy y nauui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB® "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasisHeHUX faHnX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06M, BignoBigansHoI 3a
3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifasibHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkyarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-alina cuctemu papmakoHarnisgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHUKA,
Bi4NoBigaIbHOI 3a hapMakoHarnsg.

[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXyp6a flinis
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XeHOT 0C0OM 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag

3a
peyenmom

UA/2621/01/01

146.

130-MIK® 10
Mmr

Tabnetkv no 10 mr; no
50 TabneTtok y 6aHLi;
no 1 6aHui y nauui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB® "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHUX faHUX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy capmakoHarnsgy, aMmiHa
YNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3[iiCHEHHS1 chapMakoHarnsa4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bif, yTOBHOBaXXEHOT 0CO6M, BiANOBiZa/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-haiina cuctemn hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BiANOBiAabHOI 3a thapMakoHarnsg,
Litoya pepgakuisn: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinis
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXXEHOT 0COOU 3asiIBHMKA, BifnoBigasibHOI
3a (hapmakoHarnsg,

3a
peyenmom

UA/3186/01/01

147.

130-MIK® 20
Mmr

Tabnetkv no 20 mr; no
50 TabneTok y 6aHuj;
no 1 6aHuj y nayui 3

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB® "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta papmakoHarnsay. BeegeHHs abo 3MiHu go

3a
peyerimom

UA/3186/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

y3ara/ibHeHUX JaHnx npo cucTemy
dhapmakoHarnsgy (BBeAeHHs y3araibHeHUX AaHux
npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOB&XeEHOI 0co6w, BiANOBiAa/IbHOT 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
3[jicHeHHs hapmakoHariaay (BKIyatum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-alina cuctemy papmMakoHarnsay) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHYIKa,
BiANOBIAabHOI 3a thapmakoHarnsg,

Litova pepakuisn: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigasibHOT
3a (hapMakoHarnsag

148.

ISOHIA3N],

Tabnetkv no 100 wmr,
no 10 Tabnetok y
6nictepi, no 3, 9 abo
10 6nicTepiB y
KapTOHHII ynakoBL;
no 28 T1abneTok y
6nicTepi, no 3 abo 24
6nicTepy y KapTOHHil
ynakosLi; no 1000
Tabnetoky
nonieTnneHoBOMy
naketi, no 1 nakety y
n1acTUKoBOMY
KOHTEWHepi

Makneoac
PapmacbioThK
anc fiviteq

IHAjA

Makneopc
PapmacboTuKanc
Nimiten

IHAja

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnagy (BBefileHHs y3araslbHeHUX faHux
npo cucteMy dpapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
3piicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asaBHUka ANns 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOBaXXeHOT 0co6M, BiANOBiAabHOI 3a
3AjicHeHHs hapmakoHaraay (BKIvatumn
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-calina cuctemu papmMakoHarnisay) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHYIKa,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsagy:
[Litoua pepakuin: Anxy Arapsasn. MNponoHoBaHa
pepakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX [aHNX YOBHOBaXEHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXKEHOT 0CO6U
3asBHVKA, BignoBiga/bHOI 3a 3A4iCHEHHSI
hapmakoHarnsay B YkpaiHi: [itova pegakuis:
MeTpeHuyk Onena BikTopiBHa. MNponoHoBaHa
pepakuisi: MiiTeypka /llo6oB BanepiiBHa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
YNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a 3gjlicHeHHs hapmakoHarnsgy B YkpaiHi. 3miHa
Homepa MacTep-ghaiina cuctemm

3a
peyenmom

UA/15099/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dhapmakoHarnsgy
149. | ISBOHIA3U4 Tabnetku no 300 wmr, Makneoac IHais Maxkneopc IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15099/01/02
no 10 TabneTtok y PapmacbTHK dapmacbloTUKanc 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
6nicTepi, no 3, 9 abo anc Nimitepq, Nimiteq Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
10 6nicTepiB y y3araslbHeHUX AaHux npo cuctemy
KapTOHHI ynakoBLi; thapmakoHarnagy (BBeAeHHs y3araslbHeHUX faHux
no 28 TabneTtok y npo cuctemy papmakoHarnsgy, amiHa
6nictepi, no 3 abo 24 YNOBHOBaXEHOI 0C06M, BignoBigansHoI 3a
6nicTepy y KapTOHHIl 3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
ynakosLi; no 1000 hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
Tabnetoky thapmakoHarnsay B YkpaiHi, KLU0 BOHA BigMiHHa
nonieTuneHoBoOMy Bif, yNOBHOBaXXEHOT 0CO6M, BiANOBiZaIbHOI 3a
nakerti, no 1 nakety y 3[jicHeHHs1 hapMakoHaraay (Bkyarum
nnacTMKoBOMY KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
KOHTeliHepi mMacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy:
[itoua pepakuis: AHxy Arapsas. MNponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXeHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy.
3MiHa KOHTaKTHOT 0Cc06M YNOBHOBaXXEHOT 0Co6YU
3asBHMKA, BiANOBiAAILHOI 32 3iiCHEHHS
thapmakoHarnsgy B Ykpaini: [itoua pegakuis:
MeTpeHuyk OneHa BikTopiBHa. MponoHoBaHa
pepaxuis: MHiTeupka Jltob6oB BanepiiBHa. 3MiHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
YMNOBHOBaXeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a 3[jlicHeHHs chapmakoHarnsgy B YkpaiHi. 3miHa
HOoMepa MacTep-thaiina cmctemm
dhapmakoHarnsgy
150. | IMET® AN CyCneHsis opasibHa, BEP/IH-XEMI | HimeuunHa BEP/IIH-XEMI AT, Himeuunna/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/14969/01/01
BITENA 2% 100 mr/5 mn, no 100 Al HimeuunHa (Bunyck IcnaHis 3MiHK | TURY - 3MiHW 3 AKOCTI. FOTOBUIA NiKAPCbKMiA peuyenma

M a6o no 150 mn,
abo no 200 mny
dhnakoHi; no 1
(hN1akoHy B KOMIMJ/IEKTI
3 103yH04UM
NPUCTPOEM Y
KapTOHHI Kopo6Lyi

cepii); NNabopatopioc
Ankana ®apwma, C.J1.,
IcnaHis (BUpOGHMLTBO
"in bulk", nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepiit)

3aci6. 3MiHM Yy BUPOOHULTBI (iHLLi 3MiHWM) - 3MiHK
BHOCATbCA A0 po3giny 3.2.P.3.5 «Banigauis
npouecy Ta/abo noro ouiHK1» peecTpauiinHoro
[ocbe, a came ans BupobHuka 13 Laboratorios
Alcala Farma, S.L (ans po3mipy cepiii 1500 L Ta
4500 L) 3amicTb NpOTOKO/IB 3 Basigauii HagaHo
3BiTW 3 Banigauii; 3MiHW | TUNY - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPob rOTOBOro
NiKapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa Y
BTOPUHHOMY CTaHJapTHOMY 3paskKy ibynpodieHy, a
came nepexif 3i cTaHJapTHOTo 3paska
BMpo6HMUTBa BASF Ta Albemarle Ha komepu,iliHO
[0OCTYNHWIA Big BUpo6HMKa Sigma Aldrich;
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3MiHW | TUMy - 3MiHK 3 SKOCTI. FOTOBMIA NikapCbKNii
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby
(iHLWi 3MiHW) - BUTyYE€HHS] BTOPUHHOIO
CTaHAapTHOro 3paska Jomiwkn b Ph. Eur.
16ynpodpeHy Bupo6HuLTBa LGC-Promochem,
TiNbKW NEPBUHHWI CTaHAAPTHUI 3pa3ok
€sponelicbkoi ®apmakonei (EPCRS) gomiwkmn b
16ynpodpbeHy 3acTOCOBYETLCA A1 TECTYBaHHSA
'N3; 3MiHW | TUNY - 3MiHW 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro
3aco6y (iHLWi 3MiHK) - 3MiHa Y BTOPUHHOMY
CcTaHAapTHOMY 3pasky 4-i306yTnnaueTodeHoHy, a
came nepexig 3i CTaHAapTHOTo 3paska
BMpOOHULTBa Farmasierra Ta Alfa Aesar-
Lancaster Ha komMepL,iliHO JOCTYMHWIA Big,
BMpo6HUuKa Sigma Aldrich; 3MiHu | TUny - 3MiHKW 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -
[0AETLCA NEPBUHHNI CTaHAAPTHUI 3pa3ok
thapmakonei CLUA (USP) 6eH301HOT KucnoTu;
3MiHW | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbknii
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby
(iHWi 3MiHW) - BUNYYEHHA BTOPUHHOIO
CTaHAapTHOrO 3pa3ka 6eH30aTy HaTpilo
BMpo6HMLUTBa DSM Special Products B.V. MNepexig,
Ha KOMepLiiHO JOCTYNHWIA BTOPUHHWIA
CTaHAapTHUIA 3pas3okK Bif BMPOGHMKa Sigma
Aldrich; 3miHu | TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro
3ac06y (iHLWi 3MiHW) - BUIYYEHHS NEPBUHHOIO
cTaHAapTHoro 3paska BasiepoceHoHy ACROS;
3MiHU | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro
niKkapcbKoro 3acoby (iHwWi 3MiHW) - NpeAcTaBneHHs
[JaHnx npo cTabinbHicTb, LWo BignosigaoTs ICH
[N TPbOX NPOMMUCIOBKX Cepiid, BUPOOHNLTBA
Laboratorios Alcala Farma, S.L (aogaTkoBi AaHi
npo cTabiNbHICTb)

151.

IMIBALL,

MOPOLLOK A1 PO34KHY
Ons iHgysili, 500
mr/500 mr, no 1
dpnakoHy 3 NOPOLLKOM
y nauuj

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHNYNIA

LeHTp
"bopLuariBcbk
WA Ximiko-

YKpaiHa

My6niyHe akuioHepHe
TOBapucTBO "Haykoso-
BMPOOHUUNIA LLEHTP
"BopLyariBcbkuii XiMiko-
hapmaueBTUYHNMIA
3aBof”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHU | TUny - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
BMPOGHMLITBA FOTOBOIO /liKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOGHMLUTBA) - HE3HAYHI 3MiHM Y NpoLeci

3a
peyenmom

UA/17123/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmaneBTuy
HWi1 3aBoa"

BMPO6HMLTBA /13, L0 NOBA3aHI 3 BBEAEHHAM
HOBOro 061aaHaHHA (MepyaToyHKin NnepeaaToUHuiA
wnto3 (MMLW1)) Ha cTagii nigroToBKM CUPOBUHU Ta

marepianis 3 METOH ONTUMI3aLii BUKOPUCTaHHS
BMPOBHMYUTX NJIOLL, Ta onepaLiii 3 ypaxyBaHHAM
sumor GMP

152.

IHFA®ITON-2

36ip, no 50 r y naukax
3 BHYTPILLHIM NakeTom

MpAT
"NikTpasn"

YKpaiHa

MpAT “NiktpaBn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH

0o po3ainy “MapkyBaHHsA" MKA N13:
3anponoHoBaHo: MAPKYBAHHSA Y BignosigHOCTI

3 3aTBEPAKEHVNM TEKCTOM MapKyBaHHS. 3MiHN

BHECEHI B TEKCT MapKyBaHHS ynakoBK/
NikapcbKoro 3acoby LLoA0 3a3HaYeHHs
MiXXHapPOAHWX NO3HaYeHb O4MHULb BUMIPIOBAHHS.

BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns

3aTBEPAXKEHHS

6e3
peuyenma

UA/14421/01/01

153.

IHAAMNAMIA

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 2,5 Mr,
no 10 TabneTtok y
6nicTepi, no 3
6nicTepy y KapTOHHiIl
ynakoBLj

"Xemopapm"

AL

Cepbis

"Xemodhapm" AL

Cepbis

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHK | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiickkiin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudikata
BigNoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
BiANOBIAHOCTI €Bponeiickbkili dhapmakonei: gns
A®I; onsa BuxigHoro
maTepiany/peareHTy/npomMiKHOTO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUi
cepTudikaT Bif y)Xe 3aTBepAKeHOro BUPOGHUKa -
noJiaHHA OHOBJ/IEHOro cepTuddikarta BiANoBiAHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 2004-300-
Rev 04 gnsa gitoyoi pevoBuHM Indapamide Big Bxe
3aTBepaxeHoro BupobHnka EDMOND PHARMA
S.R.L., Italy; 3MiHM | TURy - 3MiHK 3 AKOCTI.
CepTtuchikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYEeHHs cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BUXIAHOTO MaTepiany/peareHTy/MpoMiXKHOTo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHMLTBI
A®I; oA [ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI €BpoNelichbkili hapmakoner) -
OHoBeHWit cepTudpikat Big y>ke 3aTBEpPIKEHOT0

3a
peyenmom

UA/6082/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMKA - NOAAHHSA OHOBJIEHOTO cepTudiikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1997-109-Rev 04 ans fito4oi peyoBuHA
Indapamide Big Bxe 3aTBepXeHOro BUPOOHMKa
LABORATORI ALCHEMIA SRL., Italy; 3miHu |
Tmny - 3MiHN 3 axkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHux y cneumadikauisax Ha A®l, abo
BUXIAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(DoNOBHEHHS cneumaikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) -
[OMNOBHEHHS creumndikayii APl HOBUM NOKa3HUKOM
«PosnogineHHs po3mipy 4acToK» y BifNOBIAHOCTI
fo CEP supo6Huka LABORATORI ALCHEMIA
SRL., Italy 3 HopmyBaHHsim d (0,9) He 6inbLie 70,0
MKM; d (0,5) He 6inbLie 30,0 mkm; d (0,1) He
6inbLle 10,0 Mkm
154. | IHOANAMIA, TabneTku, BKpUTI "Xemothapm" Cepbis "Xemodhapm" Al Cepbis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/6082/01/01
nniBKOBOKO AL 3MiHK | TRy - 3MiHW WoAao 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKOI0, N0 2,5 Mr, Ta chapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
no 10 TabneTtok y «[padhiuHe 0hOPM/IEHHS YNAKOBKN» Ha pO3[in
6nictepi, no 3 «MapkyBaHHs» MKSA /13: 3anponoHoBaHo: Po3ain
6nicTepy y KapTOHHIl «MapkKyBaHHs» 3rifHO 3aTBEpPAKEHOMY TEKCTY
ynakoBLi MapKyBaHHS
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby 3 BHECEHHAM iHchopmaii
LLIOZ0 3a3HaYeHHS OAVHMLbL BAMIPIOBAHHSA Y
cuctemi Sl. BBefieHHs 3MiH NPOTSArom 6-Tu MicsLiB
nicns 3aTBepmkeHHs
155. | IHOAHPUKC™ cycneHsia ans iH'ekuii | FnakcoCmiTKn Benuvka nakcoCMmIiTKnsiAH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/15120/01/01
KOMBIHOBAH no 1 gosi (0,5 mn) y AliH EkcnopT BputaHis Bionogxikans C.A. TexHiyHa nomunka MIBIM (3rigHo Hakasy MO3 Big, peyenmom
A BAKUMHA nonepegHLo Nimiteq 23.07.2015 Ne 460) - BuNpaB/iieHO TEXHIYHY
Aana 3arnoBHEeHOMY LINpuLi NOMU/IKY Y TEKCTi MapKyBaHHS1 BTOPUHHOI
MPO®ITAKTUK | Ne 1y komniekTi 3 ynakoBku y p. 3. [itoyi peyoBuHK: (Y SKiCHOMY Ta
N QUDTEPII, ofHieto abo gsomMa KiSTbKICHOMY BUP@XEHHI i3 3a3HAYEHHSIM iXHbOro
NnPABLUA, ronkamu: no 1 BMICTY B OZMHULI 1031 abo, 3a/1eXHO Bif cnocoby
KALLUMHOKY nonepegHbL0 3aCTOCYBaHHS, B 0AMHULI 06'EMyY Y/ Macu, 3
ALIENTIONIAPHA | HanoBHeEHOMY LINpuLy BMKOPUCTAHHSAM X MiXKHAPOAHMX HEMATEHTOBaHUX
OUYMLLEHA Yy KOMMNJEKTi 3 04HIiE0 abo 3aranbHONPUAHATAX Ha3B)
IHAKTUBOBAH | a6o gBoma rosikamu y 3AMPOMNOHOBAHO: 1 po3a BakuuHu (0,5 mn
A PIOKA nnacTMKoBOMY (ml)) MicTuTb: He meHwe 30 MixXHapoAHMX
KOHTeliHepi; no 1 oavHuue (MO) AMbTEpIiHOrO aHaTOKCKHY, He
n1acTUKoBOMY MeHLe 40 MO npaBLeBOro aHaToKCUHyY, 25 MKr

KOHTeliHepy B
KapPTOHHI Kopobuj

(1g) [ETOKCMKOBAHOIO KaLL/TIOKOBOTO aHaTOKCUHY
(PT), Ta 25 mKr (ug) thinameHTo3HOro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
remarnioTuHiHy (FHA) i 8 Mkr (Ug) nepTakTuHy
(PRN). 3a3HaueHe BUNpaB/ieHHSA BignoBigae
mMartepiasiaMm peecTpawiiiHoro Aocbe
156. | INPIKCOH HEB | po34uH ANs iHransuiin, AT "Apawveq Monbla "TeHeTuk" C.M.A., ITania ITania/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/17999/01/01
0,5 mr+2,5 mr/2,5 mn dapma" (BMPOGHMLTBO Ta Monbua 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
no 2,5 mn B amnyni 3 nakyBaHHs); AT Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
nonieTuneHy HU3bKoT "Apamveq ®apma”, TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
WinbHocTi; no 5 amnyn Monbua 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
Y KOHBEpTI 3 (BignoBiganbHuii 3a OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
namiHoBaHoi ¢hosbru; BUNYCK cepir) 3MiH 40 po3giny “MapkyBaHHA” MKA /13",
no 4 koHBepTa 'y 3anponoHoBaHo: MapkyBaHHS. 3rigHO
KapTOHHI KOpo6Lyi 3aTBEPAXEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
3aTBEPAXKEHHS
157. | KANMCUKAM® Masb no 30 r abo no AT "I'piHaekc" Narteis AT "I'piHgekc”, NaT.is; Natsis/ BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 6e3 UA/6191/01/01
50 ry Ty6i AT TanniHHcbKuiA EcToHis 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
anominieBiii; no 1 Ty6i chapmaL,eBTUYHUIA Ta chapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
Ta 1 annikatopy B 3aBog, EcToHis 00 po3giny “MapkyBaHHS" B 3aTBepAKeHnx MKA
nauLi KapTOHHil N3. 3anponoHoBaHo: MAPKNPOBKA B
COOTBETCTBUW C YTBEPXKAEHHLIM TEKCTOM
MapK1poBKW. OHOBNEHHS TEKCTY MapKyBaHHS
yNaKoBKN NiKapCbKOro 3aco6y 3 BHECEHHAM
iHchopmauii LWoAo 3a3HaYeHHS OANHNLb
BMMIipIOBaHHA y cuctemi Sl. BBeaeHHs 3miH
NPOTArom 6-Tv MIiCAILiB MiCNs 3aTBEPYKEHHS
158. | KAPCUN® Kancynu Teepgi no 90 AT Bonrapis AT "Codhapma”, Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/2773/01/02
®OPTE Mr o 6 kancyny "Codpapma" Bonrapisi (BMpo6HULTBO 3MiHM | TUny - 3MiHK 3 AkocTi. CepTudikar peyenma
6nicTepi; no 5 Hepo3acoBaHol BignosigHocTI/IE-cepTudpikat BignosigHoCTi
6nicTepiB Yy KAPTOHHIi NpoayKLuii, NnepBrHHa Ta €sponelicbkiii hapmakonei/moHorpadii. 3miHu,
navi BTOPUHHA YNaKoBKa,; MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

[03BiN Ha BUNYyCK cepir)

BigNoBigHICTb A0 MoHorpadii 4PY a6o
€Bponelicbkoi thapmakonei, abo iHLWoil
HaujioHanbHOT chapmakonei aepxasu €C (3miHa 'y
cneuundikauisx, nos'a3aHa 3i 3amiHamy B IdY, abo
€Bponeiicbkili hapmakonei, abo iHLwii
HaujioHasbHIl chapmakonei gepxasu €C) -
BHeCeHHS 3MiH go Cneuudpikauii/ MeTtopgis
BunpobyBaHHA APl CunimapuH, 30kpema: 3amiHa
nokasHuka "BTpaTa B Maci mpy BMUCYLLYyBaHHI" 3
KpuTepiamu NpuiAHaTHOCTI ( < 5,0%) Ha NokasHUK
"BMicT BOAM" 3 KpUTEPISIMU NPUAHSATHOCTI ( <
4,0%); 3miHW | TMNy - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikaviii
Ta/abo AoNyCTUMUX MEX, BUSHAUYEHUX Y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cneundikauisix Ha Adl, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuyTea APl (BUnyyYeHHs
He3HaYyHOro NokasHuka AKocTi (Hanpuknag
BUJ/TYYEHHS 3aCTapiforo NokasHuka)) - BHECEHHs
3MiH go Cneumdpikauii/ MeToais BUNpo6yBaHHs
A®| Cyxuit ekcTpakT nsoAiB po3ToponLui
NAsSMUCTOI Bif BUPO6HUKa /13, 30kpema:
BWYYEHHS KOHTPOJIIO 3a NMOKa3HUKamMu: -
«PO34MHHICTb» (€ XapakTepyCTHKOLO i HE €
060BA3KOBUM BIANOBIAHO A0 €Bp. Papm); -
«3anax» (He € 060BA3KOBMM BifMoBiIAHO 40 €Bp.
dapm.); - «Baxki MmeTanun» (Ha OCHOBI faHNX
OL|iHKM PU3UNKY eN1eMEHTHUX AOMILLOK); 3MiHU I
Tuny - 3MiHu 3 akocTi. A®Il. BupobHuuTeo. 3miHa
BMPOGHMKA BUXiAHOro/NnpoMiKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
(BKTovatoun, fe HeobxigHO, MicLe NpoBeAeHHS
KOHTPOO SIKOCTI) ADI (3a BiACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI EBPONENChKili
thapmakonei y 3aTBepXeHOMY [OCbE)(BBEAEHHS
HOBOro BMpPO6HUKa A®| 3 HagaHHSAM MacTep-
tharina Ha A®l) - BBEAEHHS 4,04aTKOBOro
BMpo6HUKa Ans A®| Cyxuii ekcTpakT nioais
po3stoponwi nasmucToi JIANGSU JIANJIA
PHARMACEUTICAL INDUSTRY CO., LTD,
CHINA 3 HagaHHsAM MacTep-maiiny Ha Ad|

159.

KBETWPOH 200

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, No 200
mr, no 10 TabneTok y
6nictepi; no 1, 3 a6o 6
6nicTepiB B KAPTOHHIA
nauuj

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
YTOUHeHHs B Hakasi Ne 2032 Big 04.09.2020 poky
LLIOA0 HaNMcaHHs peecTpaLiiHoro NoCBiAYEHHS:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOB/IEHHS
TEKCTy MapKyBaHHA yNnakoBKM MikapCbKoro 3acoby
3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBegeHHs
3MiH NPOTATOM 6-TW MICALB NIC/A 3aTBEPAXEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI
Ta dpapmakoHarnsagy (iHwi 3miHn) - 3amiHa p.
«["pachiuHe ohopMIIEHHS YNAKOBKU» Ha p.
«MapkyBaHHs». 3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPAYKEHOr0 TEKCTY MapKyBaHHS.
BunyuyeHHs iHdhopmauii woao ynakosku in bulk 3
mMarepianis peecTpauiiiHoro A0Cbe (3 TUTY/IbHOI
CTOPIHKK, po3ainy «MakyBaHHA» Ta «MapKyBaHHS»
MK$ N13) y 3B’A3Ky 3 TUM, L0 Ait0 peecTpauiiiHoro
NnocBiJYEeHHs He 6y/10 NoAoBXeHO Ha /13 KBeTnpoH

3a
peyenmom

UA/8372/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
25, TabneTkun, BKPUTI M/1iIBKOBOK 060/IOHKOI Mo 25
Mr nakyBaHHs in bulk: no 5 kr (PN Ne
UA/8373/01/01 Big 13.05.2013); KsetupoH 100,
Tabnetku, BKpUTI NNiBKOBO 060/10HKO0 Nno 100 mr
nakysaHHs in bulk: no 6 kr (P Ne UA/8373/01/02
Big 13.05.2013); KBeTnpoH 200, TabneTkun, BKpUTI
NAiBKOBOK 060/10HKOK Mo 200 Mr nakyBaHHs in
bulk: no 7 kr (PN Ne UA/8373/01/03 Big,
13.05.2013)
160. | KETUNENT® TabneTkn, BKpUTI 3AT YropwmHa BUNyck cepii: 3AT YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8157/02/05
PETAP[, 060/10HKOI10, dapmaneBTuy dapmaLeBTUYHUI 3aBOL, Mpeuis 3MiHK | TRy - 3MiHK WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
NpPOJIOHroBaHoI Aii no HWi 3aBOf, ErIC, YropwuHa; Ta dpapmakoHarnsgy (iHwi 3mMiHn) - BBeAEeHHS
400 mr no 10 EriC NOBHUIA LMK [04aTKOBOIO TEKCTY MapKyBaHHs YNakoBKu
Tabnetok y 6nictepi, BUPOGHMLTBA, NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MDKHAPOAHUX
no 6 6nictepis y BK/IOYAK0UY BUMYCK no3HayeHb OAVHULb BUMIPOBaHHSA. BBeaeHHS
KapTOHHI ynakoBLi cepii: ®apmareH C.A., 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPKEHHS
'peuisi; NOBHWIA LyKN
BVMPOGHMLTBA,
BK/THOHAI0UM BUNYCK
cepii: ®apmarteH
IHTepHewHn C.A.,
Ipeuis
161. | KETUNENT® TabneTku, BKpUTI 3AT YropumHa BUMYyCK cepii: 3AT YropLumHa/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/8157/02/04
PETAPJ, 060/10HKO10, dapmaneBTuy dapmaLleBTUYHNIA 3aBOS, Mpeuis 3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
NPOSIOHroBaHol Aii No HWlA 3aBof, ErIC, YropwuHa; Ta hapmakoHarnsagy (iHwWi 3miHu) - BBEAEHHSA
300 mr no 10 ErC MOBHWIA LKA [,00aTKOBOro TEKCTY MapKyBaHHA yNakoBKu
TabneTtok y 6nictepi, BUPOOHMLTBA, NiKapCbKOro 3acoby i3 3a3HaYEHHSIM MKHAPOAHNX
no 6 6nictepis y BK/THOHAKOUM BUNYCK no3Ha4yeHb OUHWLb BUMIpIOBaHHSA. BBeaeHHS
KapTOHHIlA ynakoBL,i cepii: ®apmateH C.A,, 3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPAXEHHS
[peuist; NOBHWIA UMK
BMPOGHMLTBA,
BK/1OYAI0UY BUMYCK
cepii: ®apmarteH
IHTepHewHn C.A.,
pevjs
162. | KETUNENT® TabneTkn, BKpUTI 3AT YropuwyHa BUMyCK cepii: 3AT YropmHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8157/02/03
PETAPJ, 060/10HKOI0, dapmaLeBTUy dapmaLeBTUYHUI 3aBOS, peuis 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
NPOJIOHroBaHoI Aii no HWiA 3aBOf, ErIC, YropwmHa; Ta dpapmakoHarnagy (iHwi 3MiHK) - BBeEHHSA
200 mr no 10 EriC NOBHUIA LMK [04aTKOBOrO TEKCTY MapKyBaHHS YNakoBKu
Tabnetok y 6nictepi, BMPOGHMLTBA, NiKapcbKoro 3acoby i3 3a3HaYEHHSAM MDKHAPOAHUX

no 6 6nictepis y
KapTOHHI ynakoBLi

BK/IOYAKOUY BUMYCK
cepii: ®apmateH C.A,,
'peuisi; NOBHWIA LyKN
BVMPOGHMLTBA,
BK/THOHAKOUM BUMYCK
cepii: ®apmareH
IHTepHewHn C.A.,
peuist

Nno3HavyeHb OUHNLb BUMIpOBaHHSA. BBeaeHHS
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPMKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
163. | KETUNENT® TabneTkn, BKpUTI 3AT YropuHa BUMycK cepii: 3AT YropmHa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8157/02/01
PETAPJ, 060/10HKO10, dapmaLeBTuy dapmaLeBTUYHUI 3aBOL, peuis 3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI peyenmom
NpPOJIOHroBaHoI Aii no HWi 3aBOf, ErIC, YropwmHa; Ta dpapmakoHarnagy (iHwi 3MiHN) - BBeAEHHS
50 mr no 10 TabneTok EriC NOBHUIA LMK [,00aTKOBOro TEKCTY MapKyBaHHA yNakoBKu
y 6nictepi, no 6 BUPOGHMLTBA, NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MDKHAPOAHUX
6nicTepiB y KAPTOHHIN BKJ/THOYAIOUN BUMYCK no3HayeHb OAVHWLb BUMIPOBaHHA. BBeaeHHS
ynaKkoBLi cepii: ®apmateH C.A., 3MiH NPOTArom 6-Tu MiCALIB NiCNsa 3aTBEPMXXEHHS
'peuis; NOBHWIA LyKN
BVMPOGHMLTBA,
BK/THOHAI0UM BUMYCK
cepii: ®apmateH
IHTepHewHn C.A.,
peuist
164. | KETUWNENT® TabneTku, BKPUTI 3AT YropwmHa Bunyck cepii: 3AT YropwumHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8157/02/02
PETAPJ, 060/10HKO10, PapmaLeBTny dapmaveBTUYHNIT 3aBOS, pevys 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
NPOSIOHroBaHol Aji No HWA 3aBOf, ErIC, YropwuHa; Ta hapmakoHarnsgy (iHwi 3miHu) - BBeAEHHsA
150 mr no 10 ETIC NOBHUIA LKA [,00aTKOBOro TEKCTY MapKyBaHHA yNakoBKu
Tabnetok y 6nictepi, BVMPOGHMLTBA, nNiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MDKHAPOAHUX
no 6 6nictepis y BK/THOHAI0UM BUNYCK no3Ha4yeHb OUHNLb BUMIPIOBaHHSA. BBeaeHHS
KapTOHHI ynakoBLi cepii: ®apmateH C.A., 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
"peLis; NOBHWIA LMKN
BMPOGHMLTBA,
BK/THOHAIOUM BUMYCK
cepii: ®apmaTteH
IHTepHewHn C.A.,
peuis
165. | KETOAIH CcynosuTopii BariHa/bHi CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/5825/01/01
no 400 mr, no 5 YKpaiHCbKO- icnaHcbke NignpueEMCcTBO 3MiHK | TUNY - AOMIHICTpaTBHI 3MiHW. 3MiHa peyenma
CynosuTopiiB y CTpuni; icnaHcbke "Cnepko YkpainHa" HaliMeHyBaHHS Ta/abo agpecu micus
no 2 cTpvnu B nauu,i 3 nigNPUEMCTBO NPOBaKEHHS AiSIbHOCTI BUpOBGHUMKa/imnopTepa
KapTOHY "Cnepko roTOBOrO /liKapCbKoro 3acoby, BkIo4aun
YkpaiHa" AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BiANOBigae
BMPOGHMK/IMNOPTEpP, He BK/IOYaKUM BUMYCK cepiid)
- BHECEHHS 3MiH 10 MaTepiasliB peecTpauiliHoro
nocbe p. 3.2.P.3.1 BUpo6GHMKK, a came: 3MiHa
aapecy BUpo6HuKa CniflbHe yKpaiHCbKO-icnaHCbke
nignpuemcteo "CMNEPKO YKPATHA", YkpaiHa, 3
3a3HaYeHHAM (DYHKLil B)Xe 3aTBepAKeHoro
BUPOGHMKA, 6E3 3MIHW MiCcLisi BUPOGHULTBA
166. | KETOTU®PEH Tabnetku no 1 mr; in AT Ykpaina AT "Codhapma" Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: - UA/12632/01/01
CO®DAPMA bulk Ne 4240: no 10 "BITAMIHL" 3MiHM | TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa

Tabnetok y 6nicrepi;
no 424 6nictepn y
noninponisieHoBi
Kopo6ui; in bulk Ne
4000: no 10 TabneTtok
y 6nicTepi; no 400

HaliMeHyBaHHA Ta/abo afpecy 3asBHVKa
(BnacHvika peecTpauiiHoro noceigyeHHs). 3miHa
HaliMeHyBaHHA Ta agpecu 3asBHVKa. BBegeHHA

3MiH NPOTArOM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsi abo 3miHn go
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepiB y
noninponisieHoBi
Kopoo6Li

y3ara/ibHeHUX JaHnx npo cucTemy
dhapmakoHarnsgy (BBeAeHHs y3araibHeHUX AaHux
npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOB&XeEHOI 0co6w, BiANOBiAa/IbHOT 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
3[jicHeHHs hapmakoHariaay (BKIyatum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cucremu chapmakoHarnagy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu
3asBHVKA, BigNoBiga/IbHOI 3a 34iACHEHHST
thapmakoHarnsgy. 3miHa Micus 34iCHEeHHSI
OCHOBHOI Aisi/IbHOCTi 3 dapmakoHarnsgy.
3miHa agpecu MacTep-chaiina cuctemu
chapmakoHarnsgy.

167.

KETOTU®EH
CO®DAPMA

Tabnetkv no 1 Mr no
10 Tabnetok y
6nictepi; no 3
6nicTepy B KapPTOHHIi
nayui

AT
"BITAMIHN"

Ykpaina

Brpo6HMLUTBO
Hepo3acoBaHol
NPOAYKLUii, NepBUHHA
ynakoBka abo
BMPOGHMLITBO 3@ MOBHUM
LKNIOM:

AT "Codhapma”,
Bonrapis;
BTopuHHa ynakoska,
[03BiN Ha BUNYycK cepii:
AT "BITAMIHW",
YkpaiHa

Bonrapis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asBHMKa
(BnacHvKa peecTpavuiiniHOro NoceigveHHs). 3miHa
HaliMeHyBaHHA Ta agpecu 3asBHVKa. BBegeHHA
3MiH NPOTArOM 6-TW MICALIB NIiCNA 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasisHeHUX faHnX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifasbHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-haiina cuctemm hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXeHOi 0cobm
3asBHIKA, BiANOBIAANLHOI 32 3iiCHEHHS
thapmMakoHarniagy. 3miHa Micus 34iNCHEHHs
OCHOBHOI [liANbHOCTI 3 hapmakoHarnsagy.
3miHa agpecu mactep-chaiina cuctemu
thapmakoHarnagy. 3miau | Tuny - AgmiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHSA AiSNbHOCTI BUpoOHUKa/imnopTepa
roTOBOro MikapCcbKoro 3acoby, BKIUaumn
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/O SIKOCTI. (AISNIbHICTb, 3a 5Ky BiAnNoBifae
BMPOGHMK/iIMNOpTEp, BKKOYAYM BUMYCK Cepilf).

3a
peyerimom

UA/5512/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3miHa HalimeHyBaHHS Ta agpecy BupobHuka M3,
6e3 3MiHN Micus BUpo6HMLTBA. BBEAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.

168.

KETOTU®EH
CODAPMA

TabneTkv no 1 mr no
10 TabneTok y
6nictepi; no 3
6nicTepy B KApPTOHHIi
nauuj

AT
"BITAMIHN"

YKpaiHa

Brpo6HMLTBO
Hepo3chacoBaHol
nNpoAykKLjii, NnepBuHHa
ynakoBka abo
BMPOGHULITBO 3a NMOBHUM
LKNIOM:

AT "Codthapma”,
Bonrapis;
BTopuHHa ynakoska,
[,03BiN Ha BUNYyCK cepii
a60 BUPOGHULTBO 3a
MOBHUM LMK/IOM
AT "BITAMIHW",
YkpaiHa

Bonrapis/
YKpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHU | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEJEHHA [0AaTKOBOI AiNlbHUL BUPOGHMLITBA 415
4acTVHM abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO /liKapCcbkoro 3acoby (AinbHULSA, Ha SKii
npoBoAATbCA 6yAb-5Ki BUPOOHWYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPOIO AKOCTI,
NMepBMHHOTO Ta BTOPUHHOTO NakyBaHHS, 415
HecTepW/IbHKX Jlikapcbkux 3acobiB). CynyTHS
3MiHa - 3MiHM 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI (iHLUI 3MiHW) - BBEAEHHS
[04aTKOBOI AifIbHNL BUPOGHMLITBA
Hepo3dhacoBaHol npoaykuii - AT "BITAMIHA",
YkpaiHa. fk Hacnigok 3miHa Ha3B, NOC/iAOBHOCTI,
a Takox feTtaniszauis cTagili BUpobHMYoro npotecy
Ta A0ro KOHTPOSO A1 BUPOOHUYOI AinbHNL AT
"BITAMIHW". 3miHu | TNy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOOHULTBI.
3amiHa ab0 BBeEHHS [,04ATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3acoby (4ibHULUA AN18 NePBUHHOIO NakyBaHHS) -
BBE/EHHA A0ATKOBOI AiNIbHULI A5 NEPBUHHOIO
nakyBaHHS rOTOBOTO J1iKkapCbKoro 3acoby - AT
"BITAMIHW", YkpaiHa.
3MiHu | TURY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKOoro 3acoby
(3amiHa abo foAaBaHHS AiNbHWLI, Ha AKil
3[iICHIETLCSA KOHTPO/Ib/BUNPOBYBaHHSA cepil) -
[0AaBaHHA AiNbHULI, Ha KA 34iCHI0ETbCA
KOHTpOK0 cepili - AT "BITAMIHN", YkpaiHa.

3a
peyenmom

UA/5512/01/01

169.

KACEHb
MEANYHUN

rA30noalsHn
n

ras y ctajieBmx
6anioHax o6'emom 1 n
a6o 2 n, abo 3 na6o 4
n,abo 5 na6o 10 n,
a6o 12 n, a6o 40 n,
abo50 nTay
rasudikatopax
KpPIOreHHnX

TOB "AIn!
EVNP FA3"

YkpaiHa

TOB "AIMI ENP FA3"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHK | TUNy - 3MiHK 3 SKOCTI. FOTOBWIA NiKapCbKnii
3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOr0O
nikapcbKoro 3acoby (iHLWi 3MiHW)— BBEAEHHS
[04aTKOBUX YMaKoBOK, a caMe CTasieBi 6asioHm
o6'emom 1n, 3n, 5n, 501 Ta rasundikatopm
KpiOreHHi, 3 BignoBigHNMM 3MiHaMK Y p.
«YnakoBKa». 3MiHW BHECEHI B po3/in "YnakoBka" B
IHCTPYKL,il0 AN51 MeAMYHOr0 3aCTOCYBaHHS
NiKapCcbKoro 3acoby y 38"A3Ky 3 BBEAEHHSAM

3a
peyenmom

UA/16705/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
[0AaTKOBOr0O PO3Mipy YNakoBKU, K HACNIAOK -
OHOBJ/IEHHA TEKCTY MapKyBaHHSA yNakoBKu
nikapcbKoro 3acoby (BeefeHHs1 3mMiH NpoTArom 6-
TN MiCALB Nic/1A 3aTBEPAKEHHS)
170. | KNONMIAOrPEN | Tabnetku, BKpUTI TeBa I3painb TeBa ®PapmaLesTikan I3painb BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14007/01/01
-TEBA nNiBKOBOKO dapmaueBTika IHgacTpi3 114, 3MiHK Il TRy - 3MiHK Wo[0 6e3nekn/edPeKTUBHOCTI peyenmom
060/10HKOI0, N0 75 Mr; n lHpacTpis Ta (papmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
no 10 Tabnetok y nTa. 3060B'A3aHb Ta YMOB BUJaui peecTpadiiiHoro
6nicTepi; no 3 abo 9 noceiAgYeHHs, BkNtoyaroun Mnax ynpasniHHA
6nicTepiB y kopobLi pu3nkamu (3aCTocyBaHHS 3MiH(1), aki(a)
B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHS
HOBMMW A04aTKOBVM AaHVNMMU, L0 MatoTb
HafaBaTNCA KOMNETEHTHUM OpraHoM, OCKISIbKY
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM
opraHoMm) - OHoB/fIeHO lMnaH ynpaBAiHHA pu3nkamu,
Bepcia 4.1. 3MiHN BHECEeHi [0 YaCcTUHU
«Cneuudikauis 3 6e3nekn» BiAnoBigHoO A0
pekomeHgauii Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2)
171. | KNOMIKCO/- PO34MH NS iH'ekuin 50 NyHp6ek [anis Ein. Dxeir. BakciHc A/C, [aHia BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/2206/01/01
AKY®DPA3 mr/mnno 1 mn B Ekcnopt A/IC [aHis (BunpobyBaHHs 3a 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
amnyni; no 10 amnyn B NOKa3HNKOM "TecT Ha Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
KapTOHHI KOpoOL;i CTepUbHICTL"); TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
EypodhiHc Biochapma 3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauYeHHs
MpopakT TecTiHr OAMHULIb BUMIpIOBaHHSA Y cuctemi Sl
[Lenmapk A/C, LaHis
(BMNpobyBaHHs 3a
NOKa3HUKOM
"MikpobionoriyHa
yucToTa” (Tect Ha
€HIO0TOKCUHW)); X.
NyHpbek A/C, faHis
(BpPOGHNLTBO
Hepo3acosBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MakKyBaHHS,
BUMYyCK cepiif)
172. | KNO®PAHIN TabneTkn, BKpUTI CaH IHAiA CaH ®apmacboTvkas IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/4869/01/01
nniBKOBOKO PapmacblTHK IHaacTpi3 fTg, 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
060/10HKOI0, N0 25 M, an lHgacTpis Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
no 10 TabneTtok y Nimiteq TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby

cTpwni, no 5 ctpunis y
KapTOHHIlA ynakoBL,i

3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauyeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH A0 po3ainy “MapKyBaHHS" B 3aTBEPKEHNX
MK$ N13. 3anponoHoBaHo: MapkyBaHHS 3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3MiH NPOTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS
173. | KO-AMJTIECCA Tabnetku, 8 mr/2,5 KPKA, a.4., CnoseHis BMPOGHMLTBO "in bulk", CnoseHisa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14676/01/01
mr/10 mr, no 10 HoBso mecTo nepBUHHE Ta BTOPUHHE Monbwa/ 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
TabneTok y 6nictepi; nakyBaHHs1, KOHTPO/1b HimeyunHa Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
no 3 a6o 6, a6o 9 cepii, BUNycK cepii: TEeKCTY MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby
6nicTepiB y KAPTOHHIN KPKA, a.4., HoBo mecTo, 3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
Kopoo6Li CnoBeHis; OOMHVLB BUMIPIOBaHHA Y cuctemi Sl. BHeceHHs
nepBuHHE Ta BTOPUHHE 3MiH 40 po3gainy "MapkyBaHHA" MKA N3.
nakyBaHHs: 3anponoHoBaHo: MAPKVIPOBKA B cooTBeTCTBUM
KPKA, a.4., HoBo mecTo, C YTBEPXAEHHbIM TEKCTOM MapKMpoBKU. TepMiH
CnoBeHis; BBEEHHS 3MiH: NPOTAroM 6-Tn MicsALIiB nicns
KOHTPO/b cepii: 3aTBepKEeHHs
KPKA, a.4a., HoBo mecTo,
CnoseHis;
NepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii, BUNycK cepii:
KPKA Monbuwa Cn. 3
0.0., MonbLa;
nepBrHHE Ta BTOPUHHE
naxyBaHHs, BUNYyCK
cepit:
TAL dapma M'mM6X,
HimeuuunHa;
KOHTPO/b cepii :
TAL dapma M'mM6X,
HimeuunHa;
KOHTpPO/1b
Mikpo6ionoriyHol
yucToTH cepii (y
BMNaAKy KOHTPOJO cepil
TAL dapma M'M6X):
Na6op JIC CE & Ko. KT,
HimeyunHa
174. | KO-AM/IECCA Tabnetku, 4 mr/1,25 KPKA, a.4., CnoseHis BMpPo6HULTBO "in bulk”, CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14676/01/02
mr/5 mr; no 10 HoBo mecTo nepBMHHE Ta BTOPVHHE Monbwa/ 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
Tabnetok y 6nictepi; nakyBaHHs1, KOHTPO/1b HimeyunHa Ta papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS

no 3 a6o 6, a6o 9
6/1icTepiB Y KapTOHHIN
Kopoo6Li

cepii, BUNYCK cepil:
KPKA, a.4a., HoBo mecTo,
CnoBeHis;
nepBuHHE Ta BTOPUHHE
nakyBaHHs:

KPKA, a.4., HoBo mecTo,
CnoseHis;
KOHTPO/b Cepil:
KPKA, a.4., HoBo mecTo,
CnoseHis;

TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSIM iHhOpMaLiT WOoA0 3a3HAYEHHS
OOMHVLB BUMIPIOBaHHA Y cucTeMi Sl. BHeceHHs
3MiH fo po3giny "MapkysaHHA" MKA N13.
3anponoHoBaHo: MAPKPOBKA B cooTBeTCTBUM
C YTBEPXAEHHbIM TEKCTOM MapKMpOBKU. TepMiH
BBE/IeHHS 3MiH: MPOTAroM 6-Tv MicAuiB nicns
3aTBEPKEHHSA
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/1b
cepii, BUNYyCK cepii:
KPKA Monbwa Cn. 3

0.0., MNMonbLua;

NnepBrHHE Ta BTOPUHHE

nakyBaHHs, BUMYCK
cepit:

TAL ®apma M'v6X,
HimeyvunHa;
KOHTPO/b cepii :
TAL ®apma M'v6X,
Himeuunha;
KOHTPO/1b
MiKpo6iosioriyHol
yncToTH cepii (y
BMNaKy KOHTPO/O cepil
TAL ®apma M'm6X):
Na6op /1C CE & Ko. KT,

HimeyunHa
175. | KO-AMJ/IECCA Tabnetkn, 2 mr/0,625 KPKA, ao.4., CnoseHis BMPO6HMLUTBO "in bulk”, CnoseHis/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/14677/01/01
mr/5 mr no 10 HoBo mecTO nepBuHHE Ta BTOPUHHE Monbuwa/ 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
Tabnetok y 6nictepi; nakyBaHHs1, KOHTPO/1b HimeyuunHa Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
no 3 a6o 6, abo 9 cepii, BUNYyCK cepii: TEeKCTY MapKyBaHHS1 yNakoBKM liKapCbKOro 3acoby
6nicTepiB y KAPTOHHIl KPKA, a.4., HoBo mecTo, 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
KopoobLi CnoBeHis; OOMHWLB BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
nepBuHHE Ta BTOPUHHE 3MiH go po3giny "MapkyBaHHsA" MKA N13.
nakyBaHHs: 3anponoHoBaHo: MAPK/IPOBKA B cooTBeTCTBUM
KPKA, a.4., Hoso mecTo, C YTBEPXAEHHbIM TEKCTOM MapKMpoBKU. TepMiH
CnoBeHis; BBEEHHS 3MiH: MPOTAroM 6-Tv MicsAuiB nicns
KOHTPO/b Cepil: 3aTBEPKEHHSA
KPKA, a.4., Hoso mecTo,
CnoBeHis;

nepBrHHEe Ta BTOPUHHE
nakyBaHHs!, KOHTPO/1b
cepii, BUNYCK cepil:
KPKA Monbuwa Cn. 3

0.0., MNMonbLua;

NepBrHHE Ta BTOPUHHE

nakyBaHHs, BUNYCK
cepil:

TAL ®apma M'M6X,
HimeuuunHa,;
KOHTPO/b cepii :
TAL ®apma M'M6X,
HimeuuunHa,
KOHTPO/1b
MiKpob6iosoriyHol
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yncToTH cepii (y
BMNaKy KOHTPOJO cepil
TAL ®apma 'm6X):
Na6op /1C CE & Ko. KT,
HimeyunHa

176.

KO-AMJIECCA

Tabnetku, 4 mr/1,25
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o 6, a6o 9
6nicTepiB y KAPTOHHIl
KopoobLi

KPKA, ao.4.,
HoBo mecTto

CnoBeHis

BMPO6HMLTBO "in bulk”,
nepBrHHEe Ta BTOPUHHE
nakyBaHHs!, KOHTPO/1b
cepii, BUNYCK cepil:
KPKA, a.4a., HoBo mecTo,
CnoseHis;
NepBrHHE Ta BTOPUHHE
nakyBaHHs:

KPKA, a.4., HoBo mecTo,
CnoBeHis;
KOHTPO/b Cepil:
KPKA, a.4., Hoso mecTo,
CnoBeHis;
nepBrHHEe Ta BTOPUHHE
nakyBaHHs!, KOHTPO/1b
cepii, BUNYCK cepil:
KPKA Monbuwa Cn. 3
0.0., MNMonbLua;
NepBrHHE Ta BTOPUHHE
nakyBaHHs, BUNYCK
cepil:

TAL ®apma M'M6X,
HimeuuunHa,;
KOHTPO/b cepii :
TAL ®apma M'M6X,
HimeuuunHa,
KOHTPO/1b
MiKpo6iosioriyHol
ynucToTu cepii (y
BMNaAKy KOHTPO/O cepil
TAL ®apma N'm6X):
Na6op N1C CE & Ko. KT,
HimeyunHa

CnoseHis/
MonbLa/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI
Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OOMHWLB BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
3MiH go po3giny "MapkyBaHHsA" MKA N13.
3anponoHoBaHo: MAPK/IPOBKA B cooTBeTCTBUM
C YTBEPXAEHHBIM TEKCTOM MapKUpoBKU. TepMiH
BBEEHHS 3MiH: MPOTAroM 6-Tv MicsAuiB nicns
3aTBepKEHHs

3a
peyernmom

UA/14677/01/02

177.

KO-AMJIECCA

Tabnetku, 8 mr/2,5
mr/5 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o 6, a6o 9
6nicTepiB y KAPTOHHIl

KPKA, a.4.,
Hoso mecTto

CnoseHis

BMPO6HMLTBO "in bulk”,
NepBrHHE Ta BTOPUHHE
nakyBaHHSs, KOHTPO b
cepii, BUNYyCK cepii:
KPKA, a.4., HoBo mecTo,

CnoseHis/
Monbua/
HimeuunHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
TEKCTYy MapKyBaHHA yNakoBKMW /liKapCbKoro 3acoby
3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauYeHHs

Kopoo6Li CnoseHis; OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
nepBvHHE Ta BTOPUHHE 3MiH 40 po3ainy "MapkyBaHHs" MKA N3.
nakyBaHHs: 3anponoHosaHo: MAPK/IPOBKA B cooTBeTCcTBUU
KPKA, a.4., HoBo mecTo, C YTBEPXAEHHBIM TEKCTOM MapKUpoBKU. TepMiH
CnoBeHis; BBEAEHHS 3MiH: MPOTAroM 6-T1 MicsiLiB nicns

3a
peyenmom

UA/14678/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOHTpPO/b cepii: 3aTBEPKEHHA
KPKA, a.4., HoBo mecTo,
CnoBeHis;
nepBUHHE Ta BTOPVHHE
nakyBaHHsl, KOHTPO b
cepii, BUNYyCK cepii:
KPKA Monbwa Cn. 3
0.0., MNMonbLua;
NnepBrHHE Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepit:
TAL ®apma M'v6X,
HimeyvunHa;
KOHTPO/b cepii :
TAL ®apma M'v6X,
Himeuunha;
KOHTPONb
MiKpo6iosioriyHol
yncToTH cepii (y
BMNaKy KOHTPOJO cepil
TAL ®apma 'm6X):
Na6op /1C CE & Ko. KT,
HimeyunHa
178. | KOMBICO Tabnetku, 5 mr/6,25 MPO.ME/A.LIC Yecbka MPO.MEA.LC Mpara Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/13792/01/01
Mr no 10 TabneTtok y Mpara a.c. Pecny6nika a.c. Pecny6nika 3MiHM | TUMy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenmom
6nictepi; no 3 a6o 10 Ta thapmakoHarnsgy (iHWi 3mMiHW) - 3MiHW B TEKCTI
6nicTepiB y KAPTOHHIN MapKyBaHHS1 yNakoBKW fikapcbkoro 3acoby LLoAo
KOpo6Li 3a3HayYeHHs1 MbXHapOAHNX NMO3HAYeHb OAVHULb
BMMIpIOBaHHSA. 3amiHa po3ainy «IpadiyHe
0hopMIEHHS YNAKOBKM» Ha PO34in «MapKupoBka»
B MK# /13. 3anponoHoBaHo: MapKnpoBka.
CornacHo yTBepXAeHHOMY TEKCTY MapKUPOBKY.
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHSA
179. | KOMBICO Tabnetku, 10 mr/6,25 MPO.MEA.LC Yecbka MPO.MEA.LC Mpara Yecbka BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/13793/01/01
Mmr no 10 TabneTok y Mpara a.c. Pecny6nika a.c. Pecny6nika 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
6nicTepi; no 3 a6o 10 Ta hapmakoHarnsgy (iHwWi 3miHW) - 3MiHW B TEKCTI
6nicTepiB y KAPTOHHIi MapKyBaHHS1 YNakoBKW Nikapcbkoro 3acoby LLoAo
KOpo6Li 3a3HaYeHHs1 MDXKHapPOAHWX NMO3HAYeHb OAMHNLbB
BMMIipIOBaHHA. 3amMiHa po3ainy «IpadiyHe
0hOpPMIIEHHS YMAKOBKM» Ha Po34in «MapKupoBkax»
B MKA /13. 3anponoHoBaHo: MapKnpoBka.
CornacHo yTeepXaeHHOMY TEKCTY MapKUPOBKY.
TepMmiH BBEflEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPAKEHHSA
180. | KOHErPA TabneTku XyBasibHi N0 €Bpo Benvka FeHechapm CA peuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14511/01/02
AENKOKC 50 mr, no 1 Tabnetuiy | Jlaiidokep /Itg | BpuTaHis 3MiHM | TUny - 3MiHK 3 AKocTi. CepTudiikar peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepi; no 1 BignosigHocTi/l E-cepTudikat BignosigHOCTI
6icTepy B KAPTOHHIl €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
Kopob6ui; no 4 HOBOro ab0 OHOB/IEHOTO cepTudikara
Tabnetkn y 6nictepi; BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
no 1 a6o no 2 BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
6nicTepy B KapPTOHHIN A®I; onsa BuxigHoro
Kopoo6Li marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBuHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
nogaHHa oHoeneHoro CepTtudikaTty BifgnoBigHOCTI
€Bponeiicbkin hapmakonei R1-CEP 2012-317-
Rev 00 (nonepepaHs Bepcis RO-CEP 2012-317-Rev
04) Big BXe 3aTBEPAKEHOro BUpOo6HMKa MYLAN
LABORATORIES LIMITED ansa A®I cungeHadiny
unTpary
181. | KOHErPA TabneTkn XyBasibHi N0 €Bpo Benvka F'eHechapm CA Mpeuis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/14511/01/03
AENHOKC 100 mr; no 1 Tabnetuyi Navicokep Nt | BputaHis 3MiHKM | TUNYy - 3MiHK 3 AKocTi. CepTudikaT peyenmom
y 6nictepi; no 1 BignosigHocTI/IE-cepTudpikat BignosigHoCTi
6nicTepy B KAPTOHHIi €Bponeiicbkil hapmakonei/moHorpadii. MogaHHA
Kopob6ui; no 4 HOBOro abo OHOB/IEHOTO cepTudiikata
Tabnetkn y 6nictepi; BigNoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa
no 1 a6o no 2 BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
6nicTepy B KApPTOHHIi A®I; onsa BuxigHoro
KopoobLi martepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudiikaT Bif y)xe 3aTBepKeHOro BUpoOHuKa -
nofaHHsa oHoBsieHoro Ceptudikarty BignoBigHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2012-317-
Rev 00 (nonepegHs Bepcia RO-CEP 2012-317-Rev
04) Big, BXe 3aTBEepAKeHOro B1UpobHrka MYLAN
LABORATORIES LIMITED gnsa A®l cungeHadiny
unTparty
182. | KO-NMPEHECA® | Tabnetku, 4 mr/1,25 KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecTo, CnoseHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/10953/01/02
mr; no 10 TabneTok y HoBso mecTo CnoBeHis (BUPOOGHMLTBO 3MiHKM | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom

6nictepi; no 3 abo 6,
abo 9 6nicTepiB y
KapTOHHiiA KopobLyj; no
15 TabneTok y
6nicTepi; no 2 abo 4,
abo 6 6nicTepis y
KapTOHHI KOpOO6Li.

"in bulk", nepBuHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii); KPKA, a.4., Hoso
mMecTo, C/ioBeHis
(koHTpoOSIb cepil)

Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHthopMmal,ii LLoA0 3a3HavYeHHsA
OAVHWLb BMMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH 40 po3giny «MapkyBaHHs» MKHA N13.
3anponoHoBaHo: MAPKVPOBKA B cooTseTCcTBMM
C YTBEPXAEHHbIM TEKCTOM MapKupoBKU. TepMiH
BBEIEHHSA 3MiH: NPOTAroM 6-Tu MicsLiB nicas
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPAKEHHSA
183. | KO-NMPEHECA® | Tabnetku, 8 mr/2,5 mr; KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecTo, CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10953/01/03
no 10 TabneTtok y HoBo mecTO CnoBeHis (BUPO6GHMLITBO 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
6nicTepi; no 3 abo 6, "in bulk”, nepBuHHe Ta Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
ab6o 9 6nictepiB y BTOPVHHE NakKyBaHHS, TEeKCTY MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby
KapTOHHI kopobuj; No KOHTPO/1b Ta BUMYCK 3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
15 Tabnetok y cepii); KPKA, a.4., Hoso OOMHVLB BUMIPIOBaHHA Y cuctemi Sl. BHeceHHs
6nictepi; no 2 abo 4, mecTo, C/oBeHist 3MiH 40 po3ainy «MapkyBaHHs» MKA N13.
abo 6 6nictepiB y (KOHTpO/Ib cepil) 3anponoHoBaHo: MAPKMPOBKA B cooTBeTCTBUM
KapTOHHI KopobLli. C YTBEPXAEHHbIM TEKCTOM MapKMpOoBKU. TepMiH
BBEEHHS 3MiH: NPOTAroM 6-Tn MicsALIiB nicns
3aTBEPIKEHHS
184. | KO-NMPEHECA® | Tabnetku, 2 mr/0,625 KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecTo, CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/10953/01/01
mr; no 10 TabneTok y HoBso mecTo CnoBeHis (BUPOOGHMLTBO 3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
6nictepi; no 3 abo 6, "in bulk", nepBuHHE Ta Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
abo 9 bnicTepiB y BTOPWHHE MakKyBaHHS, TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
KapTOHHiiA KopobLyj; no KOHTPO/1b Ta BUMYCK 3 BHECEHHSAM iHthopMmal,ii LLoA0 3a3HaYeHHsA
15 TabneTok y cepii); KPKA, a.4., Hoso OAMHVLB BUMIPIOBaHHSA y cuctemi Sl. BHeceHHs
6nicTepi; no 2 abo 4, mMecTo, C/ioBeHis 3MiH 40 po3giny «MapkyBaHHs» MKHA N13.
abo 6 6nictepiB y (KOHTpOSb cepil) 3anponoHoBaHo: MAPKVPOBKA B cooTBeTCcTBUM
KapTOHHI KOpOO6Li. C YTBEPXAEHHBIM TEKCTOM MapKMpOoBKU. TepMiH
BBEJEHHS 3MiH: NPOTAroM 6-T1 MicsAUiB nicns
3aTBEPKEHHS
185. | KCE/NbSAH3 TabneTkn, BKpUTI MNeANIEP CLUA Mdpaiizep Himeuunna BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/14485/01/01
nniBKOBOKO EVY.CL.II. MeHtohekyypuHr 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
060/10HKO0, N0 5 Mr KOPMOPEWLL [Loiiunens MvoX, Ta hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHS 3MiH
no 14 TabneTtok y H HimeuunHa [0 po3ainy «MapkyBaHHs» MKA N3:
6nicTepi; no 1 a6o 4 (BMPOGHMLITBO 3a 3anponoHoBaHo: MapkyBaHHS. 3rigHO
6nicTepy y KapTOHHIl MOBHWM LKIOM) 3aTBep)KEHOro TeKCTy MapKyBaHHA. OHOBIEHHSA
nauti 3 MapKyBaHHAM TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby
YKPaiHCLKOI0 MOBOIO; 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
no 14 tTabneTtok y OAMHULb BUMIpIOBaHHSA Y cuctemi Sl
6nicTepi 3
MapKyBaHHAM
aHrniicbkoto abo
iHLLIOIO iHO3eMHO0
MoBoto; no 1 a6o 4
6nicTepy y KapTOHHiIl
nauti 3 MapKyBaHHAM
aHrniicbkoto abo
iHLLIOIO iHO3eMHO0
MOBOIO 3i CTVKEpOM
YKPaiHCbKOK0 MOBOO
186. | KCE®POKAM® NOPOLLIOK A5 PO3YUHY Takega ABCTpist Baccepbyprep Himeuunna/ BHECEHHS 3MiH [10 peecTpaliiiHux maTepianis: 3a UA/2593/02/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ONs iH'eKuin no 8 mr; 5
(h1aKOHIB 3 NOPOLLKOM
Y KapTOHHIli Kopoobui

ABcTpia TM6X

ApuHalimiTTensBepk
vM6X, HimeuunHa
(B1pPOGHMLTBO
Hepo3dacoBaHol
NPOAYKLUii, NepBUHHE
nakyBaHHs); Takega
ABcTpis FTM6X, ABCTpIs
(BTOPUHHE NakyBaHHA Ta
BUMYCK Cepii)

ABcTpist

3MiHW | TUMy - 3MiHK 3 SKOCTI. FOTOBMIA NikapCbKNii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepii
(BKNtOYAKOUM fiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - 3MiHA
po3mipy cepii N13: 3anponoHoBaHoO: po3Mip cepii
Big 118 po 340 n. BBegeHHs 3MiH NpoTAroM 6-tm
MicsILiB nicns 3aTBepKEHHS; 3MiHY |l TUny - 3MiHK
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHM Y Npoueci BUpobHULTBA
roTOBOrO /iKapcbKoro 3acoby, BkIovaun
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCSA MpU
BMPOGHMWLTBI FOTOBOTO NiKApCbKOro 3acoby
(cyTTeBa 3MiHa y npoLeci BUPOGHULTBA, Sika MOXe
MaTy iCTOTHWIA B/IMB Ha AKICTb, 6e3neky Ta
ePEKTMBHICTb MiKapCbKOro 3acoby) - 3MiHU y
npoueci BupobHuuTea N3, a came
3anpoBapKeHHs [0A4aTKOBOro BUPOBHNYOro
npouecy (Process B) ansa dpnakoHis 4R.
BurotoBneHHs /13 NpoBOANTLCA Y ABOX Pi3HNUX
hopmax cpnakonis 4R (6 mn1) Ta 8R (10 mn). B
yMOBax 3MiHU po3mipy cepii 6yae 3anpoBamKeHuii
[04aTKOBUIA BUPOBGHMUMIA NpoLiec A1st hakoHis
4R. MNpouec B npu3HayeHnii B OCHOBHOMY A5
36inbLUEeHOT po3mipy cepii (Big 220 niTpis go 340
NiTpiB). Ha AaHnii MOMEHT 3aTBepPAXEHWIA
BMPOGHMYNIA Npouec Ansa dnakoHis 4R Process A
Ta 8R 3a/MWIAETLCA NOBHICTIO BanigoBaHuii 6e3
6yab-AKUX 3MiH. [JofaTKOBO BHOCATLCS peAakuiliHi
BMMNpaBfieHHs y po3gini: - 3.2.P.3.3. Description of
manufacturing process and process controls. Y
cxeMi onucy BUPOGHMYOro npotiecy Ha etani «100
% Bi3yasibHWIA Ornag» 6yn0 BUNPaBAEHHS Y
dhopMy toBaHHI MOKa3HMKa KOHTPOSIIO 3 «ACNeKT
Macu/sucota» (Cake aspect/height) Ha «Burnapg,
macu/BucoTta» (Cake appearance/height) -
3.2.P.3.4. Contraols of critical steps and
intermediates. MNapameTp BUNPOGYBaHHSA
«LlinicHicTb dinbTpy/andysisa MakcumanbHO
po3BoneHuit notik» (Filter integrity/diffusion test:
Maximum allowed flow) pepakuiliHo BUnpaBneHo
Ha TecT Ha uinicHicTb dinbTpy (Filter integrity
test). BBefeHHs 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPAKEHHS

peyernmom

187.

KYKYPYA3M
CTOBMYNKN 3
NPUAMOYKAM

CTOBMYMKM 3
npuiimoykamu no 40 r
a60 50 r y naykax 3

MpAT
"NikTpasn”

Ykpaina

MpAT "NikTpasn”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis:
3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsaay (iHwi 3miHW) - 3aMiHa po3giny

6e3
peyenma

UA/5866/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
n BHYTPILLUHIM MakeTom “I'padhiuHe 0dhopMIEHHS YNakoBKW™ Ha Po34in
“MapkyBaHHA" B MK#A J13: 3anponoHoBaHo:
MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEPAKEHNM
TEKCTOM MapKyBaHHS. 3MiHN BHECEHI B TEKCT
MapKyBaHHs ynakoBKW Nikapcbkoro 3acoby LoA0
3a3HauYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb
BUMIpIOBaHHSA. BBEeHHA 3MiH MPOTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
188. | NAKTUHET®- TabneTku, BKpUTI BAT "legeoH | YroplimHa BAT "lepeoH Pixtep" YropuwyHa BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: 3a UA/9036/01/01
PIXTEP NNiBKOBOIO PixTep" 3MiHM | TURy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenmom
06010HKot0, no 0,075 Ta thapmakoHarnsgy (iHWi 3mMiHW) - 3MiHW B TEKCTI
Mr, No 28 TabneTok y MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby Loao
6nictepi; no 1 3a3HayYeHHs1 MbXHapOAHWUX NMO3HAYeHb OAVHULb
6nictepy y naketi 3 BUMIpPIOBaHHSA. TepMiH BBeEHHS 3MiH NPOTAroM 6
naMiHoBaHoI MicsILiB nicns 3aTBepAYKEHHS
antoMiHieBOT hosbru;
no 1 a6o 3 nakeTtu
pa3oM 3 KapTOHHUM
yTnsapom ans
36epiraHHsa 6nictepa B
KapTOHHI ynakoBLi
189. | NTAMOTP/H® Tabnetkun TOB "ACIHO Ykpaina Cnecidap C.A. peuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14222/01/01
Aavcneprosadi, no 25 YKPAIHA" 3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenmom
mr, no 10 TabneTok y Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
6nicTepi, no 3 XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
6nicTepn y KapTOHHiIl MapKyBaHHS Ta IHCTPYKUiT AN MefuuHoro
nauuj 3aCTOCyBaHHS reHepUYHNX/TibpuaHMX/6ionoAiIGHNX
nikapcbKunx 3aco6iB Nicns BHECEHHS Tiei camol
3MiHWN Ha pechepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XOAHWNX HOBUX A0AATKOBUX
[OaHuX) - 3MiHW BHECEeHi [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA NMikapCbKoro 3acoby y
po3ginu "Ocob6amBocTi 3acTocyBaHHSA", “Mo6iYHi
peakui™ BignosigHo A0 iHhopmMauii pedyepeHTHOro
nikapcekoro 3acoby JAMIKTAN™ (TabneTku, Wwo
AncnepryroTbest). BeBefeHHs 3MiH npoTsarom 6-tv
MiCALB Nicna 3aTBepAKeHHs
190. | TAMOTPUH® Tabnetkun TOB "ACIHO YkpaiHa Cnecidap C.A. pevyjs BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/14222/01/02
avcneprosadi, no 50 YKPAIHA" 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom

mr, no 10 TabneTok y
6nictepi, no 3
6nicTepy y KapTOHHIl
nauuj

Ta (papmakoHarnagy. 3MiHu y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANyYHOro
3aCTOCYBaHHSI TeHepUYHUX/TIGPUAHMX/6I0NOAIGHMX
NiKapcbKnx 3acobiB nic/is BHECEHHA TiEl camol
3MiHM Ha pechbepeHTHWI npenaparT (3MiHa He
noTpebye HaflaHHSA XOAHWX HOBMX A0AATKOBUX




133

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o
nocsio4yeHHs

[aHunX) - 3MiHM BHECEHi [0 iHCTPYKUIii Ans
MeAMYHOro 3aCTOCyBaHHA /TiKkapCbKoro 3acoby y
po3ginu "OcobamBocTi 3acTocyBaHHSA", "Mo6iIYHi

peakuii" BignoBigHo Ao iHhopmavii pedhepeHTHOro
nikapcbkoro 3acoby JAMIKTANT™ (TabneTku, Wwo
Avcnepryotbes). BBefeHHs 3MiH NnpoTArom 6-mm
MicSLiB NicNs 3aTBEPAYKEHHS

191.

NAMOTPUH®

Tabnetku
Avcneprosadi, no 100
Mr, no 10 TabneTok y
6nictepi, no 3
6/1icTepun y KapTOHHIN
nayui

TOB "ACIHO
YKPAIHA"

YKpaiHa

Cnecigap C.A.

Mpeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnagy. 3MiHu y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MefUYHOro
3aCTOCyBaHHS TeHepUYHUX/TIGPUAHNX/6I0NOAIGHNX
nNiKapcbKknx 3acobiB Nic/s BHECEHHA TiEl camol
3MiHM Ha pechbepeHTHWII npenapaT (3MiHa He
noTpebye HaflaHHSA XOAHNX HOBUX A0AATKOBUX
AaHunX) - 3MiHW BHECeHi 0 iHCTPYKUiT Ans
MEeAMYHOrO 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ginu "OcobnmBocTi 3acTocyBaHHS", "Mo6iYHI
peaxuii” BignosigHo Ao iHhopmauii pedhepeHTHOro
nikapcekoro 3acoby JAMIKTANT™ (TabneTku, Wwo
aucnepryoTbes). BBegeHHs 3MiH NpoTAroM 6-tu
MiCALB Nicnsa 3aTBepAKEeHHsA

3a
peyenmom

UA/14222/01/03

192.

NAHCOMNPON®

kancynu no 30 mr, no
7 kancyn y 6nictepi,
no 2 a6o 4 6nictepn y
KapTOHHIN ynakoBLi;
no 14 kancyny
6nictepi, no 1 a6o 2
6/1icTepun y KapTOHHIN
ynakosLi; rno 4
Kancynu y énictepi, no
1 6nictepy y
KapTOHHI ynakoBLi

HOBE/T INAY
CAHAI BE
TIIKAPET
AL

TypeuunHa

NOBHWIA LMK
BMPOGHMLTBA,
BiNOBigaNbHWIA 3a
Bunyck cepii: HOBEN
I/IAY CAHAI BE
TIOIKAPET A.LL.,
TypeuunHa;
BMPOGHMLTBO
MikponeneT: Ynkap Kimis
CaHai Be TigxapeT
A.U., TypeuumHa

TypeuunHa

BHeCeHHs1 3MiH [0 peecTpauiiHux maTepianis:
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHua abo 3miHv o
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnagy (BBeAEHHS y3arasibHeHNX JaHux
npo cuctemMy papmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0c06Mu, BignoBifabHOT 3a
3pjlicHeHHs hapmakoHarnagy (Bkyarym
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MiLLLEHHI
MacTep-alina cuctemu papMakoHarnisay) -
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. Aivoua
pegakuis: Dr. Rasit Sidan. MNponoHoBaHa
pefakuis: R. Ayse Cetin. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu
YMNOBHOBaXeHOT 0CO6M 3as1BHUKA, BifMnoBigasIbHOT
3a (hapmakoHarnsg, B Ykpaini. [livoua pegakuis:
Mykolenko Olexandr Pavlovich. MponoHoBaHa

3a
peyenmom

UA/3932/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
pepakuis: Stefanska Olga. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6Y YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNoBiAanNbHOI 3a thapmakoHarnsg, s
YkpaiHi. 3MiHa MicuA 34iACHEHHST OCHOBHOT
LisNbHOCTI 3 thapmakoHarnagy. 3miHa
MiCLie3HaxXOKEHHS MacTep-ghainna.
193. | NAHCOMNPO/N® | kancynu no 15 mr, no HOBEN INAY | TypeyuuHa NOBHUIA LMK TypeyunHa BHeceHHs 3MiH 0 peecTpaviliHix maTtepianis: 3a UA/3932/01/01
7 kancyn y 6nictepi, CAHAI BE BUPOGHMLTBA, 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI peyenmom
no 2 abo 4 6nictepn y TIIXKAPET BiANoBiAaIbHMI 3a Ta thapmakoHarnsagy. BeegeHHs abo 3miHv o
KapTOHHI ynakoBLi; A.LL. Bunyck cepii: HOBEN y3arasibHeHuUx gaHux npo cucremy
no 14 kancyny I/IAY CAHAI BE hapMakoHarnsay (BBeeHHs y3arasibHEHUX AaHNX
6nicTepi, no 1 a6o 2 TIOKAPET A.LL., npo cuctemy chapmakoHarnsgy, sMmiHa
6nicTepy y KapTOHHIl TypeuunHa; YNOBHOBaXEHOI 0c06W, BiANOBIAa/IbHOT 3a
ynakosLi; no 4 BUPOBHULTBO 3piicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0co6u 3
Kancynu y énictepi, no MikponeneT: Ynkap Kimis thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
1 6nicTepy y CaHali Be Tigpxapet hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
KapTOHHI ynakoBLi A.LL., TypeuunHa Bif, yNOBHOBaXXeHOT 0co6Mu, BiANOBiAaIbHOI 3a
3[jicHeHHs hapmakoHaraay (BKIyatumn
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-calina cuctemu papmMakoHarnisay) -
3MiHa YyNoBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. Aivova
pegakuis: Dr. Rasit Sidan. MNMponoHoBaHa
pegakuis: R. Ayse Cetin. 3miHa KOHTaKTHUX AaHWX
YNOBHOBaXEHOI 0c06W, BiANOBiAa/IbHOT 3a
thapmakoHarnsg. 3miHa KOHTaKkTHOT 0co6u
YNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a (papmakoHarnsg, B Ykpaini. livouya pepakuis:
Mykolenko Olexandr Pavlovich. MponoHoBaHa
pegakuist: Stefanska Olga. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0cobm
3a5BHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOT
LifNbHOCTI 3 thapmakoHarniagy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-goaiina.
194. | NAHCOMPO/I® | kancynu no 15 mr, no HOBEN INAY | TypeyunHa NOBHWIA LMK TypeuunHa BHeCceHHs 3MiH [0 peecTpauiiHux maTepianis: 3a UA/3932/01/01
7 kancyn y 6nictepi, CAHAI BE BMPOGHMLTBA, 3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
no 2 abo 4 6nictepn y TIIKAPET BiiNOBigaNbHWIA 3a Ta thapmakoHarnsagy (iHwi 3miHu) - OHOBNEHHSA
KapTOHHIN ynakoBLi; A.LL. Bunyck cepii: HOBEN TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
no 14 kancyny I/IAY CAHAI BE 3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauYeHHs
6nicTepi, no 1 abo 2 TIOXKAPET A.LL., OAVHWLL BUMIptOBaHHA Y cuctemi Sl. BHeceHHs
6/1icTepun y KapTOHHIN TypeuunHa; 3MiH 40 po3ainy «MapkyBaHHsi» MKHA /13:
ynakosLi; rno 4 BMPOGHMLTBO 3arsepaxeHo: MAPKYBAHHA. TekcT MapKyBaHHSA
Kancynu y énictepi, no MikponeneT: Ynkap Kimis NnepBUHHOT Ta BTOPUHHOIT YNakoBKW J0AA€ETLCS.
1 6nictepy y CaHai Be TigxapeT 3anponoHoBaHo: MAPKYBAHHA. 3rigHo
KapTOHHIl ynakosLi A.L., TypeyunHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NpOTArom 3-X MiCALIB Mic/sa 3aTBEPKEHHS.
195. | NTAHCOMPO/NI® | kancynu no 30 wmr, no HOBE/ INAY | TypeyunHa NOBHWIA UMK/ TypeyumHa BHeCeHHs 3MiH 10 peecTpauiiHux maTepianis: 3a UA/3932/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
7 kancyn y 6nictepi, CAHAI BE BMPOGHMLTBA, 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
no 2 a6o 4 6nictepn y TIOKAPET BiANoBigabHMIA 3a Ta hapmakoHarnsagy (iHwi 3miHu) - OHOBEHHS
KapTOHHIN ynakoBLi; A.L Bunyck cepii: HOBEN TEKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
no 14 kancyny IIAY CAHAI BE 3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
6nictepi, no 1 a6o 2 TIOXKAPET A.LL., OOMHVLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs
6nicTepy y KapTOHHIl TypeyuunHa; 3MiH J0 po3giny «MapkyBaHHs» MKA N13:
ynakosuj; no 4 BMPOGHMLTBO 3arBepakeHo: MAPKYBAHHSA. TekcT mapKyBaHHS
Kancynu y énictepi, no Mikponenet: Ynkap Kimis NepBMHHOT Ta BTOPUHHOI YNakoBKW J0AA€ETHCS.
1 6nictepy y CaHai Be TigpxapeT 3anponoHosaHo: MAPKYBAHHA. 3rigHo
KapTOHHI ynakoBL,i A.L., TypeuunHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs
3MiH NPOTAroM 3-x MicsUIB NiCNs 3aTBEPKEHHS.

196. | NIMEHAA-N cynosuTopii YOPNA TypeyunHa yopng MEANLUNH TypeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15946/01/01
BariHasbHi, no 7 MEOMLUNH INAY CAH. BE TI0XK. 3MiHa 3as1BHMKa (B/1aCHUKa peecTpaviiiHoro peyenmom
CynosuTopiiB y ITAY CAH. BE A.LL. noceigveHHs) (3rigHo Hakasy MO3 Big 23.07.2015
6nicTepi; no 1 TIOXK. A.LL. Ne 460). 3miHu | TURY - 3MiHK WoA0

6nicTepy y KOMMIeKTi
3 7 Hanasb4yHMKamm
0[IHOPa30BOro
BUKOPWCTaHHSA y
KapTOHHI KopooLyi

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHuX Npo
cucTemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOi 0c06M 3 thapmakoHarnagy 3asBHuKa
[ANAa 3jiiCHEeHHs hapMakoHarnsay B YKpaiHi, sKLLo
BOHa BiMiHHa Bij, yNOBHOBa)KeHOI 0cobw,
BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHIKA, BiANOBIAANLHOI 32 3iiCHEHHS
thapmakoHarniagy: firova pegakuis — CasilleBa
Napuca / Savishcheva Larisa; MNponoHoBaHa
pefakuis — Mescim Inbkbaxap LiHyens / Mrs.
Mevsim llkbahar. 3MiHa KOHTaKTHWUX AaHuX
YNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
hapmakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI ocobu,
BiANOBIA&/IbHOT 32 hapmakoHarnsag. 3MiHa micuga
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapMakoHarnsgy. 3miHa MicLe3Haxo4KeHHS
MacTep-daiina. 3miHu | Tuny - 3mMiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3MiHM y BUPOBHULTBI.
3amiHa abo BBeAEeHHS [0AaTKOBOI AiNbHUL
BMPOBHMLTBA [151 YaCTUHM ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3ac00y (AinbHYLA, Ha K NPOBOAATLCA Oy Ab-AKi
BMPOGHUYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJI0 AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 715 HECTEPUIbHUX NIKAPCbKMNX
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3ac06iB). CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
abo BBefeHHA A04ATKOBOT AifIbHULI BUPOBOHMLTBA
NS YacTHM abo BCbOro BUPOBHMYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUS ans
BTOPUHHOIO NakyBaHHs) - 3MiHW 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeZleHHA 404aTKOBOI AiNbHUL BUPOBHULTBA
AN YacTnHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO JliKkapCcbkoro 3acoby (ainbHuusa ans
NEepPBUHHOIO NakyBaHHS) - 3aMiHa AifIbHUL
BMPOGHULITBA rOTOBOTO NiKapCbKOro 3acoby
(3aTBepmxeHo: 3eHTiBa Carnuk YpyHnepi CaH. Be
Tigpx. A.LL., TypeyunHa; 3anponoHoBaHo: YOP/
MEAVLVH ITAY CAH. BE TISK. A.LL.,
TypeuuunHa). 3miHu | TMny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3miHa iMnopTepa/3miHm, L0 CTOCYHOTLCSA BUMYCKY
cepil Ta KOHTPO/II0 SIKOCTI FOTOBOrO NiKapPCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLLO
BiANOBIAaE 3a BBE3EHHA Ta/abo BMNyCK cepil) -
Bktoyaloun KOHTPO/b/BMNPOGYBaHHS cepii.
3aMiHa BMPOGHWMKa, L0 BifNOBiga€E 3a BBE3EHHS
Ta/abo BMNycK cepii roTOBOrO JliKapCbKOro 3acoby
(3aTBepmxeHo: 3eHTiBa Carnuk YpyHnepi CaH. Be
Tigpx. A.LL., TypeyunHa; 3anponoHoBaHo: YOP/
MEAVLVH IJTAY CAH. BE TISK. A.LL.,
TypeuuunHa). 3miHu | Tuny - 3miHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - BUKAJEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby BigNoBiAHO A0 3aTBEPAKEHOT
CTPYKTYPU MapKyBaHHS 3 BpaxyBaHHAM
iHchopmawii WoA0 3MiHN 3asBHMKA Ta BUPOOHMKA,
a TaKoXX BHECEHHAM [0 TEKCTY MapKyBaHHS
yNaKkoBKU NiKapCbKoro 3acoby MixXHapOaHMX
Nno3HayveHb OAVHWLE BUMIPOBAHHSA KifIbKOCTI
LiH0YMX PEYOBVH.

197.

NOMEKCUH®

Kpem 2% no 30ry
Ty6i, no 1 Ty6i y
KapTOHHI Kopo6Lyi

Pekoppari
AineHpg Nta

IpnaHgis

Pekopparti IHaacTpia
Ximika e dapmaceBTika
C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHuW | TMNy - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTI/lE-cepTudpikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0MNOMDKHOT peyoBMHY (cepTudiikaT BifgnoBigHOCTI

3a
peyenmom

UA/6094/02/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€Bponeiicbkili hapmakonei) - HoBuii ceptuddikat
Bifj BXXe 3aTBEepAKEeHOro BUPOOHMKa - NOAAHHS
Hoeoro CEP Ne RO-CEP 2014-374-Rev 00 ans
Aito40T peyoBVHN hEHTUKOHA30/1Y HITpaTy Bif BXe
3aTBepAxeHoro Bupo6Hrka Recordati Industria
Chimica e Farmaceutica S.p.A., Italy. Paxiwe gns
Ailo4oi peyvoBrHN ByB 3aTBEpAKeHNit DMF; 3miHu |
TMny - 3MiHK 3 AkoCTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata
Bi4MNOBIAHOCTI ab0 BUIyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOrO
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHuMKa -
OHOB/IEHHS cepTudiikaTy BiAMNOBIAHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2014-374-
Rev 01 ansa gitoyoi peyoBuHM heHTNKOHA30/Ty
HITpaTy Bif BXe 3aTBepKEHOro BUPO6HMKA
Recordati Industria Chimica e Farmaceutica
S.p.A., ltaly, y 3B'A3ky 3 gofaBaHHSIM HOBOTO
BMPOOHUKA MPOMDKHOT NpoayKLil

198.

NONEPAMIA
FPIHAEKC

Karncynu Teepgi no 2
mr, no 10 kancyny
6nictepi; no 1
6nictepy y nauui 3
KapTOHY

AT "IpiHaekc"

Naria

AT "I'piHgekc"

Nartia

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TURy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - 3MiHW B TEKCTI
MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby Loao

3a3HaYeHHs1 MbXHapPOAHWUX NMO3HAYeHb OAVHULb

BMMipoBaHHSA. 3amiHa po3giny «Ipacmnyeckoe

ohopMIEHNE YNAKOBKM» Ha po3ain «MapKupoBka»
B MK# /13. 3anponoHoBaHo: MapkmpoBka.
CornacHo yTBepXAeHHOMY TEKCTY MapKMpPOBKU
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHSA

6e3
peyenma

UA/6390/01/01

199.

NOUEPUN®

nak ans Hirtis
nNikyBanbHWUiA, 50
mr/mn; no 1,25 mn,
abo 2,5 mn, abo 5 mn
y thnakoHi; no 1
hnakoHy (B KOMNEKTI
3 30 ouuLLyBanbLHNUMU
TamnoHamu, 10
wnarenamun 1a 30

rangepma CA

LBeliuapis

Na6opaTopii Fangepma

PpaHuis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHKM | TRy - 3MiHW WOoA0 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHUX faHUX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3arasilbHeHNX JaHux
npo cuctemy chapmakoHarnsgy, aMmiHa
YyNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3[iiCHEHHST chapMakoHarnsa4y; KOHTakTHOT 0cobu 3
hapmakoHarnsay 3asiBHUKa 15 34iliCHEHHS

6e3
peyenma

UA/14681/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

nuioYKamu ANs HIrTise)
B KapTOHHI1 kopobuyj;
no 1,25 mn, a6o 2,5
M, abo 5 mny
(h1aKOHI 3 KPULLIKOIO 3
annikatopom; no 1
dhnakoHy (B kOMNAexTi
3 30 oumLlyBaibHUMMN
TamnoHamu Ta 30
nuioYKamu ANsi HIrTise)
B KapTOHHI1 kopobui

thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
3[jicHeHHs dhapmakoHaraay (Bkvatumn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-halina cuctemy papmMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.

[itova pegakuisn: Martine Foureur, MD.
MponoHoBaHa pegakuis: Vincent Jullien. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKeHOi 0cobm
3as1BHVIKa, BignoBiga/ibHOI 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0CO6M YNMOBHOBaXXEHOT 0CO6U
3asBHVKA, BigNoBiga/IbHOI 3a 34iACHEHHST
hapMakoHarnsgy B Ykpaini. [itova pegakuis:
PorvHcbka Onena MasniBHa. MNponoHosaHa
pepakuis: ®egoposa AHHa OnekciiBHa. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a 3pjlicHeHHs hapmakoHarnsay B YkpaiHi

200.

NYUETAM®

PO3YMH NS iH'EKLN,
200 mr/mn; no 5 mn (1
r) B amnyni; no 5
amnyn y énictepi; no 2
6nicTepy B KapPTOHHIi
KOpoo6Li;
nols5mn(3r)B
amnyni; no 4 amnynu B
6nicTepi; no 1 abo no
5 6nictepiB y
KapTOHHI KOpo6Lyi

3AT
PapmaLeBTuy
HWIA 3aBOA,
ETIC

YropLmHa

3AT dapmaueBTUYHNMIA
3asog ElIC

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
YTOUHeHHs B Hakasi Ne 2032 Big 04.09.2020 poky
LLIOA0 HaNMcaHHs peecTpaLiiHoro NoCBiAYEHHS:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta dpapmakoHarnsgy (iHwi 3mMiHn) - BBeAEHHS
[0[,aTKOBOrO TEKCTY MapKyBaHHs YNaKoBKu
NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MDKHAPOAHUX
no3HayeHb OAMHWLL BUMIPIOBaHHS. 3aMiHa
po3ainy «Ipatryeckoe ohopmMaeHne ynakoBKm»
Ha «MapknpoBka» B 3arBepmkeHunx MKA N13:
3anponoHoBaHo: MapkupoBka. B cooTBeTCTBUM C
YTBEPXEHHbIM TEKCTOM MapKMpoBKW. BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS

3a
peyenmom

UA/8165/02/01

201.

NIOKCOEH®

Kpansi O4Hi, po34nH, 2
Mmr/mn, no 5 mny
naawui; no 1 naswui s
KapTOHHI KOpoOL;ji

TOB "bayw
Xenc"

YkpaiHa

TOB "CaHToHika"

JintBa

BHECEHHS 3MiH 40 peecTpayiiHux martepianis:
3MiHM | TUNy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH

00 po3giny “MapkyBaHHs” MKA 113"
3anponoHoBaHo: MapkyBaHHS. BignoBsigHo A0
3aTBEPPKEHOr0 TEKCTY MapKyBaHHs. OHOBEHHSA
TEKCTYy MapKyBaHHA yNakoBKMW /liKapCbKOro 3acoby
3 BHECEHHAM iHchopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBefeHHA
3MiH NPOTArOM 6-TK MICALIB NiC/1A 3aTBEPAKEHHS

3a
peyenmom

UA/11660/01/01

202.

MAKCIANIH
150

kancynu no 150 mr Ne
30 (10x3), Ne 60
(10x6) y cTpunax

CaH
PapmacboThK
an lHgactpis
NimiTeq

IHais

CaH dapmMacbloTuKan
IHaacTpi3 fTg,

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
00 po3gainy “MapkyBaHHs" B 3aTBepapxeHnx MKA

3a
peyenmom

UA/15451/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

N3. 3anponoHoBaHo: MapkyBaHHS: 3rigHo 3
3aTBEPMAKEHNM TEKCTOM MapKyBaHHS. OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby

3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs

OAIMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH

BBE/EHHS 3MiH - NPOTArom 6 micsuis nicns

3aTBEPAKEHHS

203.

MAKCIANIH 75

Kancynu no 75 mr Ne
30 (10x3), Ne 60
(10x6) y cTpunax

CaH
PapmacbioThK
an lHgacTpis
Nimiteq

IHais

CaH ®apmMacbioTuKan
IHgacTpi3 JTg,

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" B 3aTBepKeHnx MKA

N3. 3anponoHoBaHo: MapkyBaHHS: 3rigHo 3
3aTBEPKEHNUM TEKCTOM MapKyBaHHs. OHOB/IEHHSA
TEKCTY MapKyBaHHS YNakoBKM NikapCbKoro 3acoby

3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs

OAMHMLb BUMIpIOBaHHA Y cuctemi Sl. TepmiH

BBEJEHHS 3MiH - NPOTArom 6 MicsLis nicns

3aTBEPIKEHHS

3a
peyenmom

UA/15451/01/01

204.

MAKCTICTUH

TabneTku no 8 mr, no
10 TabneTok y
6nicTepi; no 3
6nicTepy y nauui

TOB
"®APMEKC
reyn"

YKpaiHa

TOB "®apmekc Npyn"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
3 BHECEHHSAM iHthbopMmal,ii LLIoA0 3a3HavYeHHs
OfMHULIb BUMIPIOBaHHA y cucTemi Sl. BHeceHHs
3MiH [0 p. «MapkyBaHHs» MKA N13;
3anponoHoBaHo: MapkysaHHs BignosigHo fo
3aTBEPKEHOro TekcTy MapkyBaHHA. TepMmiH
BBEJEHHS 3MiH - NPOTArom 6 Micsuis nicns
3aTBEPKEHHS

3a
peyenmom

UA/10012/01/01

205.

MAKCIICTUH

TabneTku no 16 mr, no
10 TabneTok y
6nictepi; no 3
6nictepu y nauui

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®apmekc pyn”

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOB/IEHHS
TEKCTYy MapKyBaHHA yNakoBKMW /liKapCbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHVLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH 80 p. «MapkyBaHHs» MKA N13;
3anponoHoBaHo: MapkyBaHHs BignosigHo fo
3aTBEPKEHOr0 TeKCTy MapkyBaHHsA. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPAKEHHS

3a
peuyenmom

UA/10012/01/02

206.

MAKCIICTUH

Tabnetkv no 24 wmr, no
10 Tabnetok y
6nictepi; no 3

TOB
"®APMEKC
reyn"

Ykpaina

TOB "®apmekc pyn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta (papmakoHarnsay (iHwWi 3mMiHW) - OHOBJIEHHS

3a
peyermom

UA/10012/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nictepy y nauui TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH 80 p. «MapkyBaHHs» MKA N13;
3anponoHoBaHo: MapkyBaHHs BignosigHo fo
3aTBEPKEHOr0 TeKCTy MapkyBaHHsA. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPIAKEHHS
207. | MAKCIBPEH Tabnetku no 250 mr Pyn Pecny6nika Pecny6nikaHCbke Pecny6nika BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 6e3 UA/18113/01/01
no 10 TabneTtok y "Benmegnpen | binopycb YHiTapHe BMPOGHUYe Binopycb 3MiHuM | TUNY - AOMiIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK peyenma
6nictepi; no 1 a6o 2, apartu" nigNpPUEMCTBO nikapcbKoro 3acoby. 3aTBepkeHo:
abo 5 6nicTepiB pasom "Benmegnpenaparn” deHibyT. 3anponoHoBaHO: MakcibpeH. 3MiHu |
Y KapTOHHIlA navui Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). OHOBNEHHSI TEKCTY
MapKyBaHHS yNakoBKU NiKapCbKoro 3acoby 3
BHECEeHHAM iHdhopMaLii LWoA0 3a3HauyeHHs
OAMHWLb BUMIPIOBAHHSA Y cuctemi Sl.
208. | MAKCITPAH® PO34MH AN iH'EKL, TOB HB® YkpaiHa MpuBaTHe akujioHepHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17307/01/01
100 mr/Mn no 5 mn B "MIKPOXIM" TOBapUCTBO "J1ekxim- 3MiHM | TUNy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
amnynax; no 5 amnyn Xapkis", YkpaiHa Ta hapmakoHarnsay. BeegeHHs abo 3miHn oo
y KaceTi y nayyi abo (BignoBigancHuii 3a y3araJ/ibHEHUX AaHuX Npo cuctemy
no 5 mn B amnynax; no BUPOGHMLITBO Ta dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
5 amnyn y kaceTi; no 2 KOHTPO/b/BUNPO6YBaHHSA npo cuctemy hapmakoHarnsagy, smiHa
KaceTun y nauuj cepii, He BKOYaoun YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
BUNyCK cepii); 3pificHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
ToBapucTso 3 chapmakoHarnsgy 3asBHuKa ANs 34iACHEHHS
06MEXEHO hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHa
BignosTOBAPVCTBO 3 Bifl yNOBHOBaXXeHOI 0c06Mu, BignoBifabHOI 3a
OBMEXEHOIO 3pjlicHeHHs chapmakoHarnagy (Bkyarym
BIANOBIAA/IBHOCTHO KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
HAYKOBO- MacTep-alina cuctemu papMakoHarnisay) -
BVPOBHNYA ®IPMA 3MiHa YNOBHOBaXEHOT 0CO6U 3asBHUKA,
"MIKPOXIM" , YkpaiHa Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
(BignoBiganbHuii 3a [Oitova pepakuin: CteweHko Onbra CepriiBHa.
BUMNYCK cepil, He MponoHosaHa pepakuis: XXypba flinisa
BK/THOHAI0UM BonogvmupisHa. 3MiHa KOHTaKTHUX JaHUX
KOHTPO/b/BUNPOBYBaHHSA YNOBHOB&XXEHOT 0CO6U 3asBHUKA, BifMNOBiAaNIbHOI
cepi) 3a (hapmakoHarnag,
209. | MEKIHICT TabneTkn, BKpUTI HoBaprtic LBeiiuapis nakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/16836/01/01
nniBKOBOKO dapma Al IcnaHis (NnepBuHHe Ta ITania 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom

060/10HKOt0, No 0,5 mr;
no 30 TabneTok y
thnakoHi, no 1
(p1aKoHY B KAPTOHHIl
KOpoo6Li

BTOPVHHE MaKyBaHHS,
BUMYCK cepii);
nakcoCmiTKNAiiH
MaHydaktypuHr C.n.A.,
ITanis (BMPOGHUK
Hepo3sdacoBaHol

Ta hapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
[0 po3giny “MapkyBaHHs" MKA N13™:
3anponoHosaHo: MapkysaHHs. 3rifHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOBMEHHS
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby
3 BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NpoAyKLUii Ta KOHTPO/b O4VHWLb BMMIpIOBaHHSA y cucTemi Sl. BBegeHHs
AKOCTI) 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
210. | MEKIHICT TabneTkn, BKPUTI Hosapric LLIseliapis nakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/16836/01/02
NNiBKOBOKO dapma Al IcnaHis (NnepBuHHe Ta ITania 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
060/10HKOI0, MO 2 Mr; BTOPVHHE NakKyBaHHS, Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
no 30 TabneTok y BUMYCK cepil); [0 posginy “MapkyBaHHs" MKA 13"
thnakoHi, no 1 nakcoCMmIiTKnsiiH 3anponoHoBaHo: MapkyBaHHs. 3rifHO
dhnakoHy B KapTOHHiiA ManydpakTypuHr C.n.A., 3aTBEPXEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS
KopoobUi ITanis (BUPOBHUK TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
Hepo3acoBaHol 3 BHECEHHAM iHchopMaLii LWoA0 3a3HauyeHHsA
NpoAyKLil Ta KOHTPO/1b OAVHMLB BUMIpIOBaHHA Y cuctemi Sl. BBegeHHs
AKOCTI) 3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS
211. | MENEHAM NOPOLLIOK A/151 PO3YUHY NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/10759/01/01
ans iv'ekuiino 1,0 r "Kuismegnpen "Kuismegnpenapar” 3MiHK | TUNY - 3MiHK 3 AKOCTi. TOTOBWIA NiKapCbKMiA peyenmom
no 1 cpakoHy 3 apar” 3aci6. Cuctema KoHTeliHep/3akynopioBasibHNIA
NOpPOLLKOM Y naddi, no 3aci6. 3miHa po3mipy ynakoBKy roTOBOro
10 chnakoHis 3 nikapcbKoro 3acoby (3MiHa KinbKoCTi 0ANHULIL
NOPOLLKOM Y nadui, no (Hanpuknag TabneTok, amny TOLLO) B yNakoBLi:) -
40 dpnakoHis 3 3MiHa nosa fiana3oHoM 3aTBepIXeHNX po3MipiB
MOPOLLKOM Y TpynoBiii ynakoBku. BBeleHHsA [0AaTKOBOro po3mipy
ynakosLi ynakosku /13 MeneHam, NOPOLLOK A/15 PO3UNHY
ons iH'ekuii no 1,0 r tano 0,5 r, a came: no 40
hnakoHiB pa3om 3 40 iHCTpYKLiAMK Ans
MeAMYHOro 3aCTOCYBaHHA NOMILLAIOTb Y rpynoBy
ynakoBKy, 3 BiANOBIgHNMY 3MiHAMUK [0 P.YNakoBka
(3atBepmxeHo: o 1 dhnakoHy 3 MOPOLUKOM Y
nadui). BBegeHHs 3MiH NpoTarom 6 micsauis nicas
3aTBEepKEHHS. 3MiHN | TMny - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKu roTOBOrO iKapcbKoro 3acoby
(3MiHa KiIbKOCTi 0AMHMLE (Hanpuknag, TabneTok,
amny TOLLO) B ynakoBLi:) - 3MiHa nosa
Jiana3oHOM 3aTBepKeHNX PO3MIpIiB YNakoBKK.
BBeneHHs fo4aTKOBOro po3mipy ynakosku 13
MeneHam, NOPOLLOK A5t PO3YMHY A8 iH'EKLIA NO
1,0 rtano 0,5r, a came ynakoBku po3mipoM: no
10 dpnakoHiB pasom 3 1 iHCTpyKUieto Ans
MeAMYHOro 3acTOCYBaHHSA NOMILLAIOTL Y nayky 3
KapTOHy, 3 Bi4NOBIAHNMY 3MiHAMU [0 P.YNaKoBKka
(3atBepmxeHo: No 1 dhnakoHy 3 MOPOLLUKOM Y
naJui). BBegeHHs 3MiH NpoTarom 6 micauis nicas
3aTBEPAKEHHSA
212. | MEMEHAM NOPOLLIOK A5 PO3UNHY MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/10759/01/02
Ons iH'ekuin no 0,51 "Knismegnpen "KniBmegnpenapar" 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NliKapCbKuii peyenmom
no 1 dpnakoHy 3 apat” 3aci6. CuctemMa KoHTeliHep/3aKynopoBasibHUI
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

MOPOLUKOM Yy naui, no
10 chnakoHis 3
NOPOLLKOM Y faui, no
40 donakoHiB 3
MOPOLLKOM Yy TpynoBiii
ynakoBLi

3aci6. 3miHa po3mipy ynakoBKy roTOBOro
nNiKapcbKoro 3acoby (3MiHa KiJIbKOCTi 0AMHUL
(ranpuknag TabneTok, amnyn TOLLO) B yNakoBsL,:) -
3miHa no3a fiana3oHoM 3aTBepKEHVX PO3MIpiB
ynakoBku. BBeaeHHS 40AaTKOBOro po3mipy
ynakosku /13 MeneHam, NOPOLLOK A/151 PO3YMHY
ons iH'ekuin no 1,0 r tano 0,5 r, a came: no 40
hnakoHiB pasom 3 40 iHCTPYKUisMU AN
MeAMYHOr0 3aCTOCYBaHHS NOMILLAOTb Y rpynoBy
yMakoBKy, 3 BiANOBIAHUMM 3MiHaAMVK A0 p.YnakoBka
(3atBeppxeHo: No 1 dynakoHy 3 MOPOLLKOM Y
nauuj). BeegeHHs 3MiH NpoTarom 6 micAuiB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3miHa
PO3Mipy YNakoBKu roTOBOrO JliKapcbKoro 3acoby
(3MiHa KiNbKOCTI 0AMHULL (Hanpuknas TabneTtok,
amnyn TOLL0) B yNakoBLi:) - 3miHa nosa
Jiana3oHoM 3aTBepA)KeHVX PO3MipiB yMakoBKM.
BBeneHHs1 fooaTKoBOro po3mipy ynakosku 13
MeneHam, NOPOLLIOK AN PO3UNHY A8 iH'EKUIN MO
1,0rtano 0,5, a came ynakoBkv po3mMipom: no
10 donakoHiB pa3om 3 1 iHCTpyKUieto ans
MeAMYHOT0 3aCTOCYBaHHS MOMILLAOTb Y Mayky 3
KapTOoHY, 3 BiAMOBIAHMMM 3MiHaMK 0 p.YnakoBka
(3atBeppxeHo: No 1 dynakoHy 3 MOPOLLKOM Y
nauuj). BeegeHHs 3MiH NpoTarom 6 micAuiB nicns
3aTBEPAKEHHSA

213.

MEPOHEM

NMOPOLLOK A/151 PO34KHY
Ans iH’ekyin no 500
Mmr; no 10 dhnakoHis 3
NMOPOLLKOM Y
KapTOHHI Kopo6Lyi

NPANSEP
ERY.CLMI.
KOPMOPEWLUH

CWA

AcTpa3eHeka FOK
Nimiten, Benuka
BpuTtaHis (BUpOGHMK,
BiANoBigabHMI 3a
BTOPVHHY YNakoBKY,
Bunyck cepii); ENCIiEc
[o6dap Cna, ITanis
(Bpo6HMK "in bulk");
3amboH CsiTUepnaHg,
Ntp, Wseiiuapis
(BMPOGHMK,
BignoBiganbHWi1 3a
NepPBUHHY YMakKoBKy,
BTOPVHHY YNakKoBKY,
BUnyck cepii); CymiTomo
[OeiHinnoH ®apma Ko.,
N1a., AnoHis (BUPOGHMK
"in bulk")

Benwvka
BpuTtaHis/
ITania/
LLeiiuapisi/
AnoHin

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM Il TMny - 3MiHK 3 sKocTi. A®l. BupobHmuTBO.
3MiHa BMpPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
(BKTroHaoun, Ae HeobxigHO, MicLe NPoBeAEeHHS
KOHTPONIO sIKOCTI) ADI (3a BiACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepKeHOMY A0ChE)(iHLLI 3MiHK)
- NpUBeAEHHS po3ainy «Cknaa» MeToAis
KOHTPO/II0 SIKOCTI Y BIAMNOBIAHICTL A0 MaTepianis
BMPOGHMKA, a caMe 3a3Ha4eHHs BUpo6HMKa AdI
ACS Dobfar SpA, ITanis

3a
peyenmom

UA/0186/01/01

214,

MEPOHEM

NOPOLLIOK A/151 PO3UUHY
Ons iH'ekuii no 1000

NPANSEP
ENY.CLII.

CLIA

AcTpa3eHeka HOK
Jliviteq, Benvka

Benuka
Bputanis/

BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis:
3MiHu |l Tuny - 3MiHKM 3 AkocTi. A®l. BupobHMUTBO.

3a
peyenmom

UA/0186/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
mr; no 10 cpnakonis 3 |KOPMOPEWLUH BpuTtaHis (BUpO6HMK, ITanis/ 3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
NOPOLLKOM Y BiANoBigabHMIA 3a LLiseiiuapisi/ nNpoAayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
KapTOHHI Kopo6Lyi BTOPVHHY YMaKoBKY, AnoHis BMPO6HMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
Bunyck cepii); ENCIiEc (BKTOHatoun, fe HeobxigHO, MicLe NpoBeAeHHS
[o6dap Cna, ITanis KOHTPOO sIKOCTi) AP (3a BiACYTHOCTI
(B1po6HYK "in bulk™); cepTucpikata BiANOBIAHOCTI EBPONENChKili
3amboH CsiTUepraH, thapmakonei y 3aTBepKeHOMY A0ChE)(iHLLi 3MiHW)
NTa, Wseiiuapis - NpUBeAEHHS po3ainy «Cknaa» MeToAis
(BUPOGHYK, KOHTPO/II0 SIKOCTI Y BIAMNOBIAHICTL A0 MaTepianis
BiANoBigaibHMI 3a BMPOGHMKA, a caMe 3a3HaueHHs BUpo6HMKa AdI
NepBUHHY YNakoBKy, ACS Dobfar SpA, Itanis
BTOPUHHY YNakKoBKY,
BMnyck cepii); CymiTomo
[OeiiHinnoH ®apma Ko.,
N1a., AnoHis (BUPOGHMK
"in bulk™)
215. | METAQOH-3H Tabnetku no 5 mr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13189/02/01
10 TabneTok y 06MexeHot obmexeHor 3MiHM | TURY - 3MiHK 3 SKOCTI. FOTOBMIA NiKaPCbKNi peyenmom
6nicTepi; no 10 BifnoBigasIbHi BiANoBiAa/IbHICTIO 3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
6nicTepis y Kopobui 3 CTHO "XapkiBcbke 3aci6. 3MiHa y NepBUHHIli ynakoBLji roTOBOro
KapTOHY "XapkiBCcbke hapmaueBTUyHe nikapcbKoro 3acoby (SKiCHWIA Ta KinbkicHUiA cknaa)
hapmaueBTny nignpuemMcTso "340p0B'A - TBepai nikapcbki hopmu - BHECEHHA [,04ATKOBOI
He Hapoay" NepBMHHOT yNakoBkKM, a came 6aicTepy 3 M/iBk1
nignpyeMCcTBO MBX npo3opoi Ta ¢onbru antoMiHiEBOT Big,
"30poB'a 3aTBepAXeHoro Bupo6bHuka nnisku NBX “Shantuo
Hapoay" Hua Xiang Plastic Co.Ltd"”, Kutaii 3 He3Ha4YHNMK
3MiHamu y sikicHomy cknagi nniskv MBX
(3aTBepmxeHo 6nictep 3 nnisku MNBX 6inoi Ta
hobrn antoMiHiEBOT)
216. | METAQOH-3H Tabnetku no 10 mr no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13189/02/02
10 TabneTok y 06MeXeHoIo 06MeXeHO 3MiHW | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkuii peyenmom
6nictepi; no 10 BignoBigasibHi BiANoBiAA/IbHICTIO 3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHU
6nicTepiB y Kopobu,i 3 cTHo "XapkiBcbke 3aci6. 3MiHa y MepPBUHHII yNakoBLji FOTOBOro
KapToHY "XapkiBcbke thapmaueBThyHe nikapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUiA cknaa)
hapmanesTuy nignprvemMcTso "340poB'sa - Teepai nikapcobki hopMu - BHECEHHA A0AATKOBOI
He Hapoay" NepBMHHOT yNakoBKK, a came 6icTepy 3 M/1iBKK
nigNpPUEMCTBO MBX npo3opoi Ta honbrv asltoMiHieBOI Bif,
"340poB's 3aTBepxeHoro BupobHuka nnisku NBX “Shantuo
Hapoay" Hua Xiang Plastic Co.Ltd", Kutait 3 He3Ha4YHUMK
3MiHamu y sikicHoMy cknagi naisku MBX
(3aTBEpAXEHO 6nicTep 3 nniBku MNBX 6in10i Ta
0/IbIM aItoOMiHIEBOT)
217. | METAQOH-3H Tabnetku no 25 mr no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/13189/02/03
10 Tabnetok y 06MexeHot obmexeHoro 3MiHW | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKuii peyenmom
6nicTepi; no 10 BiANOBIA&/TbHI BiANOBIAA/TILHICTIO 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
6nicTepiB y kopobui 3 CTHO "XapkiBcbke 3aci6. 3MiHa y NepBUHHIli ynakoBLji rOTOBOro




144

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KapToHY "XapkiBcbke hapmaLeBTUUHE nikapcbKoro 3acoby (SKiCHWIA Ta KinbkicHUiA ckiaa)
thapmaueBTny nignpuemMcTso "340P0B'A - TBepai nikapcbki hopmu - BHECEHHSA [,0AATKOBOI
He Hapogay" NepBYHHOT yNakoBku, a came 6icTepy 3 n/iBku
nignpyeMCcTBO MBX npo3opoi Ta o/bru antoMiHiEBOT Bif,
"340poB's 3aTBepxeHoro BUpo6Hvka nnisku MNBX “Shantuo
Hapoay" Hua Xiang Plastic Co.Ltd", Kutaii 3 He3Ha4YHVMK
3MiHamu y sikicHoMy ckiagi nnisku MBX
(3aTBEpAXEHO 6nicTep 3 naiBku MNBX 6in10i Ta
honbrv antoMiHieBoT)
218. | METAOOH-3H Tabnetku no 40 wmr, no ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13189/02/04
10 TabneTok y 06MeXeHo 06MEXEHO 3MiHU | TUny - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKUii peyenmom
6nictepi; no 5 abo no BignoBigasibHi Bi4NoBiAA/IbHICTIO 3aci6. Cuctema KoHTenHep/3aKynopoBasibHU
10 6nicTepiB y Kopo6Li CTH0 "XapkiBcbke 3aci6. 3MiHa y NepBUHHIli ynakoBLji roTOBOro
3 KapTOHYy "XapkiBcbke hapmavLeBTUYHE NikapcbKoro 3acoby (SKiCHWIA Ta KinbkicHUiA cknan)
hapmaneBTuy nignpvemcTBo "340pOoB'sA - TBepai nikapcobki hopMu - BHECEHHS A0AATKOBOI
He Hapoay" NepBUHHOT yNakoBku, a came 6icTepy 3 n/1iBku
nigNPUEMCTBO MBX npo3opoi Ta honbrv asltomiHieBOI Big,
"3a0poB'sa 3aTBepMAxeHoro BupobHuka nniskn NBX “Shantuo
Hapogay" Hua Xiang Plastic Co.Ltd", Kutaii 3 He3Ha4YH1MK
3MiHamu y sikicHoMy cknagi naisku MBX
(3aTBEpAXEHO GnicTep 3 naiBku MNBX 6inoi Ta
h0o/brv antoMiHiEBOT)
219. | METUNYPALUU Cyno3unTopii peKkTasibHi MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/6754/02/01
n no0,5r,no5 "MoHchapm” 3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
Cyno3uTopiiB y CTpuUni; Ta hapmakoHarnsagy (iHwi 3miHW) - 3MiHU BHECeHi
no 2 cTpunu y nauui 3 B TEKCT MapKyBaHHS YNakoBKW iKapCbKOro 3acoby
KapToHY LLIOA0 3a3HaYeHHSI MDXKHaPOAHMX NO3HaYeHb
OAMHULIb BUMIPIOBAHHS. BBEEHHSA 3MiH NPOTArOM
6-TV MicALiB NiCNA 3aTBEPLYKEHHS
220. | METPOHIAA30O | cynosuTtopii BariHa/bHi MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/1796/01/01
n no0,lr,no5 "MoHdpapm" 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
Cyno3uTopiiB y CTpuni; Ta hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHS 3MiH
no 2 cTpunu y nauui 3 [0 po3ainy «MapkyBaHHs» MKA N3:
KapTOHY 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPLPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHI B TEKCT MapKyBaHHS yMakoBK/
NikapcbKoro 3acoby LLoA0 3a3HaYeHHs
MiKHapOAHMX NO3HAaYeHb OMHULb BUMIPIOBAHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
221. | MET®OPMIH- Tabnetkn no 850 wmr, TeBa I3painb TOB TeBa OnepenLHs Monba BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7795/01/02
TEBA no 10 TabneTtok y dapmaueBTika MonaHg 3MiHM | TURy - 3MiHKM 3 AkocTi. CepTudikar peyenmom
6nictepi, no 3 n lHpacTpis BignosigHocTI/lE-cepTudpikat BignosigHocCTi
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepu y kopobu,i

nTa.

€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MEHOro cepTudpikara
BigMNOBIAHOCTI ab0 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; pnsa BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[0MOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepXeHOro BUpobHumKa -
nofaHHsa oHoBsieHoro Ceptudikaty BignoBigHOCTI
€poneiicbkin hapmakonei R1-CEP 1998-079-
Rev 09 (nonepeaHs Bepcis R1-CEP 1998-079-Rev
06) Bif BXe 3aTBEpXeHoro Bupo6Huka Wanbury
Limited, IHgis gna APl meTdopmiHy rigpoxnopuay

222.

MIAOKAM

TabneTku, BKpUTI
nniBKOBOIO
060n10HKOt0, 1Mo 150
Mr, no 10 TabneTok y
6nictepi; no 3
6nicTepy B KapPTOHHIi
ynakoBLj

BAT "TeneoH
PixTep"

YropumHa

BAT "l'epeoH Pixtep"

YropumHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAao 6e3nekn/ePeKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOB/IEHHS
TEKCTy MapKyBaHHA yNnakoBKW MikapCbKoro 3acoby
3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAMHMLb BUMIpOBaHHA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH NPOTAromM 6 micAuis nicns
3aTBEPKEHHS; 3MiHM | TNy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKW
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLLii
{010 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi Sl. TepMiH BBEIEHHSA 3MiH NPOTArom 6
MiCALB Nicnsa 3aTBepAKeHHs

3a
peyenmom

UA/7535/02/02

223.

MIAOKA/IM

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, NO 50 Mmr,
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy B KAPTOHHIl
ynakoBLj

BAT "TeneoH
PixTep"

YropuwuHa

BAT "legeoH PixTep"

YropuwmHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
TEKCTY MapKyBaHHA yNakoBKMW /liKapCbKoro 3acoby
3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauYeHHs
OAMHMLb BUMIpOBaHHA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPMKEHHS; 3MiHM | TRy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHwi
3MiHW) - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKn
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMmaLi
LLIOA0 3a3HAYEHHSA OMHULb BUMIPIOBAHHSA Y
cuctemi Sl. TepmiH BBEAEHHS 3MiH NPOTSArom 6
MiCALB Nicna 3aTBepAKeHHs

3a
peyenmom

UA/7535/02/01

224,

MIKCTAPA® 30

cycneHsia ans

A/T HoBo

[JaHis

A/T HoBo Hopgick,

[Oanis/

BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis:

3a

UA/2682/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
HM iH'ekujin, 100 MO/mn; Hopgaick [aHis (BUpo6HVK ans ®paHuis 3MiHM |l TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
no 10 mn y gonakoHi; MapKyBaHHs Ta Ta (papmakoHarnsgy. 3MiHu y KOpoTkiii
no 1 conakoHy B yNakoBkun hNakoHi., XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
KapTOHHI Kopo6Li BTOPUHHOTO NakyBaHHs); MapKyBaHHS Ta IHCTPYKUIiT AN MeAUYHOro
A/T Hoso Hopgick, 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMU AaHUMU 3
[JaHis (BUpO6HMK AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN JaHUMN Ta
Hepo3acosBaHoro JaHnuMu 3 dhapMakoHaragy - 3MiHM BHECEHO [0
NPOAYKTY, HANOBHEHHS B IHCTPYKUIT 415 MEAUYHOTO 3aCTOCYBaHHS
oNakoHn, NepBuUHHA niKapcbKoro 3acoby Ao po3sainy "OcobmBocTi
ynaKkoBKa, KOHTPO b 3acTocyBaHHA". BBefjeHHsA 3MiH MPOTArom 6-Tu
AKOCTi Ta MicALB Nicnsa 3aTBepAKeHHs
BiANOBIAa/IbHUI 3a
BWMYCK Cepiil KiHLEeBOro
npoaykty); Hoso
Hopgaick MpoAatoKcboH
CAC, ®paHuis
(BMPOGHMK NpoayKLil 3a
NMOBHWUM LKOM)
225. | MIKCTAPA®30 cycneHsia gns A/T Hoso [aHis AIT Hoso Hopgick, [Janisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12612/01/01
HM NEH®IN® iH'ekyii, 100 MO/mn Hopgaick [aHia (BUpobHUK Ans Bpasunis/ 3MiHK Il TUNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI peyenmom
no 3 M1y KapTpuaxi; MapKyBaHHs Ta ®paHuis Ta hapmakoHarnagy. 3MiHu y KOpoTKiii
no 5 kapTpuoxis B ynakoBku MeHhin®, XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
KapTOHHI KopooLyi BTOPVHHOIO MakyBaHHS); MapKyBaHHS Ta IHCTPYKLi 418 MeguyHOoro
A/T Hoso Hopagick, 3aCTOCYBaHHS Y 3B’A3KY i3 HOBYMM JAaHUMU 3
[aHisi (BUpoGHMK SAKOCTI, AOKNIHIYHUMU, KNIHIYHUMKU JaHUMK Ta
Hepo3dacoBaHoro [aHuMu 3 hapMakoHarnaay - 3MiHM BHECEHO [0
NpPOAyKTY, HaNOBHEHHSA B IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHS
MeHin®, nepBuHHa nikapcbKoro 3acoby Ao po3sziny "OcobnmBocTi
ynakoBKa, KOHTPO/1b 3acTocyBaHHA". BBeeHHSA 3MiH NpoTArom 6
AKOCTI Ta MicsILiB nicns 3aTBEpAYKEHHS
BignoBiganbHWi1 3a
BMNYCK cepii KIHLEeBOro
npoaykTy); Hoso
Hopgaick MNpoaykao
dapmaceyTika [0
Bpasinb NTaa., bpasunis
(BUpPOGHYMK
Hepo3hacoBaHol
npoayKuii, NnepBrHHa Ta
BTOPWHHA YNakoBKa);
Hoso Hopgick
MpogatokeboH CAC,
®paHLis (BUPOOHUK
nNpoAyKLUii 3a MOBHUM
LIMKI0M)
226. | MINAHOA TabeTkn BKpUTI AngoreH IMKo |/llokceMbyp Na6opaTtopioc /leoH IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/13152/01/01
nNiBKOBOKO C.ap.n, r ®apma C.A. 3MiHKM | TURy - 3MiHK 3 aKocTi. CepTudikaT peyenmom

060/10HKOH, 3 Mr/0,03

BignosigHocTi/I E-cepTudpikart BignosigHocTi
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Mr; no 21 TabneTui 'y
6nictepi; no 1
6nicTepy y KapTOHHiIN
ynaKkoBLi

€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MEHOro cepTudpikara
BigMNOBIAHOCTI ab0 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; pnsa BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[0MOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepXeHOro BUpobHumKa -
noJaHHs OHOBJIEHOro cepTuddikaty BiAMNoOBIAHOCTI
€Bponelicbkiin hapmakonei gns 4itoyoi pevoBUHN
Ethinylestradiol Big BXe 3aTBEpAXEHOr0
BUpo6HMKa IHaacTpian Ximika CP/1, Itania R1-CEP
2013-030-Rev 00. B oHoBnieHomy CEP
cepTudikaTi 3a3HayYeHi BUPOOHUKN NPOMDKHUX
NPOAYKTIB Ta Nepiof, NepekoHTPons 5 pokis; 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBuHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI
€Bponelicbkiin hapmakonei o Aitoyoi pevoBUHN
Ethinylestradiol Big Bxe 3aTBEepAXeHOro
BMPO6HMKa IHaacTpian Ximika CP/, Itanis
(3anponoHoBaHo: RO-CEP 2013-030-Rev 01)

2217.

MOMAT-C
MA3b

mMasb no 5 r aéo no 10
r, abo no 15 ry Ty6i;
no 1 Ty6i B KapTOHHiIl
KopoobLi

nenmapk
PapmacbioThK
ans /ita,.

IHais

neHmapk
dapmacbiotukans Jta,.

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - aAMiHICTPaTMBHI 3MiHU. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIKOYAKYN AiNbHAL ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs, BUPOOHWKa, BifNOBiga/IbHOTO 3a
BUMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSO cepii)
abo noctavasibHMKa BUXiAHOrO MaTepiany,
peareHTy abo JOMOMIKHOT Pe4YOBUHY (SKLLO
3a3HayeHo y [I0CbE) - BUTYYEHHS 3aTBEPKEHOrO
BMpo6HMKa A®I momeTasoHy doypoaty Crystal
Pharma, S.A.U., IcnaHis; 3anpornoHoBaHo:
Halcyon Labs Pvt. Ltd., IHais Avik

3a
peyenmom

UA/10654/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Pharmaceuticals Limited, IHgis Symbiotec
Pharmalab Pvt. Ltd., IHais
228. | MOHOCAH® Tabnetku no 20 Mr no MPO.MEA.LIC Yecbka KOO®APMA c.p.o., Yecbka BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/4257/01/01
10 Tabnetok y Mpara a.c. Pecny6nika Yecbka Pecnybnika Pecny6nika/ | 3wmiHu | TNy - 3MiHK 3 AKOCTI. FOTOBWI NikapcbKuii peyenmom
6nictepi; no 3 (NepBuUHHE Ta BTOPUHHE CnoBaubka 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
6nicTepy B KapPTOHHIi nakyBaHHs); Pecny6nika npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
Kopoo6Li MPO.MEQA.LIC Mpara nikapcbkoro 3acoby (3mMiHa B ymoBax 36epiraHHs
a.c., Yecbka Pecny6nika roTOBOro NikapcbKoro 3acoby abo nicns
(BMPOGHMLTBO 3a PO3UYMHEHHA/BIAHOBNEHHS) - 3MiHV B YMOBaX
NOBHUM UuKIoM); XBM 36epiraHHa 13 Ha nigcTasi pe3ynbTaTiB
$apma c.p.o., pocnimpkeHHs ctabinbHocTi, 3 «36epiratv B
Cnosaubka Pecny6nika opuriHanbHii ynakoBsLj Npy Temneparypi He BuLLe
(BpO6HMLTBO, 25 °C» Ha «He noTpebye cneuiasibH1X YMOB
nepBuHHE Ta BTOPVHHE 36epiraHHs». 3MiHW BHECeHi B po3ain "YMoBu
nakyBaHHs1, KOHTPO/1b 36epiraHHA" B IHCTPYKLi0 A8 MeANYHOro
AKOCTI) 3acTocyBaHHA Ta K Hac/ifoK - y TEeKCT
MapKyBaHHS YNakoBKV NiKapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBepPKEHHS; 3MiHK | TUny - 3MiHW Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH [0 po3finy «MapKyBaHHs»
MKSA N13»: 3anponoHoBaHo: CorsiacHo
YTBEPXKAEHHOMY TEKCTY MapKupoBku. OHOBEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OMHULLb BUMIPIOBaHHA y cuctemy Si. BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXEHHS
229. | MOHOCAH® Tabnetku no 40 Mr no MPO.MEA.LC Yecbka KOO®APMA c.p.o., Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4257/01/02
10 Tabnetok y Mpara a.c. Pecny6nika Yecbka Pecnybnika Pecny6nika/ | 3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkuii peyenmom
6nicTepi; no 3 (NepBuHHE Ta BTOPUHHE CnoBaubka 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
6nicTepy B KapPTOHHIi nakyBaHHs); Pecny6nika npuaaTHocTi abo ymoBax 36epiraHHsl roTOBOro

Kopoo6Li

MPO.MEA.LC Mpara
a.c., Yecbka Pecny6nika
(BMpPOGHMLTBO 3a
NOBHWUM LyKIoM); XBM
®apwma c.p.o.,
CnoBaubka Pecny6nika
(Bpo6HMLTBO,
nepBuHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO b
AKOCTI)

nikapcbkoro 3acoby (3MiHa B ymMoBax 36epiraHHs
roTOBOro NikapCcbKoro 3acoby abo micns
PO3YMHEHHS/BIAHOBNEHHS) - 3MiHW B yMOBax
36epiraHHa 13 Ha nigcTasi pesynbraTiB
[ocnigpKeHHs cTabinbHoCTI, 3 «36epiratv B
opuriHanbHii ynakoBLji Npy TemMneparypi He BuLle
25 °C» Ha «He noTtpebye cneuiasibHUX yMOB
36epiraHHsa». 3MiHVM BHECEeHi B po3aia "YMoBu
36epiraHHA" B IHCTPYKLiH0 4518 MeANYHOro
3aCTOCyBaHHSA Ta K HAcNifoK - y TEKCT
MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHW) - BHECEHHSA 3MiH [0 po3finy «MapKyBaHHs»
MKA J13»: 3anponoHosaHo: CorsiacHo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YTBEPXAEHHOMY TEKCTY MapkupoBku. OHOBMIEHHS
TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
3 BHECEHHAM iH(hopMmaLii WoA0 3a3HaYeHHs
OAMHULIb BUMIPIOBaHHA y cuctemy Si. BBefeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
230. | HATPIO PO34mnH ANS iH'EKLi, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8827/01/01
AAQEHO3VHTP 10 mr/mnno 1 mn B 06MeXeHOo 06MEXEHO 3MiHM | TUMy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenmom
NPOCDAT amnyni; no 10 amnyny | BignoBiganbHi Bi4NoBiAA/IbHICTIO Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
KOpO6Li 3 KAPTOHY; NO cTHo "hapmaueBTUYHA “I'pachiuHe ochopmaeHHsT ynakoBkn” Ha
1 mn B amnyni; no 5 "XapkiBCcbke KoMnaHia "3gopos'a”, “MapkyBaHHs" B 3aTBepaxKeHnx MKA N13;
amnyn y 6nictepi; no 2 | capmaneBTuy Ykpaina (Bci cTagil 3anponoHoBaHo: MapkyBaHHs BignosigHo Ao
6nicTepu y kopobui 3 He BVMPOGHMLTBA, KOHTPO/b 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
KapToHy; Mo 1 mn B nianpueMcTBO AKOCTI); TOBapUCTBO 3 BHECEHI B TEKCT MapKyBaHHS ynakoBK/
amnyni; no 10 amnyn y "340poB'a 06MEXEHO niKkapcbKoro 3acoby LoA0 3a3HavYeHHs
6nicTepi; no 1 Hapoay" BiANOBIAA/IbHICTIO MiXXHapPOAHWX NO3HaYeHb O4MHULb BUMIPIOBAHHS.
6nicTepy y Kopobui 3 "XapkiBcbke BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
KapTOHY thapmaueBTUYHe 3aTBEPAXKEHHS
nignpvemcTBo "340pOoB'sA
Hapoay", YkpaiHa (BCi
cTajii BMpobHuLTBa,
KOHTPO/Ib SIKOCTi, BUMYCK
cepil)
231. | HEKCIYM nopoLLoK 4518 po3unHy | ACTPA3EHEK Lseuis AcTtpa3eHeka Ab Lsewis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/2534/01/01
LN H'EKUI Ta iHdy3ili A Ab 3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
no 40 wr; 10 donakoHiB Ta papmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
3 NMOPOLLKOM Yy [0 po3ainy «MapkysaHHs» MKA N3:
KapTOHHI KOpooL;i 3anponoHoBaHo: 3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS1. 3aTBep)KeHHs1 a/lbTepPHaTVBHOIO
TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
i3 3a3HAYEHHAM MiKHAPOAHMX NO3HAYEeHb OANHULL
BMMIpIOBaHHS. BBEEHHA 3MiH MPOTArom 6-Tu
MicsLiB Nicns 3aTBEpAYKEHHS
232. | HEOCOPB N® KpucTanivyHmi PoketT ®paHuisa POKETT ®PEPEC ®paHuis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - UA/11400/01/01
nopoLLokK (cybcTaHLis) Ppepec 3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib AdI.

Y MilLKax naneposux 3
BHYTPILUHBbOIO
nonieTVNeHoBo
NpoKiajKow Ans
dhapmaneBTN4HOTO
3aCTOCyBaHHSA

3MiHa y napameTpax cneuudikauiin Ta/abo
[ONYCTUMMX MEX, BU3HAUYeHUX y cneuudikavisx
Ha A®l, abo BUXigHWA/NPOMIKXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea APl (BUnyyYeHHs
He3Ha4yHOro NokasHuka SKocTi (Hanpuknag
BWUYYEHHS 3acTapifioro nokasHuka)) - 3aseneHa
3MiHa 3anpornoHOBaHa Yy 3B’A3KY 3 BUTYUYEHHAM
nokasHuka "CBuHeLpb" 3i cneuudikaLlii BApOGHUKa
Ta 3arBepmkeHux MKA ans npusefeHHs y
BiAMOBIAHICTb 0 KEPIBHULTBA 3 €/TEMEHTHUX
OoMiwok ICH Q3D. A TakoX BUTyYEHHSIM
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Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o

Howmep

Ne
n/n

NliKapcbKo20

Hassa

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

BUPOGHUKa

nokasHukiB «laeHTudikauis B, C, D», gk

nocsi04YeHHs

3acoby

HimeyunHa

CAHYM-Kenbbek MMo6X i

HimeuunHa

Heob0B’'A3KOBUX NPY YMOBI NPOBEAEHHSA
BMNpobyBaHHA «laeHTudikayisa A» 3rigHo
MoHorpadii «Sorbitol» EP (gitoue BuaaHHs). 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkilii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata
Bi4MNOBIAHOCTI ab0 BUIyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepXeHOro BUpo6HumKa -
OHoBJeHHA cepTuddikaty BignoBiAHOCTI
€sponevicbkin thapmakonei Ne R1- CEP 2001-113-
Rev 02 (3atBepmxeHo: Ne R1- CEP 2001-113- Rev
01) pna APl copbiTon Bif BXe 3aTBEpPKEHOr0
BMPO6HUKa PokeTT ®pepec, PpaHuis
BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:

3a
peyenmom

UA/10622/01/01

233.

HIFEPCAH D5

PO34MH NS iH'EKLA No
1 mny amnynax Ne 10,
Ne 50

Kenbbek Mi6X

CAHYM-

i Ko. KI

MakHin

Cnonyyexe

Ko. KI'

AHcceH dapmaleBTrKa

Benbris

3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
0o po3ainy “MapkyBaHHs" MKA N13.
3anponoHosBaHo: MAPKYBAHHSA 3rigHo
3aTBEP)KEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHi B TEKCT MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby WoA0 3a3HaYeHHs
MiXHapOAHWX NMO3HaYeHb OAUHULIb BUMIPHOBAHHS

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI

6e3
peyenma

UA/9849/01/01

234.

HISOPAN®

KpeM, 20 mr/rno 151y
Ty6i; no 1 Ty6i B
KapPTOHHI ynakoBLii

MNpogakTc
Nimiteq

KoponiscTs

[o]

HB

Ta hapmakoHarnsgy. BeegeHHst abo 3miHn go
y3arasibHeHNX faHnx Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXXeHOT 0cobw, BiANoBifanbHOI 3a
3AilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsgy 3asBHUKa An1s 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifasbHOT 3a
3gilicHeHHs chapmakoHarnagy (Bkovarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0COBU 3aABHUKA,

BiNoBiga/IbHOT 3a hapMakoHarnsg.

[itoya pefakuis: Mapis Cnit / Maria Spyt.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

lMponoHoBaHa pepakuisi: ArHeluka Meiiyep- [aHH /
Agnieszka Majcher - Dann.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0co6M,
BiANOBIAaNbHOI 3a hapmakoHarnsag,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
hapMakoHarnsgy. 3miHa MicLLe3Hax04KEHHS
macTep-gaiina

235.

HITPOMAKC

Tabnetkun
cy6niHreanbHi no 0,3
mr; no 50 TabneTok y
6aHLi; no 4 6aHKn y
nauui 3 kKapToHy; No
100 TabneTok y 6aHLui;
no 1 6aHui B navuj 3
KapToHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB® "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasisHeHUX faHnX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06M, BignoBigansLHOI 3a
3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasibHOI 3a
3[jicHeHHs1 hapmMakoHaraay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-alina cuctemu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOI 3a hapMakoHarnsg.

[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinis
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag

6e3
peyenmom

UA/14157/01/01

236.

HITPOMAKC

Tabnetku
cybniHreasibHi no 0,4
Mr; no 50 TabneTok y
6aHLji; no 4 6aHkn y
nautli 3 KapToHy; no
100 TabneTok y 6aHLi;
no 1 6aHui B nayu;i 3
KapToHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB® "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHNX faHUX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy chapmakoHarnsgy, aMmiHa
YyNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3[iiCHEHHST chapMakoHarnsa4y; KOHTakTHOT 0cobu 3
hapmakoHarnagy 3asiBHUKa N5 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bif, yIOBHOBaXXEHOI 0CO6M, BiANOBiZa/IbHOI 3a
3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-haiina cuctemn hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BiAANOBIAabLHOI 3a hapmakoHarnsg,.

Litoya pepgakuisn: CteweHko Onbra CepriiBHa.
MponoHoBaHa peaakuis: XXyp6a Nlinis

6e3
peyenmom

UA/14157/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigasibHOT
3a (hapMakoHarnsag
237. | HITPOMAKC Tabnetkun TOB HB® Ykpaina TOB HB® "MIKPOXIM" YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/14157/01/03
cybniHreasibHi no 0,5 "MIKPOXIM" 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
mr; no 50 TabneTok y Ta hapmakoHarnsgy. BeegeHHst abo 3miHm go
6aHLi; No 4 6aHkn y y3ara/ibHeHNX JaHnx Npo cucTemy
nautli 3 kKapToHy; no dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
100 TabneTok y 6aHu; npo cuctemy chapmakoHarnsgy, sMmiHa
no 1 6aHuj B navuj 3 YNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
KapTOHY 3AilicCHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnagy 3asBHUka Ans 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOBaXXeHOT 0co6Mu, BiANOBiAa1bHOI 3a
3[jicHeHHs hapmakoHaraay (BKIYatum
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-chalina cuctemu papmMakoHarnisay) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHYIKa,
BiNoBiga/IbHOT 3a hapmakoHarnsg.
Litova pepakuisn: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXypb6a flinis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigasibHOI
3a thapMakoHarnsag
238. | HOBIFAH® TabneTkn, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/5127/01/01
nNiBKOBOKO Nab6opaTtopic Na6opaTopic /T4 3MiHKM | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenma
06010HKo10, no 10 nrtg (BrpobHuya ginbHuus - Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHS 3MiH
Tabnetok y 6nictepi; VI) 0o po3sginy “MapkyBaHHs" MKA 113"
no 1 6nictepy B 3anponoHoBaHo: MapkyBaHHS. 3rigHO
KapTOHHI KOpoOL;i 3aTBEpPAKEHOro TEKCTY MapKyBaHHS BBeAeHHs
[04aTKOBOro TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MDKHAPOAHUX
Nno3HavyeHb OfUHNLb BUMIPIOBaHHSA. BBeaeHHA
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
239. | HOPMOAUMNIH Tabnetkv no 5 mr; no BAT "lefieoH | YropLiuHa BAT "lepeoH Pixtep" YroplmHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/2777/01/01
10 Tabnetok y PixTep" 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 3 Ta hapmakoHarnsagy (iHwi 3miHW) - 3MiHU BHeCeHi
6nicTepy B KAPTOHHIl B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
ynakosLi LLOA0 3a3HaYEHHSI MDKHapOAHMX NO3HAYeHb
OAMHULb BUMIPIOBAHHSA. TepMiH BBELEeHHS 3MiH -
npoTArom 6 micAuiB nicns 3aTBepkKeHHs
240. | HOPMOAMMNIH Tabnetkn no 10 wmr; no BAT "TegeoH | YroplimHa BAT "lepeoH Pixtep" YropwuHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/2777/01/02
10 TabneTok y PixTep" 3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepi; no 3 Ta chapmakoHarnsgy (iHwi 3mMiHu) - 3MiHU BHECeHi
6icTepy B KApPTOHHIl B TEKCT MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby
ynakoBLj LLOA0 3a3HAaYEHHST MiXXKHAPOAHMX NO3HAYEHb
OAMHULb BUMIpOBaHHS. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsLiB Nicns 3aTBepPIKEHHS
241. | HOTTA® Tabnetku, no 12 Pixapa ABCTpIs Pixapg bitTHep Al ABcTpist BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/10043/01/01
TabneTok y 6nictepi; BiTTHep Al 3MiHM | TUMy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenma
nol, 2, 3a6o4 Ta hapmakoHarnsagy (iHwwi 3mMiHW) - 3MiHU BHECeHI
6nicTepy y KapTOHHIl B TEKCT MapKyBaHHS yNakoBKW iKapCbKOro 3acoby
KOpo6Li LLOA0 3a3HaYeHHS MDKHapOAHMX NO3HaYeHb
OVHULIb BUMIPIOBAHHS. BHECEHHS 3MiH [10
po3giny “MapkyBaHHs" B 3aTBepgKeHnx MKA N13.
3anponoHoBaHo: MapkyBaHHSA. 3rigHO
3aTBEPKEHOr0 TEKCTY MapkyBaHHs. BBeeHHs
3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS
242. | HOTTA® Kpanni opasbHi, no 20, Pixapa ABCTpIs Pixapg bitTHep Al ABCTpis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/1972/02/01
a6o no 50 mn, abo no BitTHep Al 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenma
100 mn y chrakoHi 3i Ta chapmakoHarnsgy (iHWi 3MiHW) - BHECEHHST 3MiH
CKna 3 KpanenbHum [0 po3giny “MapkyBaHHsA" B 3aTBeppxeHnx MKA
fosatopom; no 1 N3. 3anponoHoBaHo: MapkyBaHHS. 3rigHo
ch1akoHy 3i ckna 3 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHSA
KpanenbHUM TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
[,03aTOPOM B (BignosifgHo o sumor Hakasy MO3 Ykpainu Big,
KapPTOHHIN ynakoBLii 23.07.2015 Ne 460 3i 3MiHaMun) 3 BHECEHHSIM
iH(hopMaUiT LLoA0 3a3HAYEHHS OAVNHULb
BUMIpIOBaHHSA y cuctemi Sl. BBeieHHsA 3MiH
NPOTArom 6-Ty MIiCAILiB MiCNs1 3aTBEPAYKEHHS
243. | HYBIOXUN® Tabnetku no 50 mr: no TOB "TeBa YkpaiHa MNIBA XpBaTtcka 4.0.0., Xopsarisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17446/01/01
10 Tabnetok y YkpaiHa" Xopsaris (nepBuHHe, CWA 3MiHM Il TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi, no 3 BTOPUHHE NakyBaHHs Ta Ta hapmakoHarnagy. 3MiHu y KOpOoTKii
6nicTepy B KOPOOLi [,03BiN Ha BUNycK cepir); XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
LledhasnoH IHk., CLLUA MapKyBaHHS Ta iHCTPYKLii A8 MeguyHoro
(BMPO6GHMLTBO 3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMW AiaHUMK 3
Hepo3acoBaHol AKOCTI, AOKMIHIYHUMU, KNIHIYHUMU AaHUMK Ta
NPOAYKLUii, KOHTPO/b JaHuMu 3 chapmakoHarnsgy - 3MiHW BHECEHO A0
cepii) IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
niKkapcbkoro 3acoby y po3ainum "MNpoTunokasaHHs",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHchopmadii), "MepenosyBaHHA",
"Mo6iuHi peakuji" . BBeieHHS 3MiH NpoTArom 6
MicSILiB NicNs 3aTBEPAYKEHHS
244. | HYBIAXUN® Tabnetku no 150 mr: TOB "TeBa YKpaiHa MNIBA XpBaTtcka 4.0.0., Xopsarisi/ BHECEHHS 3MiH [10 pEECTpaLiiiHUX MaTepianis: 3a UA/17446/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 7 Tabnetok y YkpaiHa" XopBaris (nepBuHHe, CLIA 3MiHM |l TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
6nictepi, no 1 BTOPWHHE NakKyBaHHSA Ta Ta (papmakoHarnsgy. 3MiHu y KOpoTkiii
6nicTepy y kopobuj; no [L,03BiN Ha BMNYyCK cepii); XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
10 Tabnetok y LlecbanoH IHk., CLUA MapKyBaHHS Ta IHCTPYKUIiT AN MeAUYHOro
6nictepi, no 3 (BUPOBHULTBO 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMU AaHUMU 3
6nictepu y Kopobui Hepo3acoBaHoi SKOCTi, AOKMIHIYHMMU, KIHIYHMKY AaHUMK Ta
NPOAYKLIT, KOHTPONb JaHnuMu 3 dhapMakoHaragy - 3MiHM BHECEHO [0
cepir) IHCTPYKLUIT A5 MeAMYHOro 3aCTOCYBaHHS
nNikapcbkoro 3acoby y po3ginm "MNpoTunokasaHHs",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS y
nepiog BaritTHOCTi abo rogyBaHHs rpyaaro”
(yTouHeHHs iHdpopmauii), "MepenosyBaHHs",
"Mo6iyHi peakyji" . BBeeHHS 3MiH NpoTArom 6
MicALB Nicnsa 3aTBepAKeHHs
245. | HYBIOXUN® Tabnetkn no 250 mr: TOB "TeBa YkpaiHa MNIBA Xpsartcka 4.0.0., Xopsarisi/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17446/01/03
no 7 Tabnetok y YkpaiHa" Xopsartisl (NepBuHHE, CWA 3MiHM Il TUny - 3MiHK WoA0 6e3nekn/ed)eKTUBHOCTI peyenmom
6nictepi, no 1 BTOPWHHE NaKyBaHHSA Ta Ta (papmakoHarnsgy. 3MiHu y KopoTkiii
6nicTepy y kopobuj; no [L03BiN Ha BMNYCK cepii); XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
10 Tabnetok y LledasnoH IHk., CLUA MapKyBaHHA Ta IHCTPYKLii 418 MegUYHOro
6nictepi, no 3 (BUPOGHULTBO 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMU AaHUMU 3
6nictepu y Kopobui Hepo3dgacoBaHol SIKOCTi, AOK/MIHIYHMMK, KMIHIYHMKU AaHUMK Ta
NPOAYKLIT, KOHTPONb JaHnuMu 3 dhapMakoHariagy - 3MiHM BHECEHO [0
cepi) IHCTPYKLUIT NS MeAWNYHOro 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby y po3ginm "MNpoTunokasaHHs",
"Ocob6MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog BaritTHOCTi abo rogyBaHHA rpyaar”
(yTouHeHHs iHdpopmauii), "MepenosyBaHHs",
"Mo6iuHi peakuyji" . BBeeHHS 3MiH NpoTArom 6
MiCALB Nicnsa 3aTBepAKeHHs
246. | HYTPUDIEKC eMy/bCist 45 iHAY3ii B. BpayH HimeyunHa B. BpayH Menb3yHreH HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13231/01/01
OMETA no 1250 mn, 1875 mn Mernb3yHreH Al', HimeyunHa 3MiHY | TUny - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii peyenmom
CMNELUJANBHNIA | y milky Al (Bpo6HMLTBO, 3aci6. Cuctema koHTeliHep/3akynoptoBasibHUi
nn1acTMKoOBOMY nepBMHHA Ta BTOPUHHA 3aci6. 3miHa 6yab-AKOi YaCTUHU MaTepiany

TprkamepHomy; o 1
MiLLIKy N1acTUKOBOMY
TpYKaMepHoOMy B
3aXVCHOMY MILLIKY; N0
5 3aX1CHUX MILLKIB Y
KapTOHHI KOpoOL;i

ynakoBka, BUMyckK cepii);
B.bpayH Menb3yHreH
AT, HimeuunHa
(KOHTpOSb cepil)

NepBUHHOT YNaKoBKMK, LLIO HE KOHTaKTY€E 3 FTOTOBUM
niKapcbknum 3aco60M (Hanpukiaz, Konip Kpuwevok
3 KOHTPOJIEM MEPLUOTO BIAKPUTTSA, KONIP KOAOBUX
Kineub Ha amnynax, KoHTeliHepa Ans ronok (pisHi
BMAM NnacTMack) (iHWi 3MiHW) - BHECEHHS 3MiH A0
p.3.2.P.7. Cnuctema KoHTeliHep/3akynopoBasibHNIA
3acib, a came po3MiLLeHHS iHAVKaTopa KUCHIO MiXX
3aXMCHUM MILLKOM i NEPBUHHUM KOHTeliHepoMm. BiH
MiCTUTb TepMODOPMOBaHUIA 6/1icTep, 3an0BHEHWI
YYT/IMBOKO [0 KMCHIO MACcoI0 3 repMETUYHO
3anaeHUM BEpXHIM LIapom nnisku. BiH
aKTMBYETLCA MNif Yac cTepunisauii npoaykTy. BiH
MiCTUTb GAPBHUK, SIKWIA y)Ke YYT/IMBUIA 10 KNCHIO.
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Ne

Hassa

®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Y pasi NoLwKoApKeHHS BTOPMHHOI YNaKkoBKu Mif Yac
TPaHCNOPTYBaHHA NOTPAN/SE KNCEHb, SKWIA
CMPUYNHNTB 3MiHY KOMbOPY iHAMKaTopa.
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"YnakoBka" W00 BBEAEHHS IHAMKATOPA KNCHIO
MDK NEPBMHHOIO Ta 30BHILLHBOI YNaKOBKOKO
niKkapcbKoro 3acoby, K HacnifokK BigpefarosaHo
po3ain "®apmakonoriyHi BracTneocTi” Ta A404aHO
po3gain "Ocobnusi 3axoamn 6e3nekn”. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
247. | OKCANINNATWU | niodpinizat gns Pyn Pecny6nika PYM Pecny6nika BHECEHHS 3MiH 4,0 peecTpavLiiHux martepianis: 3a UA/15883/01/01
H PO34uHy ANs iHdy3ilA, "Benmegnpen | binopycb "benmegnpenaparn” Binopycb 3MiHM | TUMy - 3MiHK Woo 6e3nekn/ed)eKTUBHOCTI peyenmom
no 50 mr no ogHomy apartu" Ta hapmakoHarnsagy (iHwi 3mMiHW) - 3MiHU BHECeHI
dhnakoHy y KapTOHHIl B TEKCT MapKyBaHHS yNakoBKW ikapcbKoro 3acoby
nauui LLOA0 3a3HaYeHHS MDKHapOAHMX NO3HaYeHb
OZMHULb BUMipIOBaHHS
248. | OKCANINNATWU | niodpinizat gns Pyn Pecny6nika PYM Pecny6nika BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/15883/01/02
H PO34unHY ANs iHQy3ilA, "Benmegnpen | Binopycb "Benmegnpenaparn” Binopycb 3MiHM | TUNy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
no 100 mr no ogHomy aparu” Ta thapmakoHarnsagy (iHwi 3mMiHu) - 3MiHU BHECeHi
hN1aKoHY Y KapTOHHIlA B TEKCT MapKyBaHHS yNakoBKM MiKapCbKoro 3acody
naui LLIOA0 3a3HaYeHHSI MDKHapOAHMX NO3HaYeHb
OZMHULb BUMipIOBaHHS
249. | OKTAFAM 10% | po34vH Ans iHdy3ii OkTadapma ABCTpist OxTtacapma AB, LUBeuis Lseuis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/15583/01/01
10 %, no 20 mn, 50 dapmaLeBTUK (BUMPOBHUK, HimeuunHa/ 3MiHN | TUNY - 3MiHK 3 AKocTi. A®l. BUpo6HMLTBO. peyenmom
mn, 100 mn a6o 200 a BiNOBIgaNbHWIA 32 AscTpis/ 3MiHu BUNpobyBaHb abo AONYCTUMUX MEX Y
M1 PO34VHY 4115 MpopykTioHcre BMPOGHMLITBO 3a MOBHUM ®paHuis npoteci BMpo6HuuTea Adl, L0 BCTAHOBEHI Y
iHdpy3iil y donakoHi; no c. Mm.6.X. LMKIOM, 38 crneundikaLisx (3By)XXEHHS JOMYyCTUMUX MeX) -
1 chnaxoHy B BUK/IIOYEHHAM rapmoHisauis nimiTie yacy ana PPSB-abcop6buii

KapTOHHI Kopo6Li

BTOPUHHOI YNakoBKK);
Oxtadhapma [eccay
m6X, HimeuunHa
(BMPOGHMK,
BiANoBigabHMI 3a
BTOPWHHE MaKyBaHHS);
OkTadapma
dapmaueBTrKa
MpopykTioHcrec. m.6.X.,
ABCTpis (BUPOBHUK,
BiANoBigabHMIA 3a
BMPOGHULITBO 3a MOBHUM
umknom); OkTadhapma,
PpaHuia (BUPOOHUK,
BiiNOBigabHWIA 32

(3MEHLLEHHS Yacy nepeMillyBaHHs cycneHsii 3 40-
60 xB. 8o 30-60 xB. npy Temneparypu Big 5 go 10
C); 3MiHuM | TUny - 3MiHK 3 sKoCTi. ADI.
Brpo6HMUTBO. 3MiHM BMNpo6yBaHb abo
[onycTMMMX MeX y npoueci BupobHuutea Adl, wo
BCTAHOB/EHI y crieyudikalisx (3ByXeHHs
[OMNyCTUMMX MEX) - FapMOHi3aList MiMiTiB Yacy Ans
PPSB-abcop6uii (3MeHLLeHHS yacy 06pobku
NPOTETHOBOIO KOMM/IEKCY 3 LoHalimeHwe 60
XBW/WH, asie He Ginblue 180 XBUAUH 40
LLloHaliMeHLLe 60 XBUWH, ane He binbwe 120
XBWUAWH); 3MiHW I TUny - 3MiHK 3 AKocTi. API.
Brpo6HMLTBO. 3MiHM B npoueci BupobHuutea AdI
(3MiHa CTOCYETbCA aKTUBHOI PEHOBUHM
6i0/10r4HOr0/iMyHOMOrYHOrO MOXOKEHHSA abo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMLITBO 3a MOBHUM BVIKOPUCTaHHS XiMiuHMX A®| y BUpOGHMLTBI
LMKIOM, 38 nNiKapcbkoro 3acoby 6i010ri4HOro/iMyHO0r4HOro
BUK/THOYEHHAM NOXOMXEHHS, IKa MOXEe MaTh 3Ha4YHUA BNAVB Ha
BTOPWHHOI YNaKoBKW) AKICTb, 6e3neKky Ta ed)eKTUBHICTb JlikapCbKoro
3aco0by, | He CTOCYETbCA NPOTOKOAY) - peecTpavis
PPSB-komnnekcy B po3mipi 2000 kr + 1%
Kpio36igHeHOI N1asMm Ha JOAATOK A0
3aTBepxeHoro po3mipy 1000 kr + 5% ans
BMPOBGHUYOT AinbHULI OkTadpapma dapmaleBTmka
[MpoaykTioHcrec. M.6.X., ABCTpis
250. | OKTAMNJNEKC NOPOLLIOK Ta OkTadapma ABCTpist Oxtadhapma [eccay HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14313/01/01
500 MO PO3UNHHWK AN dapmaLeBTuK v6X, HimeuunHa AscTpis/ 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
PO34mnHY ANs iHAY3il a (BUpPOGHYMK PpaHuis Ta hapmakoHarnsagy (iHwi 3miHu) - 3aTBepXKEHHS
no 500 MO; asi MpoaykTioHcre (anbTepHaTMBHWMIA), a/IbTEPHATUBHOIO TEKCTY MapKyBaHHA YNakoBKN
KOPO6KM c. M.6.X. BiANOBiAaIbHMI 3a nikapcbKoro 3acoby i3 3a3Ha4YeHHAM MDKHAPOAHUX
006'eHYIOTbCA MiX BTOPVHHE NakKyBaHHA Ta no3HayeHb OAVHWLb BUMIPIOBAHHS (cuctema
C06010 N1aCTUKOBOKD Bi3yasibHY IHCNEKLiI0); oguHuup Sl).
NNiBKOK: KAPTOHHA OkTachapma MpuBeaeHHA TEKCTY MapKyBaHHSA 40 BUMOr €.
Kopo6ka Nel: mo 1 dapmaueBTmka BHeceHHs 3MiH f0 po3giny “MapkyBaHHA” MKHA.
dhnakoHy 3 NOPOLLKOM MpopaykTioHcrec m.6.X., 3anponoHoBaHo: 3rifiHO 3aTBEPAKEHOro TEKCTY
[ONS PO3UNHY ANA ABCTpis (BUPOBHUK, MapKyBaHHS [0 peecTpaLiliHoro NocBiAYeHHs.
iHdpysin Ta BiANOBIAaIbHMI 3a TepMiH BBEEHHS 3MiH - NPOTATOM 6 MicALiB nicns
IHCTpyKLi€eto npo BMPOBHULTBO 38 NOBHUM 3aTBEPKEHHS; 3MiHM | TRy - 3MiHK Woa0
3aCcTOCyBaHHS; umknom); OkTadhapma, 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi
KapTOHHa Kopob6ka ®paHLis (BUPOOHUK, 3MiHW) - BHECEHHS iHdhopMaLlii PO KisTbKiCHWIA
Ne2: no 1 dnakoHy i3 BiANoBigabHMI 3a BMICT JAONOMDKHUX PeYOBUH (renapuH, HaTpilo
PO34YMHHMKOM (BOAA BMPOGHMLITBO 3a MOBHUM umTpar) Ao IHCTPyKUii 4Ns MeanyHoro
ONs iH'ekuid, 20 mn) y LMKIOM, 38 3aCTOCYBaHHS, TEKCTY MapKyBaHHs,
KapTOHHI KopooLyi BUK/IIOYEHHAM peecTpauiiHoro NocBig4YeHHs. 3anponoHOBaHO:
pa3oM 3 KOMM/IEKTOM BTOPWHHOI YNaKkoBKW) [JlonomixHi peyoBuHuW: renapuH (5-12,5 MO/mn),
[ON5 PO3YMHEHHA Ta Hatpito uutpar (6,5 mr/mn).
BHYTPILUHbOBEHHOIO TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB nicns
BBefeHHs (1 wnpuy, 3aTBEPIKEHHS
oaHopaszoBuii; 1
KOMMNAEKT Ans
nepeHocy (1
ABYXKiHUeBa rosnka, 1
hinbTpoBasIbHA
ronka); 1 komnaekrt
Ons iHdysili (ronka-
MeTenuk); 2
NpPOCOYEHNX CIMPTOM
TaMmrnoHiB
251. | OME3 A® Kancynu Teepgi no 10 [O-p Peppj'c IHAain ToppeHT IHAis BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/6872/01/01
Kancysny ctpuvni; no 3 JlabopaTtopic dapmacbtoTikanc Jtg, 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
CTpunu B KOpoobLi ntp Ta hapmakoHarnsagy (iHwi 3miHu) - 3aTBepKEHHS

a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS yNakoBKU
NiKapCbKOro 3aco6y i3 3a3HaYeHHSIM MiXKHAPOAHNX
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no3Ha4yeHb OAVHMLB BUMIPIOBaHHA. 3amiHa
rpagivHoro oopM/IEHHS NePBUHHOT Ta BTOPUHHOT
YMakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BiANOBIAHMMYK 3MiHamy 4o po3ginis MKA N3
(po3gin «padmyeckoe ochopmieHne
ynakoBku»(CooTBETCTBYET NpeAcTaBeHHOMY
rpachuyeckoMy U306pakeHNI0 NEPBUYHOIA
ynakoBKM) 3aMiHEHO PO3AinoM «MapKyBaHHs»
( 3rigHO 3aTBEPAXEHOrO TEKCTY MapKyBaHHS)).
BHeceHHs 3MiH A0 po3giny “MapkyBaHHS" MKA
N3": 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPMKEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPIAKEHHS

252,

OME3®

Kancysu no 20 Mr no
10 kancyn y cTpuni
abo 6nictepi; no 3
cTpunun abo 6nictepu
y Kopo6uj

[-p Pepgi'c
Na6opaTopic
nTg

IHais

[-p Peggi'c
Na6opaTopic /T4,
BupobHuya ainbHuus - 1l

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH

[0 posginy “MapkyBaHHs" MKA N13™:
3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOIO TEKCTY MapKyBaHHs BBeaeHHs
[04aTKOBOTO TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby i3 3a3Ha4YeHHSAM MDKHAPOAHUX
no3HavyeHb OUHNLb BUMIpOBaHHSA. BBeaeHHS
3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS

3a
peyerimom

UA/0235/02/01

253.

OME3®

kancynu no 10 mr no
10 kancyn y 6nicTepi;
nola6ono3
6nicTepy B KapPTOHHIi
Kopoo6Li

O-p Peppi'c
Nab6opaTtopic
nTa,

IHais

A-p Peppi'c
Na6opartopic /1Tg,

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHS 3MiH

0o po3sginy “MapkyBaHHs" MKA 113"
3anponoHosaHo: MapkyBaHHs. 3rifHo
3aTBEPKEHOI0 TEKCTY MapKyBaHHS BBefeHHs
[04aTKOBOro TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MDKHAPOAHUX

Nno3HavyeHb OfUHNLb BUMIPIOBaHHSA. BBeaeHHA
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS

6e3
peyenma

UA/0235/02/02

254.

OME3®

Kancysu no 40 mr no
10 kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHiiA KopobLi; no
7 kancyn y 6nictepi;
no 4 6nictepu B
KapTOHHi Kopo6bLy

f-p Peppi'c
Nabopatopic
Nt

IHais

O-p Peggi'c
Na6oparopic /ITg

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH

[0 posginy “MapkysaHHs" MKA /13"
3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOrO TEKCTY MapkyBaHHS BBefeHHS
[0aTKOBOro TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MDKHAPOAHUX
no3Ha4yeHb OfVHMLb BUMipIOBaHHS. BBeageHHS

6e3
peyenma

UA/0235/02/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiH NPOTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS

255,

OMENPA30/

niocpinizat gns

PO34mnHy ANs iHAY3il
no 40 wr, 1 chnakoH 3
niocpinizaTtom B Naywi

TOB
"®APMEKC
reyn"

YKpaiHa

TOB "®APMEKC I'PyI1"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH

00 p. «MapKyBaHHS»:
3anponoHoBaHo: MapkyBaHHs BignosigHo fo
3aTBepKeHoro TekcTy MapkysaHHA OHOBJ/IEHHSA
TEKCTY MapKyBaHHS YNakoBKM NikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
OOMHULb BUMIPIOBaHHA y cucTeMi Sl Ta yTOYHEHHSA

LLIOAO LUTPUX-KOAY, 10rOTUMY KOMMNaHii Ta iHwa
TexHiuHa iHdhopmauisi. BBeeHHS 3MiH NpoTArom 6-

TV MiCALiB NicNa 3aTBEPIKEHHS

3a
peyenmom

UA/12924/01/01

256.

omM30n

NMOPOLLOK A1 PO3UKHY
ons iHgysin, 40 Mr no
1 a6o no 10 dpnakoHiB
3 MOPOLLKOM Y KOPOO6L

OPrAHOCUH

NAN®CAEHC

M3 (E® 3ET
Ccl)

OAE

BMPOGHMLITBO 3@ NOBHUM
LIMK/TOM:
Codhapimekc — IHaycTpia
Kimika e ®apmacbloTika,
C.A., MopTyranis;
BMPOGHMLTBO
Hepo3acoBaHoro
NpoAyKTY, NepBUHHE
nakyBaHHS:
LEBA XongiHr Ei. Ec.,
TypeuunHa

Moptyrania/
TypeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
3MiHK | TUNy - 3MiHK 3 SKOCTI. FOTOBWIA NiKapCbKnii
3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo
BBE/lEHHSA A0AATKOBOT AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro BUPOBHMYOro npoLecy
roTOBOrO Jlikapcbkoro 3acoby (AinbHULSA, Ha SKii
npoBoAATLCA Oyb-AKi BUPOOHWYI cTagil, 3a
BUHATKOM BUNYCKY Cepii, KOHTPOSIIO AKOCTI Ta
BTOPWHHOTO MakKyBaHHS 415 CTEPUNIbHUX
Nikapcbkux 3acobis (BKIOYAOUM BUPOBIEHI
acenTUYHUM METOAO0M), KPiM /liKkapCbKUX 3acobis
6i010ri4YHOro/iMyHO/OrYHOTO NOXOPKEHHS) -
BBEEHHA A0AAaTKOBOT AiNbHULL BUPOBHULTBA
LEBA Xongixr Ei. Ec., TypeyunHa (BUPOOHULTBO
Hepo3dhacoBaHOro NPOAYKTY, NEPBUHHE
nakyBaHHs); 3MiHW | TUny - 3MiHU 3 AKOCTI.
[oTOBWIA NikapCbKMit 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa po3Mipy cepil (BkIHOYatoun diana3oH
po3Mipy cepil) roToBOro nikapcbkoro 3acoby (iHLwi
3MiHW) - BBEAEHHS [04ATKOBOro po3mipy cepii
roTOBOrO Jlikapcbkoro 3acoby 66 666 thnakoHiB
(3aTBepmxeHo: 5000 dhnakoHiB, 12619 dhnakoHIB)

3a
peyenmom

UA/17079/01/01

257.

OMIKC

Karncynv Teepai,
NPOMOHroBaHol Aji no
0,4 wr, in bulk: no
2000 kancyny
KOHTelHepax
naacTmMacoBmnx

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHK | TUNY - 3MiHK 3 AKocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HoBOro abo OHOB/IEHOro cepTudpikata
Bi4NoBIAHOCTI ab0 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMIDKHOT peyoBYHU (cepTudikaT BignoBigHOCTI

UA/13120/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKa -
MoaaHHA OHOBNIEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 2012-309-
Rev 00 Big, yxxe 3aTBepaXeHoro BupobHuka Adl
TamcynosuHy rigpoxnopuagy BupobHuutea RA
CHEM PHARMA LIMITED, IHgisa (3aTBEpAXEHWI
cepTudikaT BiAnoBigHOCTI EBpONenchKol
apmakonei Ne RO-CEP 2012-309-Rev 01).
YTOUHEHO HanvcaHHs agpecy BUpobHuka Ad|
258. | OMIKC Kancynu TBepai, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4311/01/01
NpPOJIOHroBaHoI Aii no "TexHonor" 3MiHuW | TMNy - 3MiHK 3 sKocTi. CepTudikaT peyenmom
0,4 wr, no 10 kancyn y BignosigHocTi/lE-cepTudpikar BignosigHocCTi
6nictepi; no 1 a6o 3 €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
6nicTepu y nauui 3 HOBOro ab0 OHOB/IEHOTO cepTudikara
KapToHY BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/nPoOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPoOHUKa -
MoAaHHA OHOBNIEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 2012-309-
Rev 00 Big, yxxe 3aTBepaXeHoro BupobHuka Adl
TamcynosuHy rigpoxnopuay BupobHuutea RA
CHEM PHARMA LIMITED, IHgisa (3aTBEpAXEHWI
cepTudikaT BignoBigHOCTI EBpoNeincbKol
apmakonei Ne RO-CEP 2012-309-Rev 01).
YTOUHEHO HanvcaHHs agpecy BUpobHuka Ad|
259. | OPBIKC TabneTku, BKPUTI OPIrAHOCWH OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14168/01/01
NNiBKOBOKO NAN®CAEHC 3MiHa Ha3BM NikapcbKoro 3acoby 3 peyenmom
060n0HKot0, Mo 500 N3 (E® 3ET FEPMALVKBIP/IGERPACYCVIR Ha
Mr, no 8 TabneTok y Cl) OPBIKC/ORVIX (BBefeHHs 3MiH NpoTsArom 3-X
6nictepi; no 1 MiCAILiB MicNsi 3aTBEPAKEHHST)
6nicTepy B KAPTOHHIl
Kopoo6Li
260. | OPBIKC TabneTkn, BKpUTI OPrAHOCWH OAE AnoTekc IHk. KaHaga BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/14168/01/02
nniBKOBOKO NAN®CAEHC 3MiHa Ha3BM NiKapcbkoro 3acoby 3 peyenmom
060710HKO0, Mo 1000 N3 (E® 3ET FEPMNALVKBIP/GERPACYCVIR Ha
Mr, no 3 TabneTtku B Cl) OPBIKC/ORVIX (BBegeHHs 3MiH NpoTArom 3-x
6nicTepi; no 7 MiCAILiB Nicns 3aTBEPIKEHHS)
6nicTepiB Yy KAPTOHHIi
Kopo6Ui
261. | OPHIgA30N PO34YUH ANs iHQy3il MpusBaTHe YKpaiHa MpuBaTHe akuioHepHe YKpaiHa BHECEHHS 3MiH [10 pEECTpaLiiiHuX MaTepianis: 3a UA/15676/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsi04YeHHs

0,5% no 100 mn y
naswui; no 1 nasawuiy
nauui

akujioHepHe
TOBap1CTBO
"IHdpy3ia”

TOBapuUCTBO "lHy3ia"

3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsagy (iHwi 3miHu) - BHeceHHs 3MiH
[0 po3ainy «MapkyBaHHs» MKA N3:
3anponoHoBaHo: MAPKYBAHHA BignosigHo go
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHI B TEKCT MapKyBaHHS ynakoBKu
NiKapCbKoro 3acoby LLoA0 3a3HaYeHHs
MiKHaPOAHUX NO3HAYeHb OAUHULL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPAKEHHS

peyernmom

262.

OPHIAA3O/-
HOBO®APM

pO34nH ans iHdysiid, 5
mr/mn no 100 mny
nasawui; no 1 nnsawui 'y
nauuj

ToBapucTso 3
06MexeHot
BignoBiganbHi
CTHo thipma
"HoBothapm-
BiocnHTes"

YKpaiHa

ToBapucTso 3
06MeXeHO
BignosigasibHICTIO dhipma
"HoBodapm-biocnHTes"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - aAMiHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicuA
NPOBa/PKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOUAOUN,
3a HeobXigHOCTI, MicLile NPOBEAEHHS KOHTPOJTHO
AKOCTi), abo BnacHuka macTep-chaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMikKHOro NpPoAyKTy, Lo
3aCTOCOBYHTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
Ha3Bu BNpoGHKKa AD| opHigasony, 6e3 3miHn
MicuA BUPOGHULTBA; 3anponoHoBaHo: Hunan
Jiudian Hongyang Pharmaceutical Co., Ltd.,
Kutaii. BBeA€eHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicns 3aTBepayKeHHs

3a
peyenmom

UA/16647/01/01

263.

NAKNITAKCEN
AKKOP[,

KOHLUeHTpaT Ans
PO34unHY ANs iHQy3il,
6 mr/mn no 5 mn (30
mr), no 16,7 mn (100
mr), no 50 mn (300 mr)
y thnakoHi; no 1
(h1aKoHY Y KapTOHHIA
KOpoo6Li

AKkopAa
Xenckea
Nimiteq

Benuka
BpuTaHis

Akkopg, Xenckea Jlimiteq,
, Benuka Bputanis
( BignoBiganbHwii 3a
BUMYCK cepii); AKKOpZ
Xernckea Jlimites ,
Benuka bpuTaHis
( BTOPUHHE NakyBaHHS);
AcTpoH Pe3bopuy
Nimiten, Benuka
BpuTaHis (KOHTPO/b
AKOCTI cepiid); IHTac
dapmacbloTikan3
Nimites, IHAiA
(BMPOGHMLTBO rOTOBOIO
niKapcbKoro 3acooby,
BMpo6HMLTBO bulk,
NepBYHHE NaKyBaHHS,

Benuka
BputaHis/
IHgia /ITanis/
YropuwmHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn NikapcbKoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
a60 K pe3ynbTarT OLiHKM 3BITY 3 AOCNIAKEHD,
npoBeAeHVX BignoBigHO 40 nnaHy negiatpuydHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHECEHO [0 IHCTPYKLiT 419 MenyYHOro
3acTOCyBaHHS NikapCbKoro 3acoby y po3gin
"MoGiyHI peakuii" Bi4NOBIAHO 4O OHOBEHOI
iHdbopmalii 3 6e3nekun Aikyoi PpeHOBUHMN.

3a
peyenmom

UA/13924/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BTOPUHHE NakyBaHHS, BBefeHHsI 3MiH NpoTArom 3-x MicsLiB nicns
KOHTPOb AKOCTI cepii); 3aTBEPKEHHS
IHTac ®apmacbloTikasc
Nimites, IHAiA
(BUPOBHWLLTBO rOTOBOIO
NiKapcbKoro 3acooby,
nepBUHHE NaKyBaHHS,
BTOPVHHE MakKyBaHHS,
KOHTPO/b SKOCTI cepii
(anbTepHaTUBHUI
BUPOGHUK));
NabAnanisic C.p.n,
ITania (KOHTPONb AKOCTI
cepiit); ®apmasanig,
NTa. MikpobionorivuHa
nabopartopis, YropwyHa
(KOHTpPOJIb AKOCTI cepiif)
264. | NAHAHIH KOHUEeHTpaT ans BAT "TegeoH | YroplimHa BAT "lepeoH Pixtep" YropuwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7315/02/01
PO34mnHY ANs iHAY3il PixTep" 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
no 10 mn B amnyni, No Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
5 amnyn y KOHTYpHii TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
NnacTVKOBIl ynakoBLyj; 3 BHECeHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
no 1 KOHTYpHIW OAMHMLb BUMIPIOBaHHS Y cuctemi Sl. TepmiH
NAacTVKOBIl ynakoBLyi BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
B KapPTOHHIii ynakosL,i 3aTBEPAKEHHSA
265. | MAHIACTPO® Tabnetku CaHpo3 CnoseHis ek chapmaueBTUYHA CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13512/01/01
racTpope3ncTeHTHi No | ®apmacbioTika KoMnaHis 4.4., Cnosexia | TypeuunHa/ 3MiHK | TURY - 3MiHW 3 AKOCTI. FOTOBUIA NiKAPCbKMiA peyenmom
20 mr, no 7 TabneTtok n3 a.a. (Bnpo6HMLTBO “in bulk”, PyMmyHis 3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3Mmipy cepii
y 6nicTepi, no 2 abo 4 ynakoBKa, TECTYBaHHS, (BKKOYalOUM gianasoH po3mipy cepii) roToBoro
6/1icTepy B KAPTOHHIM BUMYCK Cepii; ynakoBka, nikapcbKkoro 3acoby (36inbuweHHs go 10 pasis
Kopo6ui; no 14 BUNyCK cepii); NOPIBHSAHO i3 3aTBEPIKEHNUM PO3MIPOM) -
Tabnetok y 6nictepi, BMPO6HMLTBO "in bulk", BBE/leHHs 04aTKOBOro PO3Mmipy cepii roToBoro
no 1 a6o 2 6nictepn B yNaKoBKa, TECTyBaHHS: NiKapcbKoro 3acoby A5 BUpo6HuKa Jlek
KapTOHHI Kopo6Lyi CaHpo3 Inak CaHalii Be $apmMaueBTUYHa KOMNaHia 4.4., CnoBeHis.
Tikapet A.C., 3anponoHoBaHo: 220 kr (2 316 000 TabneTtok) 440
TypeuunHa; TeCTyBaHHS: Kr (4 632 000 TabneTok)
C.K. CaHpo3 C.P.J1.,
PyMyHis
266. | MAHTACAH NOPOLLIOK CaH IHAiA CaH ®apmacboTvkas IHAis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/3400/01/01
niogpinizoBaHnin Ans PapmacblTHK IHaacTpi3 fTg, 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
NpUroTyBaHHsA an lHgacTpis Ta hapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
PO34YUHY NS iH'EKLi Nimiteq [0 po3ainy “MapkyBaHHs" B 3aTBEpkeHnx MKHA

no 40 mr y dpnakoHax
Ne 1

N3. 3anponoHoBaHo: MapkyBaHHS: 3rifHo 3
3aTBEPKEHNUM TEKCTOM MapKyBaHHSA. OHOBEHHSA
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby

3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs

OAMHMLb BUMIipOBaHHSA y cuctemi Sl. TepmiH
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPAKEHHS
267. | MEMO3AP NOPOLLIOK CaH IHais CaH ®apmMacbioTuKas IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/16240/01/01
niodpinizoBaHWin Ans PapmacbTHK IHoacTpi3 Nlimites 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
PO3YUMHY A5t iH'EKLIA an lHpacTpis Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
Ta iHchy3ili no 40 mry Nimiteq TEeKCTY MapKyBaHHS1 yNakoBKM /liKapCbKOro 3acoby
hnakoHax Nel 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OOMHWLB BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
3MiH Jo po3ainy “MapkyBaHHs" MKA N3:
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPKEHOrO TEKCTY MapKyBaHHs. BBeeHHs
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS
268. | MEHECTEP® TabneTkn, BKpUTI TOB "CaHogi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/6000/01/01
060/10HKO0, N0 5 Mr ABeHTIC Pecny6nika 3MiHU | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbkuii peyenmom
Ne 30 (15x2): no 15 YkpaiHa" 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLeCi
Tabnetok y 6nictepi; BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby,
no 2 6nictepu y BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0
KapTOHHI KOpooL;i 3aCTOCOBYETLCA NPV BUPOBHMLTBI TOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BMPOGHMLTBA) - OHOB/IEHHS po3diny 3.2.P.3.3
npoLec BUPOGHULITBA 3 3a3HAYEHHAM PO3MIpY
cuTa nif Yac Npouecis rpaHynALil, 3MillyBaHHS,
npecysaHHs (1,0-2,0 mm)
269. | NEHTAKCUM® | nmopowok Haemophilus CaHodi ®paHuisa CaHodpi MacTtep, PpaHuis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/13010/01/01
BAKUWHA ANA | influenzae tuny b ta Mactep PpaHuin; CAHO®I ITania/ 3MiHM | TUNY - 3MiHKW 3 AKocTi. A®l. Bupo6HULTBO peyenmom
MNPO®INAKTUK | cycneHsis Ans iH'ekujii C.M.A., ITania; CaHodi- YroplmHa (iHwWi 3miHW) - oHoBNeHHs CTD po3ginis focbe AnA
N ANDTEPII, (0,5mn); mo 1 AseHTic MpaiisiT Ko. aitoyoi peyvosuHn Purified Diphtheria Toxoid gns
NPABLSA, (h1aKoHY 3 NMOPOLLUKOM nta., YropwwmHa BMPOBHMYOI AinsHLUi B MicTi Mapci n'ETyans,
KALLJTHOKY Ta 1 nonepefHL0 ®paHuis: - nepecopmaTyBaHHs iHhopmavii Ta
(ALUENONAPH 3anoBHEHOMY LNpuLy [0MOBHEHHA AaHVMK ANS 3aBepLUEeHNX
nin (0,5mn) 3 pocnigpkeHb cTabiNbHOCTI; Y3rofxeHHs iHhopmali
KOMMOHEHT), NPUKPINIEHOIO FOJIKOKO MiX NiLeH3igsMU 6e3 3MiH y BUPOOHWYIl nNpakTuLi, y
noniomMIeENITY | (abo 2 okpemumm po3ginax 3.2.S, 3.2.A.2, 3.2.R peecTpadiiiHoro
IHAKTUBOBAH | ronkamu), Lo MiCTUTb [0Cbe Ta BiANoBiAHWX po3Ainax Moayns 2 ons
ATA cycneHsito gns girouoi pevosuHu Purified Diphtheria Toxoid
BAKUWHA ONA | iH'eKujil, B KAPTOHHIi
MPO®INTAKTUK | kopobui; no 1
N IHOEKLJIIA, ¢h1aKoHy 3 MOPOLLKOM
CNPUYNHEHU Ta 1 nonepefHb0
X 3anoBHEHOMY LUMPULLY
HAEMOPHILUS | (0,5 mn) 3
TANY B NPUKPIN/IEHOIO FOJIKOH
KOH’FOFOBAH (a60 2 okpemumu
A, rosikamu), Wo MicTUTb
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
ANCOPBOBAH | cycneHsito ans
A iH'eKUilA, B
cTaHAapTHO-
€KCMOPTHIl ynakosL,,
AKa MICTUTbCA Y
KapTOHHI kopobui (3
iHCTpYKLieto Ans
MeANYHOro
3aCTOCYBaHHS)
270. | NITOBAKT KOMGIHOBaHWiA Habip CaH IHais CaH ®apmacbloTukan IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/0130/01/01
HEO 0151 NepopasIbHOI0 PapmacbloTHK IHpacTpi3 Mivites 3MiHK | TRy - 3MiHK WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
3aCcTOCyBaHHSA an IlHgacTpis Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
(TabneTkn, BKpUTI Nimiteq TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
06010HKot0, No 1000 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
Mr + TabneTkun, BKpUTI OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
060/10HKO, N0 500 Mr 3MiH g0 po3giny “MapkyBaHHA” MKA /13:
+ kancynu no 20 mr); 3anponoHoBaHo: MAPKYBAHHA. 3rigHo
KOMbi-ynakoBka: 2 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
Tabs1eTkn opaHXeBoro BBEJEHHS 3MiH - 6 MicALIB NicNsA 3aTBEPKEHHSA
Konbopy + 2 TabneTku
CBIT/I0-)XOBTOTO
KOMbopy + 2 kancynm
B CTpuni; No 7 cTpvnis
Y KapTOHHIli kopobui 3
MapKyBaHHAM
YKPaIHCLKOK MOBOIO;
271. | NOCTUHOP Tabnetku no 0,75 wr, BAT "leaeoH | YropwmHa BAT "legeoH PixTep" YropwuHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/6112/01/01
no 2 Tabnetkn y PixTep" 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
6nicTepi, no 1 Ta dhapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
6ricTepy B KapTOHHiIl TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
ynakoBLj 3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauYeHHs
OAMHMLb BUMIpOBaHHA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH NPOTArom 6 micsuiB nicns
3aTBEPAKEHHSA
272. | NPAUMEP TabneTku, BKPUTI Mini Xenckepe Benvka Menpo IHais BHECEHHS 3MiH [J0 peecTpaujiiiHux maTepianis: 3a UA/6766/01/01
060/10HKO0, 1O 50 Mr Nimiteq BputaHis dapmacbloTmkanc 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
no 10 TabneTtok y Mpisart JimiTeq Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
6nictepi; no 1 TEKCTY MapKyBaHHS1 YNakoBKM NiKapCbKOro 3acoby
6nicTepy B kOpo6Li 3 BHECEHHAM iHdhopMaLlii o0 3a3Ha4YeHHs
OAMHWLb BUMIPIOBaHHSA Y cuctemi Sl. 3amiHa
po3giny «IpadiyHe odhopMIEHHS YNaKoBKU» Ha
po3ain «MapkyBaHHa» MKA J13. 3anponoHoBaHo:
3riiHO 3aTBEPAYKEHOr0 TEKCTY MapKyBaHHS.
TepMmiH BBELlEHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBEPAKEHHSA
273. | NIPUNAMIA Tabnetku, 4 mr/1,25 CaHpo3 CnoseHis Nek ®apmaveBTU4Ha CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14225/01/02
mr no 10 Tabnetok y dapmacbloTika KOMnaHis 4. 4., 3MiHM | TUny - 3MiHK Woao 6esnekn/edekTUBHOCTI peyenmom
6nicTepi, no 2, abo 3, n3 a.a. CnoBeHis (BUPOOGHMLTBO Ta hapmakoHarnsay. 3MiHa y KopoTkii




164

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
abo no 6 6nictepiB y "in bulk", nakyBaHHs, XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
KapTOHHI Kopo6Lyi KOHTPO/Ib Ta BUMYCK MapKyBaHHS Ta IHCTPYKLii AN1A Megu4HOoro
cepiin); Jlek 3acTOCyBaHHS Ha MmiacTasi perynspHo
dapmaueBTnyHa OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
KomMmnaHisa 4.4., CnoseHis 3aco6by, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
(nakyBaHHS) NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHuX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVIM OPraHoMm) - 3MiHW
BHECEHI [0 IHCTPYKLi ANna MeauyHoro
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"Oco61BOCTI 3aCTOCyBaHHS" BigMoBigHO A0
OHOBNEHOI iHthopMaLii Woao 6e3neku Aitoyol
peyoBuHN. BBEAEHHSA 3MiH MPOTATOM 6-TW MicsLiB
nicns 3aTBepayKeHHs
274. | NIPUYENN TpaBano50ry MpAT YkpaiHa MpAT "MiktpaBn" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5688/01/01
TPABA naykax 3 BHyTpILLHIM "NikTpasn" 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenma
naketom; no 1,5ry Ta hapmakoHarnsagy (iHwi 3miHu) - 3aMiHa po3giny
inbTp-nakeTi; no 20 «[padhiuHe 0hopMIEHHS YNAKOBKN» Ha po3fin
inbTp-nakeTiB y «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
nauui 3 BHYTpIiLHIM MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEP)KEHUM
nakeTom; TEKCTOM MapKyBaHHs. PeecTpalis 10AaTKOBOro
no 1,5 ry dinbtp- TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
nakeri; no 20 inbTp- i3 3a3HAYEHHAM MiXXHAPOAHMX NO3HAYeHb OANHULb
nakeTiB y nauui BMMIpIOBaHHS
275. | MPOMAHOPM® | po3unH Ansi iH'ekuiii MPO.MEA.LIC Yecbka MPO.MEZA.LIC Mpara Yecbka BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/5421/02/01
3,5 mr/mn no 10 mn B Mpara a.c. Pecny6nika a.c. Pecny6nika 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
amnyni; no 5 amnyny Ta dhapmakoHarnagy (iHwi 3MiHK) - 3MiHU B TEKCTI
KOHTelHepax; no 2 MapKyBaHHs YNakoBKW NikapCbKoro 3acoby LoAo
KOHTelHepwn y 3a3HaYeHHs1 MbXHapOAHWUX NO3HaYeHb OAVHULb
KapTOHHI Kopo6Lyi BMMIipIOBaHHSA. 3amiHa po3ainy «IpadivHe
0hOPMNEHHS YNaKOBKM» Ha pPo34in «MapKkupoBka»
B MKA /13. 3anponoHoBaHo: MapKnposka.
CornacHo yTeepxeHHOMY TEKCTY MapKUPOBKK.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsiLiB micns
3aTBEPAKEHHS
276. | MPOTA®AH® cycneHsia ans AIT Hoso [JaHis A/T Hoso Hopgick, [Janis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/2700/01/01
HM iH'ekujin, 100 MO/mn; Hopgaick [aHis (BUpo6HVK ans ®paHuis 3MiHM |l TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom

no 10 mn y donakoHi;
no 1 conakoHy B
KapTOHHI Kopo6Li

MapKyBaHHA Ta
yNaKkoBKM (p/1aKoHiB,
BTOPWHHOTO NaKyBaHHS);
A/T Hoso Hopgick,
[aHisi (BUpOGHMK

Ta (papmakoHarnagy. 3MiH1 y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMW AaHUMK 3
AKOCTI, fIOKNIHIYHUMM, KIIHIYHUMUW AaHUMK Ta
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Hepo3acosBaHoro JaHnuMu 3 dhapMakoHariagy - 3MiHM BHECEHO [0
NPOAYKTY, HANOBHEHHS B IHCTPYKUIT 415 MEAUYHOTO 3aCTOCYBaHHS
oNakoHn, NepBuUHHA niKapcbKoro 3acoby Ao po3ainy "OcobmBocTi
ynaKkoBKa, KOHTPO b 3acTocyBaHHA". BBefjeHHsA 3MiH NPOTArom 6
AKOCTi Ta MicALB Nicnsa 3aTBepAKeHHs
BiANOBIAa/IbHUI 3a
BWMYCK Cepiil KiHLEeBOro
npoaykty); Hoso
Hopgaick MNpoAatoKCboH
CAC, ®paHuis
(BMPOGHMK NpoayKLil 3a
NMOBHWUM LKOM)
277. | PAMAT Tabnetkv no 10 Mr no NMPO®APMA ManbTa AkTasic /lTa., ManbTa ManbTta/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13550/01/01
10 TabneTok y IHTepHeLwHN (NOBHWIA LKA Bonrapis 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
6nicTepi; no 3 TpehguHr BMPOGHMLITBA); Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
6nicTepy B KApPTOHHIiA Nimiteq BankaHtapma - 0o p. MapkyBaHHs MKA /13:
nauuj OynHuua AL, Bonrapis 3anponoHoBaHo: Bianosigae 3aTBepaxeHoOMy
(noBHWIA LKA TEeKCTy MapkyBaHHSA. OHOB/IEHHS TEKCTY
BMPOOHMLTBA) MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSM iHGhopMaLii LWoA0 3a3HaYEHHS
OAMHMLb BUMIpOBaHHA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
3aTBEPAXKEHHS
278. | PAMAT TabneTtkn no 5 mr no NMPO®APMA ManbTa AkTasic /1Ta., ManbTa Manbta/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13550/01/02
10 Tabnetok y IHTepHeLHN (NOBHWIA LMKN Bonrapis 3MiHM | TUNy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 3 TpenanHr BUPOGHULITBA); Ta chapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
6/1icTepy B KAPTOHHIM Nimiteq BankaHgapma - 00 p. MapkyBaHHsi MKA 13:
nauuj OynHuua AL, Bonrapis 3anpornoHoBaHo: Bignosigae 3aTBepakeHoMy
(NoBHWI LyKN TEKCTYy MapkyBaHHsA. OHOBJ/IEHHSA TEKCTY
BUPOGHMLTBA) MapKyBaHHs1 YNakoBKM /likapCbKOro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3HauYeHHs
OAMHMLb BUMIpOBaHHA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - NPOTSArom 6 MicsiLiB micns
3aTBEPAKEHHS
279. | PAMI Tabnetkn no 5 mr/25 CaHpo3 CnoseHis Nex C.A., Monbwa Monbwa/ BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis: 3a UA/4259/01/02
CAHAOO03® Mmr Ne 30 (10x3) y dapmachbloTika ( BMPOGHMLTBO Himeuunna 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
KOMMO3UTYM | 6nictepax n3 a.a. Hepo3ghacoBaHoro Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu go

NpPoAyKTY, A03BiN Ha
BWMNYCK Cepil; NepBUHHA
Ta BTOPVHHA YNakoBkKa,
[03BiN Ha BUMYCK cepii);
Cantotac ®apma 'mbX,

HimeuunHa
(BUpPOGHMLTBO 3a
MOBHUM LK/I0M)

y3arasibHeHWX faHUX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy capmakoHarnsgy, aMmiHa
YNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
3[iicHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
(hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBifabHOT 3a
3[jiCHEHHs1 hapMakoHarisay (BKIKYakum
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-alina cuctemu papmMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
[itova pepakuisn: CebacTtbsH XopH / Sebastian
Horn, M.D., Ph.D. MNponoHoBaHa peakuis: [asig
[xoH Nesic / David John Lewis, B.Sc (Hons),
Ph.D. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOI
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
hapmakoHarnsgy. 3miHa KOHTakTHOI 0cobu
3asBHMKA, BiANOBiAAILHOI 32 34iiCHEHHS
thapmakoHarnagy B Ykpaini. [itoua pegakuis:
BaleHko BikTopis CepriiHa / Vashchenko
Viktoriia, M.D. NponoHoBaHa pefakuis: Opnos
B’auecnas Biktoposud / Viacheslav Orlov, M.D.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bm
3asBHMKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa Homepy Ta
MiCLie3HaxXoMKeHHs1 macTep-hainna

280.

PANIHEPON®

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO0, o 1 wmr,
no 10 TabneTtok y
6nictepi; no 3
6/1icTepun y KapTOHHIN
nayui

BIOCAMHC
nTa,.

CnonyyeHe
KoponiscTB
0
Benukobput
aHii i
MiBHiYHOT
Ipnangii

AkTasic /174,

MasibTa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefileHHs y3araslbHeHUX JaHux
npo cucteMy dpapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asBHUka Ans 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOBaXXeHOT 0co6Mu, BiANOBiAa1bHOI 3a
3[jicHeHHs hapmakoHaraay (BKIYatum
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-chalina cuctemu papmMakoHarnisay) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOT 0cobu
3asBHVIKa, BifNoBigasIbHOT 3a hapmakoHarnsag.
BBegeHHs MicLe3HaxomKeHHs macTep-ghaiina Ta
noro Homepa. BeegeHHsa agpecu micua
3/1iiCHEHHS OCHOBHOI [isiNIbHOCTI 3
hapmakoHarnagy

3a
peyenmom

UA/14506/01/01

281.

PAMNIHEPON®

TabneTkn, BKPUTI
NNiBKOBOKO
060/1I0HKOI0, MO 2 Mr,
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy y KapTOHHiIl

BIOCAIMHC
nTh,

Cnony4yene
KoponiscTB
o]
Bennkobput
aHil i
[MiBHiYHOI

AkTasic JITg.

MasbTa

BHECEHHS 3MiH 40 peecTpayiiHux martepianis:
3MiHM | TUNy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHua abo 3miHv o
y3ara/ibHeHNX JaHnx nNpo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
npo cucteMy dpapmakoHarnsay, amiHa

3a
peyenmom

UA/14506/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauuj

IpnaHgii

YNOBHOBaXEHOI 0c06w, BiANOBiAa/IbHOT 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUka ANns 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
3[jicHeHHs hapmakoHaraay (BKIyatumn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-alina cuctemu papmMakoHarnisay) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXKEHOT 0co6u
3asBHUKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
BBegeHHs MicLe3HaxomkeHHs macTep-ghaiina Ta
noro Homepa. BeefeHHsa agpecu micua
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

282.

PEATINA

Kancynuv TBepgi no 1,5
Mr, N0 7 Kancyny
6nictepi; no 1 a6o 4
6nicTepy B KapPTOHHIi
ynakoBLj

BAT "lepfeoH
PixTep"

YropLmHa

BAT "lepeoH Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - 6 MICALB MiCNA 3aTBEPMAKEHHS;
3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI
Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - 6 MICAL|B MiCNA 3aTBEPMAKEHHS;
3MiHM | TURy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECeHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
OAMHMLb BUMIPIOBaHHS Y cuctemi Sl. TepmiH
BBE/EHHS 3MiH - NPOTAroM 6 micsuiB nicns
3aTBePKEHHS; 3MiHK | TUny - 3MiHW Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMmaLi
LLI0Z10 3a3HAYEHHS OAMHMLL BUMIPIOBAHHSA Y
cucTemi Sl. TepMiH BBeAEHHS 3MiH - 6 MicsLiB
nicns 3aTBepayKeHHs

3a
peyernmom

UA/17545/01/01

283.

PEATINA

Kancynu TBepai no 3
Mr, MO 7 Kancyny
6nicTepi; no 1 a6o 4
6nicTepy B KAPTOHHIl
ynakoBLj

BAT "TefieoH
PixTep"

YropLmHa

BAT "lepeoH Pixtep"

YropLumHa

BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis:
3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI
Ta (papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
3 BHECEHHSIM iHhOpMaLiT WOoA40 3a3HAYEHHS
O[MHMLb BUMIPIOBaHHA Y cuctemi Sl. TepmiH
BBE/IEHHS 3MiH - 6 MiCALIB MiCNa 3aTBEPAKEHHS;

3a
peyenmom

UA/17545/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
OAIMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBEEHHS 3MiH - 6 MICALB NiCNA 3aTBEPMAKEHHS;
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHchopMaL,ii LLoAo 3a3HavYeHHs
O[IMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHS; 3MiHW | TURY - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - OHOBJIEHHS TEKCTY MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopMmawi
LLIOZ0 3a3HAYEHHS OAMHMLL BUMIPIOBAHHSA Y
cucTemi Sl. TepMiH BBeAEHHS 3MiH - 6 MicALiB
nicns 3aTBepaKeHHs

284.

PEATINA

Kancynu Teepai no 4,5
Mr, M0 7 Kancyny
6nicTepi; no 4
6nicTepy B KAPTOHHIl
ynakoBLi

BAT "TepeoH
PixTep"

YropLmHa

BAT "l'epeoH Pixtep"

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
OAMHMLb BUMIpIOBaHHA Y cuctemi Sl. TepmiH
BBEEHHS 3MiH - 6 MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHA yNakoBKM MikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
OAMHMLb BUMIpIOBaHHA Y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - 6 MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
OAMHMLb BUMIPIOBaHHA Y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLis nicns
3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN LWOAO
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby 3 BHECEHHAM iHchopmalii
LLIOZ0 3a3HaYeHHS OAVHMLbL BUMIPIOBAHHSA Y
cuctemi Sl. TepMiH BBEAEHHS 3MiH - 6 MicsLiB
nicns 3aTBepmkeHHs

3a
peyenmom

UA/17545/01/03

285.

PEATINA

Kancynv Teepgi no 6

BAT "TeneoH

YropuwmHa

BAT "l'egeoH Pixtep"

YropumHa

BHECEHHS 3MiH 10 peecTpaliiHux maTtepianis:

3a

UA/17545/01/04
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mr, No 7 kancyny PixTep" 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 4 Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
6nicTepy B KapPTOHHIN TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
ynaKkoBLi 3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
OAIMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBEEHHS 3MiH - 6 MICALB NiCNA 3aTBEPMAKEHHS;
3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHchopMaL,ii LLoAo 3a3HavYeHHs
O[IMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBEEHHS 3MiH - 6 MICALB NiCNA 3aTBEPMAKEHHS;
3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHS; 3MiHW | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - OHOBJ/IEHHS TEKCTY MapKyBaHHsS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSM iHchopMmaw,i
00 3a3HAaYEHHS OAVHMLL BUMIPIOBAHHSA Y
cucTemi Sl. TepMiH BBeAEHHS 3MiH - 6 MicALiB
nicns 3aTBepayKeHHs
286. | PEAUCTATUH TabneTku, BKPUTI [O-p Peppi'c IHais [-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14948/01/01
nNiBKOBOKO NlabopaTtopic Nabopatopic /14, 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKOI, N0 5 Mr, Nt Brpo6Huya ainbHuus - 1 Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
no 10 Tabnetok y 00 po3gainy “MapkyBaHHs" MKA 113"
6nicTepi; no 3 3anponoHoBaHo: MapkyBaHHs. 3rigHo i3
6nicTepy B KapTOHHIV 3aTBEPKEHNM TEKCTOM MapKyBaHHS. BBefeHHs
KopooLi [0aTKOBOrO NakyBaHHS 3 BHECEHHAM iHdopmaLii
{040 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi SI
287. | PEANCTATUH TabneTku, BKpUTI [O-p Peppj'c IHAain [-p Pegpj'c IHAis BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/14948/01/02
NNiBKOBOKO JlabopaTtopic Nabopatopic /T4, 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO, No 10 mr, ntp Brpo6Huya ainbHuus - 1 Ta papmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
no 10 TabneTtok y [0 posginy “MapkysaHHsA" MKA /13"
6nicTepi; no 3 3anponoHoBaHo: MapkyBaHHS. 3rigHo i3
6nicTepy B KApTOHHIl 3aTBEPMKEHNM TEKCTOM MapKyBaHHS. BBeaeHHs
Kopoo6Li [04AaTKOBOTrO NakyBaHHSA 3 BHECEHHAM iHdhopmaLii
LLIOZ10 3a3HaYEHHS OAVHMLbL BUMIPIOBAHHSA Y
cuctemi SI
288. | PEANCTATUH TabneTku, BKpUTI [A-p Pepgpi'c IHAiA [-p Pegpj'c IHAiA 3MiHM | TUny - 3MiHK Woo 6esnekn/edeKTUBHOCTI 3a UA/14948/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nniBKOBOIO Na6opaTopic NabopaTopic /T4, Ta chapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH peyenmom
060/10HKO10, N0 20 wmr, nth Bupo6Huya ginbHuus - 1 00 posgainy “MapkyBaHHs" MKA 113"
no 10 TabneTtok y 3anponoHoBaHo: MapkyBaHHS. 3rigHo i3
6nictepi; no 3 3aTBEPKEHNM TEKCTOM MapKyBaHHS. BBefeHHs
6nicTepy B KapPTOHHIl [0aTKOBOrO NakyBaHHS 3 BHECEHHAM iHhopmaLii
Kopoo6Li LLI040 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi Sl
289. | PEAUCTATUH TabneTku, BKPUTI [O-p Peppi'c IHais [-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14948/01/04
nNiBKOBOKO NlabopaTtopic Nabopatopic /T4, 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060n0Hkoto, no 40 wr, Nt Brpo6Huya ainbHuus - 1 Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
no 10 Tabnetok y 00 po3gainy “MapkyBaHHs" MKA 113"
6nicTepi; no 3 3anponoHoBaHo: MapkyBaHHs. 3rigHo i3
6nicTepy B KapTOHHIV 3aTBEPKEHNM TEKCTOM MapKyBaHHS. BBefeHHs
KopoobLi [0aTKOBOrO NakyBaHHS 3 BHECEHHAM iHdhopmaLii
{010 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi SI
290. | PENI®® NPO Cyno3unTopii peKkTasibHi Baviep Lseliuapis Baiiep Xenckep ITanisa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 6e3 UA/10318/02/01
no 5 cynosutopiiB y KoHcbiomep MaHydakTypinr C.P.J1., 3MiHKM | TURYy - 3MiHK 3 SKOoCTi. CepTudiikaT peyenma
CTpWni; No 2 CTpUnu B Kep Al ITanis (BUpOGHUK, BignosigHocTI/lE-cepTudpikat BignosigHoCTi
navui BiiNOBigaNbHWIA 3a €Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs
BMNYCK CEPii rOTOBOr0 HOBOro abo OHOB/IEHOro cepTucpikata
nikapcbKoro 3acoby); BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
IcTiTyTO AiIe AHxeni BiNOBIAHOCTI E€Bponelickkill hapmakonei: ans
C.p.n., ITania A®l; pns BUXiQHOTO
(BMPOGHMK, marepiany/peareHTy/npoMKHOIo NPOAYKTY, WO
BiNOBigaNbHWIA 3a BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
BMpo6HMLTBO bulk, [L,0MOMIKHOT peyoBMHM (CepTudikaT BignoBigHOCTI
nakyBaHHS, KOHTPO b €Bponeiicbkiii hapmakonei) - OHoBNeHui
cepii rotoBoro cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHuKa -
NiKapcbKoro 3acoby) MopaHHs oHoBNeHoro CepTudikaty BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 1996-020-
Rev 07 (nonepeaHs Bepcia R1-CEP 1996-020-Rev
06) Big, BXe 3aTBepmAKeHoro BupobHnka MOEHS
Catalana S.L. gna A®I nigokaiHy rigpoxnopuay
291. | PEONOJIMKOK | po3unH Ans iHoys3iii MpuBaTtHe Ykpaina MpuBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/1558/01/01
IH no 200 mn, a6o no 250 akujioHepHe TOBapuUCTBO "lHY3isa" 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
M, a6o no 400 mn, TOBapucTBo Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
a6o no 500 mny "IHgpy3ia” TEKCTY MapKyBaHHS1 yNakoBKM /liKapCbKOro 3acoby

nnsilwKax

3 BHECEHHAM iHdhopMaLlii WoJ0 3a3Ha4YeHHs
OOMHVLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs
3MiH f0 po3giny «MapkyBaHHsa» MKA N3;
3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPAKEHOrO TEKCTY MapkKyBaHHSA. TepMiH
BBE/IEHHSA 3MiH NPOTAroM 6 MicauiB nicnas




171

Ne
n/n

Hassa
NliKapcbKo20

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

3aTBepKeHHA

6e3

UA/17298/01/01

292,

PECMIBPOH

Tabnetkun
cy6niHrBasibHi no 10
TabneTtok y 6nictepi,
no 1 a6o 3 6nictepu B
KapTOHHI KOpo6Lyi

NannemaHg
dapma Al

Leiiapis

BpycueTTiHi c.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK 3 AkocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMUX MEX, BU3HAYEHMX Y cnevmdikaisax
Ha Adl, abo BMXifHWA/NPOMDKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BupobHuLTBa APl (BUIYUYEHHS
HEe3Ha4YHOro MoKasHuKa SKOCTi (Hanpukiag
BWJTyYEHHS 3aCTapifioro NokasHMKa)) - BUSTyYEHHs
TECTY Ha TOKCUYHICTb 3i cneyudikauii APl Ha
nigcrasi nosigomneHHs EDQM (Esponeiicbkuii
AvipekTopar 3a AKICTHo NiKapCcbKux 3acobiB Ans
OXOPOHW 340pOB'A) Bif 8 rpyaHs 2017 poky, B
AKOMY 3a3Ha4YaEeTbCSA PiLLEHHS, NpUitHATE Ha 159-
My M/IeHapHOMY 3acifaHHi, NPo NPUNUHEHHS
nepeBipK/ Ha TOKCUYHICTb 3 60Ky EBpPONEeiChKiit
thapmakonei, Ta 'y 3B'A3Ky 3 pekoMmeHaauissMu
BOO3 He NpoBOAUTY TECT HA aHOM&/TbHY
TOKCUYHICTb; 3MiHM | TNy - 3MiHK 3 AKoCTi. ADI.
CucTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3miHa y 6e3nocepeHiin ynakosui A®I (skicHi
Ta/abo KinbKicHi 3MiHM cknagy) - 3MiHa cknagy
NepBUHHOT ynakoBku Ana A®I (30BHILWHIl wap)
[Ana onTumisauii yMOB TpaHCMopTyBaHHA Ta
36epiraHHA A®I, a came niodinizoBaHwmit
6akTepiasibHUIA Ni3aT ynakoByoTb y 4-11apoBi
MiLLeyKK, siKi NOTiM YNakoBYHOTLCA Y KAPTOHHI
KOPOGKUN. 3aTBEPAKEHNI CKNag, MilLeuKy
(3cepeavHn Ta 30BHi): MONIETUIEH HU3bKOT
winsHocTi (PE) / antominili (Al) / nonietuneH
HU3bKOI WinbHocTi (PE) / nanip (PP).
3anponoHoBaHuii ckaj HOBOrO Milleuka:
nosnieTuneH HU3bKOI WinbHocTi (PE) / noniamipg,
(OPA) / antominiii (Al) / noniectep (PET).
BHYTpIiLWHIN Wwap miweuky, Skuii mae
6e3nocepeHiit KOHTakT 3 A®I, 3anMwaeTbes
HE3MiHH1M, a 3MiHa 30BHILLHbOrO LWapy NepBUHHOT
YMaKoBKN He KOHTAKTYe Ta He Ma€ BM/iMBYy Ha AdI

peyenmom

3a

UA/0232/03/01

293.

PETPOBIP™

PO34mnH opanbHuii, 10
mr/mn no 200 mny
nakoHi; mo 1
hNakoHy pasom i3
wnpvuem ans
[03yBaHHA 06'eMOM

10 M1y KapTOHHiIW

BiiB Xenckep
tOK Nimiten,

Benuka
BputaHis

nakcoCMITKNSAH IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHK | TUNY - 3MiHK 3 AKOCTi. TOTOBWIA NiKapCbKMiA
3aci6. KOHTPO/1b FOTOBOrO NikapCbKoro 3acooy.
3MiHa napameTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX rOTOBOTO JTiKapCbKOro 3acoby
(3BYXXEHHSA [ONYCTUMUX MEX) — 3BYXXEHHS
J0NYyCTUMUX MEX AN AOMILLKU TUMIHY 3 He

peyenmom
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% m/M [0 He 6Ginbwe 1,5 % Mm/m y cneumdikauii Ha
TepMiH npugatHocTi [N13; 3MiHn | Tuny - 3miHn 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XXEHHS AOMYCTUMUX MEX)
— 3BY)EHHS AONYCTUMUX MEX /151 AOMILLKN
892U81 3 He Ginble 1,0 % m/M o He Ginble 0,2
% M/M y cneumdikayii Ha BUNYCK Ta Ha TEPMIH
npugatHocTi [N3; 3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MEX roToBOro
nNikapcbKoro 3acoby (3BY)XeHHS JOMYCTUMUX MEX) -
3BY)XXEHHS JONYCTUMUX MEX A1 6yAb-AKOT iHLLOT
HeigeHTngikoBaHoi JOMILLKM 3 He binbe 0,5 %
M/M o He Ginbwe 0,2 % m/M y cneuudpikauii Ha
BMNYCK Ta Ha TepMiH npugartHocTi [13; 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpOsb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo fonycTUMmX
MEX roTOBOrO /1iKapCbKOro 3acoby (3BY>XEHHS
[OMYCTUMUX MEX) - 3BY)XXEHHS [ONyCTUMUX MEX
0151 CyMU AOMILLOK (BKIOYaoun TUMIH) 3 He
6inbLue 6,0 % m/m fo He 6Ginble 3,1% m/m Ta fo
He 6inbLue 3,6 % m/M y crneumdikalii Ha BUMyCK
N3 Ha TepmiH npugaTHocTi 13, BignosigHo 3i
3MiHOKO Ha3BW NOKasHUKa (3aTBepgxeHo: Cyma
[OMILLOK); 3MiHU | TURY - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauiii Ta/abo
[OMYCTUMMX MEX roTOBOrO NiKapCbKoro 3acoby
(8oNOBHEHHS cneumaikalii HOBUM NOKAa3HUKOM 3
BiAMNOBIAHMM METOL0M BUNPOOYBaHHS) -
[LOMNOBHEHHS creumndikadii 13 Ha BUMycK Ta Ha
TepMiH NpuaaTHOCTI NokasHukoM Cyma JOMILLIOK
(3a BUKOYEHHAM TUMIHY) 3 NIMITOM He GinbLue
2,1 % m/M; 3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOr0 NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauiii Ta/abo
[OMYCTUMMX MEX roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BHECEHHS 3MiH [0 cneundikauii M3
3a NokasHuMKoM «MikpobiosioriyHa uncToTax», a
came cneuudikauito Ha BUMYCK [OMOBHEHO
KOHTPOIEM Ha OKpeMi MiKpoopraHiamu 4o4aTKOBO
[0 3aTBEPIKEHNX KpUTEPIIB AN BU3HAYEHHS

TAMC, TYMC Ta Tecty Ha Escherichia coli; Takox

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KopooLi Ginbwe 2,5 % m/m fo He 6Ginbwe 1,0 % m/my
cneuunagikauii Ha Bunyck 13, Ta 3 He G6inblue 3,0
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OaHnii MokasHvK 6yB fofdaHwin fo cneuudikauii Ha
TEPMiH NPUAATHOCTI 3 KPUTEPISIMU NPUAHATHOCTI,
LLIO BiANOBifatoTh cneumdikaii Ha BUMyCK;
JloaaTtkoBo BUyHEHO OMUC METOAUKN
BUNPOBYBaHHSA, 3a/IULLEHI NMLLE NOCUNAHHSA Ha
3aranbHi ctarTi EP 2.6.12, 2.6.13, 5.1.4.

294.

POTAPUTMIN

Tabnetku no 200 mr;
no 10 Tabnetok y
6nictepi; no 3
6nicTepy B KApPTOHHIi
KopoobLi

POTA®APM
NIMITEL

Benuka
BpuTaHis

Pusochapm CA

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TRy - 3MiHW WoAo 6e3nekn/eeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLi 415 MeANYHOro
3aCTOCYBaHHS reHepuyYHMX/ribpuaHux/6ionodibHnx
nikapcbKu1x 3aco6iB Micns BHECEHHS Tiei camol
3MiHM Ha pedhepeHTHMI npenaparT (3MiHa He
noTpebye HafaHHS XO4HUX HOBMX A0AATKOBUX
[aHunx) - 3MiHW BHECEHO A0 IHCTPYKLT Ans
MeAMYHOr0 3aCTOCYBaHHS y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peaku,ii”
3rifHO 3 iHhopmaLieto Wo[0 MeanyHoro
3aCcTOCyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(KOPOAPOH, Tabnetkn no 200 mr). BBegeHHs
3MiH NPOTAroM 3-X MicAUIB NicNsA 3aTBEPAKEHHSA

3a
peyenmom

UA/12887/01/01

295.

POTOKAH

eKCTPaKT pigkuii no 55
M1 a6o 110 mny
thnakoHi; no 1
hnakoHy B nauwi

AT
"Nly6Hnchapm"

YkpaiHa

AT "Nly6Huhapm"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTIi. FOTOBUIA NiKAPCbKWIA
3aci6. KOHTposib rOTOBOrO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo
O0NyCTUMKX MEX FOTOBOTO JliKapCbKOro 3acoby
(iHWi 3MiHW) - BBEAEHHSA NEPioANYHOCTI KOHTPO/IIO
3a nokasHukoMm "MikpobionoriyHa ymctoTa™: nepua
Ta KOXHa [ecata HacTynHa cepisi, ane He pigLe
HiXX 1 cepis B pik

6e3
peyenma

UA/4607/01/01

296.

CcuPONM BIf,
KALL/IO
nynbMo

cupon, 1,5 mr/mn no
100 mn y donakoHi; no
1 chnakoHy 3 TOXKOH
MipHOI0 Y KOpoo6Li

ToBapucTso 3
0bMexeHot
BignoBigasbHi
cTIo
"hapmaueBTu
yHa hipma
"BepTekc"

YkpaiHa

ToBapucTBo 3
06MEXEHO
Bi4NoBiAa/IbHICTIO
"®apmaueBTuyHa hipma
"BepTekc", YkpaiHa
(BMpPOGHMLTBO 3
npoaykuii in bulk
Tosapuctsa 3
06MeXeHOI0
BiANOBIAA/IBHICTIO
"papmaLeBTUyHa
KoMnaHia "3gopos'a”,
YkpaiHa)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta (papmakoHarnsgy (iHwWi 3MiHW) - BHECEHHS 3MiH

[0 posginy “MapkysaHHs" MKA /13"
3anponoHoBaHo: MapkyBaHHs. BignosigHo o
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCbKoro 3acoby LLoA0 3a3Ha4eHHs
MDKHapPOAHUX NO3HaYeHb OAUHULL BUMIPIOBaHHS.
BBefieHHs1 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHSA

6e3
peyenma

UA/16024/01/01

297.

CIANIC®

TabneTkn, BKpUTI
Nn1iBKOBOKO

Eni Ninni
Hepnepnexg

HinepnaHvgu

Brpo6HMLTBO
Hepo3gacoBaHoOro

CnonyyeHi
LWrarun/

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI

3a
peyenmom

UA/7881/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
060/10HKOI0, N0 2,5 Mr; B.B. npoaykty: Nlinni genb Icnanis Ta dpapmakoHarnsgy (iHwi 3MiHU) - OHOBJIEHHSA
no 14 tTabneTtok y Kapibe IHk., CnonyyeHi TEeKCTY MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby
6nicTepi; no 2 LWratn (CLUA) 3 BHECEHHAM iH(hopMmaLii WoA0 3a3HaYeHHs
6nicTepy B KApPTOHHIl MepBrHHA Ta BTOPMHHA OAMHMLb BMMIpOBaHHSA y cuctemi Sl. TepmiH
nauuj ynakoBka, [03Bif1 Ha BBEJEHHS 3MiH - NPOTArom 6 MicauiB nicns
Bunyck cepii: Ninni C.A., 3aTBepKEHHSA
IcnaHis
298. | CIANIC® TabneTkn, BKpUTI Eni Ninni HigepnaHan Brpo6HMLTBO CnonyyeHi BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/7881/01/03
nNiBKOBOKO HepepneHg, Hepo3gracoBaHOro WraTw/ 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO0, N0 5 Mr b.B. npoaykty: Nlinni genb Icnanis Ta papmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
no 14 Tabnetok y Kapibe IHK., CrnonyueHi TEKCTy MapKyBaHHA yNnakoBKW MikapCbKoro 3acoby
6nictepi, no 1 a6o 2 LWratn (CLUA) 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
6nicTepy B nayu,i [MepBUHHA Ta BTOPUHHA OAMHMLb BUMIpOBaHHA y cuctemi Sl. TepmiH
ynakoBka, [03Bif Ha BBEJEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
Bunyck cepii: /linni C.A., 3aTBEPKEHHS
Icnanis
299. | CMEKTA® NOPOLLOK A/15 INCEH dpaHuis BO®YP INCEH dpaHuis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 6e3 UA/7660/01/01
AMENBbCUH- Op&UTbHOT CyCcneHsii no KOHCbIOME IHOYCTPI 3MiHa 3as1BHMKa (B/1aCHUKa peecTpaviiiHoro peyenma
BAHI/Ib 3r1; no 3,76 r NOpOLLKY P XEJICKEA, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
y nakeTuky, no 10, 12 AKLjioHepHe Ne 460) (BBefeHHs1 3MiH NPOTAromM 6-Tu MicsiLiB
a6o 30 nakeTukiB y TOBapucTBo nicnsa 3aTBepKeHHs); 3MiHu | Tuny - 3MiHW Woa0
KapTOHHi KopobLyi CrpoLLeHoro 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
™ny BeefieHHs1 a60 3MiHW 10 y3arasibHEHNX JaHnX npo
cuctemy thapmakoHarnagy (BegeHHs
y3araslbHeHVX gaHunx npo cuctemy
hapmakoHarsisgy, 3MiHa ynoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsgy 3asasHuKa
0N 340iCHEHHA hapmakoHarnsagy B YkpaiHi, AKwo
BOHa BifIMiHHA Bif, yNIOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnsay
(BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsagy) - 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXXEHOT 0COOU 3asiIBHMKA, BifnoBigasibHOI
3a (papmakoHarnsg,. 3miHa micus 34jiCHeHHs
OCHOBHOI AjSifIbHOCTI 3 thapmakoHarnsagy. 3miHa
MicLle3HaxoMKEHHS1 MacTep-haiina cuctemm
chapmakoHarnsgy Ta ihnoro Homepa
300. | CMEKTA® NOPOLLIOK NS INCEH ®paHuisa BO®YP INCEH PpaHuina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/7660/01/01
ANENbCUH- 0pasibHOI CyCcneHsii no PAPMA IHOYCTPI 3miHM | Tuny: 3miHm 3 skocTi. A®l. KoHTponb AdI. peyenma
BAHI/Tb 3r1; N0 3,76 r NOPOLLKY 3miHa y napameTpax cneuudikayin Ta/abo

y nakeTuky, no 10, 12
ab6o 30 nakeTukiB y
KapTOHHI KopooLli

[ONYCTUMUX MEX, BU3HaUYeHUX y cneuudikavisx
Ha A®l, abo BVXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoteci BUpo6HuLTBa AD| (3BY>KEHHSA A0MYCTUMUX
MeX, BU3HAUYEHNX Yy cneuundikauii) - 3MiHu B
crneundikauii BUXiAHOIro NPOAYKTY CUPOI [/IMHU
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

(raw clay Diosmectite) 3a nokasHUkoMm «CBUHeLb»,
a came: 3BY)XEHHS [OMYyCTUMUX MeX 3 «< 6,5 ppm»
00 «< 4,0 ppm>»; 3miHn | Trny: 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikaviii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikayisx Ha A®l, abo BUXigHWI/MPOMDKHUI
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BUpo6HULTBa AP| (3BY)XXEHHSA AONYCTUMUX
MeX, BU3HAYEHNX Y cneumdikauii) - 3MiHu B
cneuudikalii A®| 3a nokasHMKOM «CBUHeELb», a
came: 3BY)XXEHHS [ONyCTUMUX MeX 3 «< 6,5 ppm»
00 «< 4,0 ppm>»; 3miHn | Trny: 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikaviii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikayisx Ha A®l, abo BUXIgHWI/MPOMDKHWI
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci BupobHuLTBa A®| (4ONOBHEHHS
cneundikaLii HOBUM NMOKA3HNKOM SKOCTi Ta
BiAMOBIAHMM METOL0M BUNPObYBaHHS) -
[OONOBHEHHSA cnevmdikawil BUXiZHOro NpoayKTy
cupoi rnHn (raw clay Diosmectite) nokasHukom
«Kagmiit» (kpuTepii npuitHATHOCTI < 0,2 ppm);
3MiHu | Tuny: 3MiHun 3 akocTi. A®L. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[ONYCTUMMX MEX, BU3HAUYEHMUX y cneuudikavisx
Ha A®l, abo BMXigHWUA/NPOMIKHMWIA NPOAYKT
/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOGHMLTBA AD| (fONOBHEHHS cneuudikauii
HOBWUM MOKa3HUKOM SIKOCTi Ta BignoBigHUM
MEeTOA0M BUMPOOYBaHHS)- AOMNOBHEHHS
cneuudikayii BUXiAHOro NpoAyKTy CUPOT FIMHK
(raw clay Diosmectite) nokasHukom «BaHapgiii»
(kpuTepii NPUAHATHOCTI < 4,5 ppm); 3MiHu | Tyny:
3miHu 3 gKkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo fonycTUMmx
MeX, BU3Ha4YeHuX y cneumndikauiax Ha Adl, abo
BVXigHWIA/NPOMDKHUIA NPOAYKT /peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA creumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMOBIAHMM MEeTOA0M BUNPOOYBaHHS) -
[0NoBHEHHS cneumdikayii A®I nokazHNKOM
«Kagmiin» (kpuTepii npuitHAaTHOCTI < 0,2 ppm) Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS; 3MiHU |
Tmny: 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneungikauii Ta/abo gonycTummx
MeX, BU3Ha4YeHNX y crneumdikauisx Ha Adl, abo
BUXiAHWIA/NPOMIDXHWIA NPOAYKT /peareHT, o
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|

(OONOBHEHHS cneumdikauii HOBUM MOKA3HMKOM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
SKOCTi Ta BifMnoBiAHM METOAOM BUNPO6YBaHHS)-

[0NOBHEHHS cneumdikayii A®I nokazHNKOM
«BaHagijin» (kpuTepii npuitHATHOCTI < 4,5 ppm) Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS; 3MiHU |
TMNy: 3MiHW 3 AKOCTi. FTOTOBUIA NiKapcbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauilii Ta/abo fonycTMmx
MeX roTOBOr0 NiKapCbKoro 3acoby (4ONOBHEHHSA
abo 3amiHa nokasHuka cneuudikauii 3a
pe3ynbTatamu gocnigxeHb 3 6e3neku abo SKocTi
(32 BUHATKOM JliKapCbKMX 3ac06iB
6i010riYHOro/iMyHOMOMNYHOTO MOXOMKEHHS)) -
[LOMNOBHEHHS creumdikaL,ii roTOBOro likapCbKoro
3ac06y MoKasHMKOM «MuLLI'siK» (KpuTepii
NPUIAHATHOCTI < 1 ppm) BBEeAEHHA 3MiH MPOTAroM
3-X MicAUIB MiC/1A 3aTBEPKEHHS; 3MiHM | TUny:
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo fonycTuMmx
MEXX r0TOBOr0 NiKapCbKoro 3acoby (4ONOBHEHHS
abo 3amiHa nokasHuka cneuudikauii 3a
pe3ynbTatamun gocnigxeHb 3 6e3neku abo SKocTi
(32 BUHAATKOM JliKapCbKMX 3ac06iB
6i010ri4YHOro/iMyHOMOMNYHOTO MOXOMKEHHS)) -
[LOMNOBHEHHS creumdikaL,ii roToBOro likapCbKoro
3ac00y NokasHMKoM «CBUHELb» (KpuTepii
NPUIAHATHOCTI < 4 ppm) BBeAEHHA 3MiH MPOTArOM
3-X MicAUIB MiC/1A 3aTBEPKEHHS; 3MiHM | TUny:
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) - 3MiHW [0 TekcTy
MapkyBaHHSA ynakoBKM fliKapCbKoro 3acoby
(BNyYeHHs pocilicbkoi MOBYM Ta 3MiHU 1o n.17
BTOPUHHOI yNakoBkn) BBeAeHHs 3MiH NpoTArom 3-x
MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHK | TURY - 3MiHN
wopo 6e3nekv/ethekTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) - 3MiHM BHECEHO [0 IHCTPYKUiT ANns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ziny "Cnoci6 3actocyBaHHs Ta fo3n"
(BBegeHHs 3MiH npoTarom 3-x micauis nicns
3aTBEPMKEHHS); 3MiHM | Tuny - 3MiHW Woa0
6e3nekn/edeKTMBHOCTI Ta thapmakoHariagy.
3MiHW y TepaneBTUYHUX NMOKa3aHHSX (BUNYHYEHHS
TepaneBTUYHOTO NoKa3aHHsA) - 3MiHW BHECEHO [0
HCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3sginy "lMNokasaHHA"
(BBegeHHs 3MiH npoTarom 3-x MicauiB nicns
3aTBEPKEHHS); 3MiHW Il TUny - 3MiHK LWoa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. IHuwi

3MiHW, SIKi He BBINLLAV Y Lieit po3ain, siKi
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BK/IOYAIOTb NOAAHHSA pe3ynbTaTiB fOC/igKeHb A0
KOMNETEHTHOr0 OpraHy - 3MiHW, ki BK/K0Ya0Th
pesynbTaTy AOC/iLKEHb (OLiHKa pU3NKIB
BiAnoBigHoO Ao kepisHuuTBa ICHQ3D) BignoBiaHO
[0 OHOBNEHHS cneumdikaylii BUXiAHOro NPoAyKTY
CVPOT NIMHK (BBEAEHHSA 3MiH NPOTAroM 3-X MicAuiB
nicns 3aTBepmKeHHs); 3miHu Il Tuny - 3miHu Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHariagy.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOr0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHuMK 3 SKOCTI, AOKMIHIYHUMM, KIHIYHMKN
AaHUMKN Ta faHumuy 3 hapmakoHarnsagy - 3mMiHu
BHECEHO [0 iHCTPYKLIT 415 MefnMyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”, "MokazaHHA"
(yTouHeHHs iHdhopMaLiT), "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK flikapcbkumuy 3acobamm Ta
iHWi BMAM B3aemogiii", "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHoCTi abo rogysaHHs rpyaar”, "ditn",
"Mepepno3yBaHHa" (pegaryBaHHs TekcTy), "To6iyHi
peakuii" (BBefeHHA 3MiH NPOTAromM 3-X MicALiB
nicns 3aTBepAkKeHHs)

301.

CMEKTA®
BAHI/Tb

NMOpOLLIOK A5
OopasibHOI cycneHsii no
3r1; no 3,76 r NOPOLLKY
y nakeTtuky, no 10, 12
a60 30 nakeTukiB y
KapTOHHI Kopo6Lyi

INCEH
KOHCbIOME
P XE/NICKEA,
AKLUioHepHe
TOBapMCTBO
CrpOLLeHOro

™ny

PpaHuis

BO®YP INCEH
IHAYCTPI

PpaHuis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHa 3asiBHMKa (B/1acHUKA peecTpaviiiHoro
nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460) BBefeHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAKEHHS; 3MiHK | Tuny - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3araslbHEeHUX JaHuX Npo
cucTemy hapmakoHarnsagy (ssefieHHs
y3araslbHeHVX gaHux npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHuKa
[Onsa 3ajicHeHHs dhapMakoHarnsay B YKpaiHi, Ko
BOHa BifjMiHHa Bif, yNIOBHOBa)XEHOT 0cO6M,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIOUAKOUN KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsg,. 3miHa micus 34iicHeHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxopKeHHs1 macTep-ghaiina cuctemu
chapmakoHarnsgy Ta ioro Homepa

6e3
peuyenma

UA/10103/01/01

302.

CMEKTA®

NMOPOLLOK A/isl

INCEH

PpaHujis

BEO®YP INCEH

PpaHujs

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:

6e3

UA/16117/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nonyHuusa opasibHOI cycneHsii, 3 KOHCbIOME IHOYCTPI 3MiHa 3as1BHMKa (B/1aCHUKa peecTpaviiiHoro peyenma
r; no 3,76 r NOpoLUKY y P XEJICKEA, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
nakeTuky; no 12 AKLioHepHe Ne 460) BeeAeHHS 3MiH NPOTAroM 6-Tu MicALiB
NakeTVKiB Y KApTOHHIl TOBapUCTBO nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu Woa0
KopooLi CMpOoLLEHOr0 6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
Tmny BeefeHHst abo 3MiHM [0 y3araslbHEHUX AaHWX NPO
cuctemy thapmakoHarnagy (sBegeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobum,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 thapmakoHarnagy 3asBHuKa
OnAa 3ajicHeHHs dhapmakoHarnsgy B YKpaiHi, AKLLo
BOHa BiMiHHA BiZ, yNOBHOBa)KEHOT 0cO6Y,
BiANOBIAA/LHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
thapmMakoHarnagy) - 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a (papmakoHarnsg,. 3miHa micus 34jiCHeHHS
OCHOBHOI ZlisNibHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKeHHs macTep-haiina cuctemm
hapmMakoHarsisgy Ta iioro Homepa
303. | CHYN® Crnpei HazanbHuiA, CTALA HimeuyunHa CTALA ApuHaimitTens Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/16231/01/01
po3unH 0,05%; no 15 ApuHaiimitren Ar, HimeuunHa (Bunyck Icnanis/ TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenma
M1y dp1akoHi; no 1 b Al cepiid); Ypcadapm YopHoropis 23.07.2015 Ne 460) - BunpaB/ieHO TEXHIYHY
h1aKoHy B KapTOHHii ApuHaiimitTens M6X, NOMU/IKY B iIHCTPYKUiT 415 MeguyHoro
KopoobUi HimeuunHa 3acTOCyBaHHS NikapcbKoro 3acoby y po3gini
(BpPOGHNLTBO "Oco61MBOCTI 3aCTOCyBaHHS", a came, BUAaneHo
Hepo3ghacoBaHOro hpasy "lMNpenapaT MICTUTb 6EH3aNKOHII0 xnopua,
npoAykKTy, NepBrHHE Ta LLIO MOXe CMPUUMHATY NOAPAa3HEHHS C/IM30BOI
BTOPWHHE MakKyBaHHS, 060/10HKM HOCA", OCKiNbKM NiKapCbKWii 3aci6 He
KOHTPO/b cepili); MICTUTb GEH3a/IKOHII0 X/10pUA.
SAMAP XEJIC KEP 3a3HayeHe BUMpaB/IEHHS BigNOBigae MaTepianam
CEPBICEC MAAPWA, peecTpauiiHoro ocke
C.AY., IcnaHist
(B1pPOGHNLTBO
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPUHHE NakyBaHHS,
KOHTpO/b cepii);
XeMOMOHT 4.0.0.,
YopHoropis
(BpPOGHNLTBO
Hepo3dacoBaHoro
npoAykKTy, NepBrHHE Ta
BTOPWHHE MaKyBaHHS)
304. | CHYN® cnpei HasanbHuiA, CTALA HimeuunHa CTALA ApuHaimiTTens Himeuunna/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 6e3 UA/16231/01/02
po3unH 0,1% no 15 mn | ApuHainmitren Al', HimeyunHa (Bunyck Icnanis/ TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big

peyenma
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
y chnakoHi; no 1 b Al cepiid); Ypcadapm YopHoropis 23.07.2015 Ne 460) - BUNpaB/ieHO TEXHIYHY
pN1aKoHY B KAPTOHHIl ApuHaiimitTens M6X, NOMU/IKY B iIHCTPYKUiT 415 MeguyHoro
KopoobLi HimeuunHa 3acTOCyBaHHS NikapcbKoro 3acoby y po3gini
(B1pOGHMLTBO "Ocob6MBOCTI 3acTOCyBaHHS", a came, BUAaIeHo
Hepo3ghacoBaHOro hpasy "lMNpenapaT MICTUTb 6EH3aNKOHII0 x1opua,
NpoayKTy, NePBMHHE Ta LLIO MOXe CMPUYMHATU NOAPAa3HEHHS C/IN30BOI
BTOPUHHE NakyBaHHS, 060/10HKM HOCA", OCKIfIbKU NiKapCbKunii 3acib He
KOHTPO/b cepild); MICTUTb GEH3a/IKOHII0 X/10pUA.
PAMAP XEJIC KEP 3a3HayeHe BMMpaB/IEHHS BigNOBigae maTepianam
CEPBICEC MALPNL, peecTpauiiHoro Jocke
C.AY., IcnaHist
(BpPOGHMLTBO
Hepo3acosBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTpPO/b cepili);
XeMOMOHT 4.0.0.,
YopHoropis
(BMpOGHNLTBO
Hepo3dacoBaHoro
NpoAyKTy, NePBMHHE Ta
BTOPWHHE NMaKyBaHHS)
305. | CHYN® Crnpei HazanbHuiA, CTALA HimeuyunHa CTALA ApuHaimitTens Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/16231/01/02
po3unH 0,1%; no 15 ApuHaiimitren Ar, HimeuunHa (Bunyck Icnanis/ YTOUHeHHs B Hakasi Ne 2032 Big 04.09.2020 poky peyenma
M1y dp1akoHi; no 1 b Al cepiii); YPCAGAPM YopHoropis LLIOA0 HanMcaHHA [03YBaHHSA: TEXHIYHA NOMUIIKA
pN1aKoHY B KAPTOHHIl ApuHaiimitTens M6X, (3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460) -
Kopoo6Li HimeuunHa TEXHIYHY MOMW/IKY BUNPaB/IEHO B IHCTPYKUIT Ans
(BpPOGHNLTBO MeAMYHOro 3actocyBaHHA 13 y p. "TepMmiH
Hepo3ghacoBaHOro npuaatHocTi" 3anponoHoBaHo: [icns BigKpUTTS
NPOAYKTY, NEPBUHHE Ta hnakoHa —12 micsuiB. 3a3HauyeHe BUNPaBEHHS
BTOPVHHE NakKyBaHHS, BiANOBIAa€e MaTepiasiaMm peecTpayiiHoro 4oChe
KOHTPO/b cepili);
®AMAP XEJIC KEP
CEPBICEC MALPVL,
C.AY., IcnaHist
(B1pPOGHNLTBO
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPUHHE NakyBaHHS,
KOHTpO/b cepii);
XeMOMOHT 4.0.0.,
YopHoropis
(BpPOGHNLTBO
Hepo3dacoBaHoro
npoAykKTy, NepBrHHE Ta
BTOPWHHE MaKyBaHHS)
306. | COPBI®PEP TabneTku, BKpUTI 3AT YropLumHa 3AT PapmaueBTUUHUIA YropLumHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/0498/01/01
AYPYNEC 060/10HKO1D, 3 dapmaueBTny 3asof ErC YTOYHEHHs B Hakasi Ne 2032 Big 04.09.2020 poky peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MOANIKOBaHNM HWA 3aBOS, LLIOA0 HanMcaHHs Nikapcbkoi hopMu: 3MiHW | Tuny
BUBI/IbHEHHAM 320 EriC - 3MiHM Wopo 6e3nekn/eteKTUBHOCTI Ta
mr/60 mr, no 30 a6o hapmakoHarnsgy (iHwi 3miHKn) - 3amiHa po3gainy
50 TabneTtok y «["padhmyeckoe ohopMeHNE yNakoBKMN» Ha
CKNsAHOMY hr1akoHi; no «MapkunpoBka» B 3aTBepakeHnx MKA N13:
1 chnakoHy B 3anponoHoBaHo: MapknpoBka. B cooTBeTCTBUM C
KapTOHHI ynakoBL,i YTBEPXEHHbIM TEKCTOM MapK1poBKW. BBefeHHs
[04aTKOBOro TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby i3 3a3Ha4YEeHHAM MDKHAPOAHUX
no3HavyeHb OUHNLb BUMIPIOBaHHSA. BBeaeHHS
3MiH NPOTAroM 6-TW MICALIB Nic/1A 3aTBEPAKEHHS
307. | CUPT po34nH gns NAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 4,0 peecTpavLiiHux martepianis: 3a UA/13561/01/02
ETUOBUIA 30BHILIHLOrO "Tannudapm” 3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii peyenmom
96% 3acTocyBaHHs 96 % 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y npoueci
no 100 mny BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acooby,
dhnakoHax BK/THOHAI0UN NPOMiIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y NpoLeci
BMPOGHULTBA) - BHECEHHS 3MiH 10 pPO3Ainy
3.2.P.3. MNpouec BMPOGHULITBA NIKAPCLKOTO
3acoby, 30kpema: BUKIafeHHs TEKCTY KOPOTKOro
On1Cy BHECEHHS 3MiH 10 peecTpauiiHnx
mMartepianis: TEXHOIOMN4YHOro nNpoLecy Ta
TEXHOMOTIYHOI cxemn BMpo6HULTBa /13 B HOBIl
peaakuii; 3miHn | Tuny - 3MiHW 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
po3Mipy cepii (BKNHOYatoun gianaszoH po3mipy
cepil) roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
BBEJEHHS OAATKOBOro po3mipy cepii M3.
3anponoHoBaHo: He 6inbLue 20,0 Tuc. yn. abo He
6inbLlwe 20,3 Tuc. yn. no 100 Mn y dpnakoHi
308. | CTEATE/Ib PO34KH ANns iH'exuin, 1 NMPO®APMA ManbTa XEJM, C.A. Ipevyis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/12945/02/01
r/'5mnno5wmne IHTepHeLwHN 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
amnyni; no 5 amnyn B TpehguHr Ta (papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
KapPTOHHIN nayui Nimiteq TEeKCTY MapKyBaHHS yNakoBKY NiKapCbKOro 3acoby
3 BHECEHHSIM iHhOpMaLiT WOoA40 3a3HAYEHHS
O[MHWLb BUMIPIOBAHHSA Y cuctemi Sl. 3amiHa
po3sginy “rPAPIYHE 30BPAXXEHHA YMAKOBK”
Ha “MAPKYBAHHA" B 3aTBepaxeHux MKA /13.
3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
3aTBEPAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPAKEHHS
309. | CY/IbMNEPA30 NOPOLLIOK A/151 PO3UYUHY MNOAN3EP CWA Mdpaiizep Kutaii/ BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis: 3a UA/3754/01/01
H® ons iH'ekujn no 500 IHK. dapmacsbtoTikan Nimites ITanis 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom

Mr/500 mr, no 1 r (500

, Kutaii (Bupo6HULTBO

Ta (papmakoHarnggy (iHwWi 3mMiHW) - OHOBJIEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mr/500 Mr) MOPOLLKY Y CTepUIbHOI CyMiLLi TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
thnakoHi; no 1, abo no uedhonepasoHy HaTpilo 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
5, a6o no 10 chnakoHis Ta cynbbaktamy OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
Y KapTOHHIlA Kopoobui HaTpilo); Xaynt ®apma 3MiH A0 po3ainy «MapkyBaHHs» MKA N13:
Narina C.p.n., ITanis 3anponoHosBaHo: MAPKYBAHHSA 3rigHo
(B1pPOGHNLTBO 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
(HanoBHeHHS ch1akoHIB BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
Ta ynakoBka), KOHTPO/lb 3aTBEPAKEHHS.
SKOCTi Ta BUNYyCK cepii)
310. | CYNbMNEPA30O NOPOLLIOK A/151 PO3YUHY MNOAN3EP CWA Mdpaiizep Kuraii/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3754/01/02
H® Ons iH'ekuii no 1000 IHK. dapmacbtoTikan Jlimites ITania 3MiHK | TRy - 3MiHK WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
Mr/1000 mr, mo 2 1 , Kutain (Bupo6H1LTBO Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
(1000 mr/1000 mr) CTEepPW/IbHOT CyMiLli TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
NOPOLLKY Y (h/1aKoHi; uedonepasoHy HaTpilo 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
no 1, a6o no 5, a6o no Ta cynbbaktamy OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
10 chnakoHiB y Hatpito); XaynTt ®apma 3MiH 40 po3giny «MapkyBaHHs» MKA N13:
KapTOHHI Kopo6Lli Narina C.p.n., ITanis 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
(B1pPOGHNLTBO 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
(HanoBHeHHA (hriakoHiB BBEJEHHSA 3MiH NPOTAroM 6 micAuiB nicns
Ta ynakoBka), KOHTPO b 3aTBEPAKEHHS.
AKOCTi Ta BUNyCK cepii)
311. | cynbniPuA - PO34MH ANS iH'EKLN, ToBapucTBo 3 Ykpaina BCi cTafii BUPOGHMLTBA, YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11476/02/01
3H 50 mr/mn no 2 mn B 06MeXeHoto KOHTPO/1b AKOCTI, BUMYCK 3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenmom
amnyni, no 10 amnyny | BignoBiganbHi cepii: TOB "XapkiBcbke Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHST 3MiH
Kopoo6Li; no 2 Mn B CTH0 thapmaueBThyHe 0o po3giny “MapkyBaHHs" MKA N13.
amnyni; no 5 amnyn "XapkiBcbke nignprvemcTso "340poB'sa 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
6nictepi; no 2 thapmaueBTny Hapoay", YkpaiHa; BCi 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
6nictepn y kopobu; He cTagii BMpobHnuTBa, BHECEHI B TEKCT MapKyBaHHS ynakoBK/
no 2 Mn B amnyni; no nignpUeEMCTBO KOHTPO/Ib AIKOCTI: NiKapCbKoro 3acoby LL0/10 3a3HaveHHs
10 amnyn y 6nictepi; "310poB'sa ToBapucTBO 3 MDKHapPOAHUX NO3HAYeHb O4UHULL BUMIPIOBaHHS.
no 1 6nictepy y Hapoay" obMexeHo BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
Kopoo6Li BiAANOBIAA/IBHICTIO 3aTBepKeHHs
"@apmaueBTuyHa
KoMnaHia "3gopos'a”,
YKpaiHa
312. | TAXUBEH® KOHLeHTpaT Ans EBEP Heiipo ABCTpist EBEP Heiipo ®apma AscTpis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/14347/02/01
PO34unHY ANs iHdy3ilA, $apma M'v6X 'M6X, ABCTpis PpaHuis 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
5 mr/mn no 20 mn B (BignoBiganbHWiA 3a Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
amnyni; no 5 amnyny Bunyck cepii); CEHEKCI, TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
KapTOHHI Kopo6Lli ®paHuia (BMUPOBHULTBO, 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
NepBrHHE Ta BTOPUHHE OAMHULb BUMIpIOBaHHSA Y cuctemi Sl
nakyBaHHS, KOHTPO b
AKOCTI)
313. | TETPAKCUM®] | cycneHsia gns CaHodi ®paHuisa CaHodi MacTtep, PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/13069/01/01
TETRAXIM iHekuiid, mo 1 Mactep ®paHuia (MOBHWIA LUK YropwuHa 3MiHM | TUny - 3MiHK 3 gKocTi. A®l. Bupo6HULTBO peyenmom
BAKUWHA ANA | nonepegHbo BUPOGHMLTBA, KOHTPO/Ib (iHWi 3miHW) - oHoBNeHHA CTD po3ainis Aocbe ANs
MPO®ITAKTUK | 3anoBHeHOMYy LUNpuLy AKOCTI, BTOPUHHE aitoyoi pevosuHu Purified Diphtheria Toxoid gns
N ONDTEPII, no 0,5 mn (1 gosa) 3 nakyBaHHs1, BUNYCK BMPOGHUYOI AinsHui B MicTi Mapci n'ETyans,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NPABLS, NPUKPIN/IEHOIO FOJIKOK cepii); CaHodi-ABeHTIC ®paHuis: - nepedopmaTyBaHHs iHchopmavii Ta
KALLUTHOKY (abo 2-ma okpemumu MpaiisiT Ko. NiT4,, [0MOBHEHHA AaHVMW ANS 3aBEPLUEHNX
(ALUENONAPH rosikamu), Wwo MicTUTb Mnarchopma noricTmkm JocnigpkeHb cTabifibHOCTI; - Y3rogKeHHs
nn cycneHsito ons Ta AMCTpubyLii y m. iHchopmauii M niLeH3iamMn 6e3 3MiH y BUpOGHWYIl
KOMMOHEHT) iH’EKUIl, B KAPTOHHIl Byaanewt, YropwmHa npakTuui y posginax 3.2.S, 3.2.A.2, 3.2.R
TA Kopo6bui; no 1 (BTOpPUHHE NakyBaHHS, peecTpavuiiiHOro AoCbe Ta BiANOBIAHMX PO34inax
NONIOMIENITY | monepeAHbO BUMYCK cepii) Moayns 2 ans gitoyoi pevosuHu Purified
AACOPBOBAH | 3anoBHEeHOMY LUNPULLY Diphtheria Toxoid
A, no 0,5 mn (1 gosa) 3
IHAKTUBOBAH | npuvKpinaieHow rosikoto
A, PIOKA (abo 2-ma okpemumu
rosikamu), Wwo MicTUTb
CyCneHsito ons iH'ekuii
B KapTOHHIi1 kopobuj, B
AKIR MICTUTbCSA
CTaHAapTHO-
eKCMopTHa ynakoBka
Ta IHCTpyKUis Ans
MeANYHOro
3aCTOCyBaHHSA
314. | TEUEHTPUK® KOHUeHTpaT Ans ®.XodhcpmanH- | LLBelinapis ®.XodpchmaHH-/15 Polu LLiBeiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15872/01/02
PO34mnHY ANs iHAY3il Na Pouw Mg, NTa, Wseiiuapis 3MiHU | TUny - 3MiHK 3 SKocTi. A®I. Bupo6HMLUTBO. peyenmom

no 840 mr/14 mn no 14
My donakoHi; no 1
thnaKkoHy y KapTOHHIl
KopoobLi

(BUPOGHMLTBO
Hepo3gacoBaHol
NPOAYKLUiT, NepBUHHe
nakyBaHHsl, BTOPUHHE
nakyBaHHs,
BMNpPOGYBaHHSA
KOHTPO/II0 AKOCTI,
BUMYCK cepii)

3MiHM B npoveci BupobHuuTBa APl (He3HauHa
3MiHa y npoueci BupobHuuTtea Adl) -
BnpoBagkeHHs HOBOrO po6040ro 6aHKy KNiTUH
WCB 7897 Ha finbHuui keHeHTek, MiBaeHb CaH
®paHyucko, CLUA; 3miHn | Tuny - 3MiHM 3 SIKOCTI.
A®|. KoHTposnib A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHOro
marepiany/npomikKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3miHM y MeTofax BUNpobyBaHHA (BK/IHOYaOUN
3amiHy abo AonoBHeHHs) Ad| abo
BVXiZHOrO/NPOMIXHOr0 NPOAYKTY) - BBEAEHHSA
MeToAy BUNPOGYBaHHSA «AHani3 6apkoayBaHHsS
[HK 3a gonomoroto umtoxpomokeugasm 1 (CO1)»
(Cytochrome Oxidasel (CO1) DNA Barcode
Assay) ons nigTBepmAXeHHs igeHTudikauui
KNITUHHOT NiHIT B3aMiH 3aTBEPAXEHOMY MeToay
«|30chepmeHTHUIA aHani3» (Isoenzyme Analysis);
3MiHK | TRy - 3MiHK 3 skocTi. APl. KoHTponb AdI.
3miHa y meTogax BunpobysaHHs AD| abo
BUXIZAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWwi 3MiHM y meTogax
BUNPOOYBaHHA (BKIOYAUMN 3aMiHy abo
[0NoBHEHHs)) APl abo BMXiAHOTO/NMPOMIXXHOIO
NpPOAYKTY) - 40AABAHHS aHauli3y Ha JienTocnipu
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
mMeTogom MN/1P B pexumi peanbHOro vacy, sk
HOBUIA MEeTOZ BUSIB/IEHHS NaTOreHHUX BUAIB
nentocnipu
315. | TUDIOKC TabneTku, BKpUTI Mini Xenckepe Benuvka Menpo IHais BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8062/01/01
06010HKO10, no 10 Nimiteq BpuTaHis dapmacbloTUKanc 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
TabneTok y 6nictepi; Mpisart JlimiTeq, Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
no 1 6nictepy B TEKCTy MapKyBaHHA yNnakoBKM MikapCbKoro 3acoby
KapTOHHI KopooLli 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAMHULb BUMIpIOBaHHS y cuctemi Sl. 3amina
po3giny «lpacmnyeckoe n3obpaxeHne ynakoBKu»
Ha po3ain «MapkyBaHHs» MKA N3;
3anponoHOBaHO: 3rifHO 3aTBEPL)KEHOr0 TEKCTY
MapKyBaHHS.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPIKEHHS
316. | TIAMIHY PO34MH ANS iH'EKLN, MpAT Ykpaina MpAT "dapmaLeBTU4Ha YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5489/01/01
xnoeua- 50 mr/mn no 1 mn B "®papmavueBTu ipma "JapHuus” 3MiHU | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii peyenmom
AAPHULSA amnyni; no 5 amnyny yHa chipma 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepii
(BITAMIH B1- KOHTYPHIli YapyHKOBIi "OapHuus” (BK/IKOYAtOUM fiana3oH po3mipy cepii) rotToBoro
AAPHNLUA) ynakosLi, no 2 nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHW A0

KOHTYPHi YapyHKOBI
ynakoBKM B navuj

po3giny 3.2.P.3.2. «Cknag Ha cepito», a came:
[OMNOBHEHO PO34iNn iHhopmMaLieto LWoA0 po3mipis
cepii B TUCAAYax amnyn, (3anponoHOBaHo:
TeopeTunyHa KinbkicTb Ha cepito 1201 (120 Tuc.
amnyn) 250 n, (250Tuc. amnyn) 360 n, (360TUC.
amnyn); 380 n (380Tuc. amnyn), 400n(400TucC.
amnyn); 500 1, (500Tuc. amnyn); 3miHu | TMNy -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOOHULITBI. 3MiHM Y npoueci BUpo6HULTBA
roTOBOrO /liKapCbKOro 3acoby, BKIoyaoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOrO MiKAPCLKOro 3acoby (iHLWi
3MiHW) - Y 3B'SI3KY 3 YTOUHEHHSM CMOCoby
HanoBHEHHS amny (3a/ILEHO NuLle LWNPULEBWIA
€noci6 HanoBHEHHS) | KOHTPO/IO NapaMeTpis
NpoLEeCy BHOCATLCS HE3HAUHI 3MiHM Ta pefakuiliHi
YTOUHEHHA Ao po3giny 3.2.P.3. «[pouec
BMPOGHMLITBA NiKAPCLKOro 3acoby»; 3miHu | Tuny -
3MiHM 3 IKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHM Y Npoueci BUpobHULTBA
roTOBOrO /liKapCbkoro 3acoby, BKIYaum
NPOMDKHUIA NMPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOGHMLITBI FOTOBOrO /liKapCbKOro 3acoby (iHLwi
3MiHUM) - NOA0BXEHO TEPMIH 36epiraHHsA
MPOMDKHOIO NpoAaykTy 3 1 fo6u Ao 32 roguH y
3B’A3KY 3 BUPOOHMYOI0 HEOOXiAHICTIO, @ came
nepexif, Ha BUPO6GHMLTBO BiNbLIOro paHille
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3apeecTpoBaHoro 06 emMy cepii 4151 NOBHOTO
3aBepLUeHHs onepavii BUpobHuLTBa cepii
HeobXxigHo GinbLue yacy
317. | TIKONMIH® PO34YMH ANS iH'EKLN, TOB HB® Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/17695/01/01
125 mr/mn, no 4 mn B "MIKPOXIM" TOBapUCTBO "J1ekxim- 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peyenmom
anynax, no 5 amnyny Xapkis", YkpaiHa Ta hapmakoHarnsgy. BeegeHHst abo 3miHm go
KaceTi y nayui 3 (BignoBiganbHuii 3a y3arajlbHeHUX AaHux npo cuctemy
KapToHy; No 4 Mmn B BUPOGHMLITBO Ta dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
amnynax, no 5 amnyn KOHTPO/b/BMNPOGYBaHHSA npo cuctemy chapmakoHarnsgy, sMmiHa
y Kaceri; no 2 kaceTtn y cepii, He BKNoYaun YNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
nauui 3 KapToHy Bunyck cepii); TOB HB® 3piicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0co6u 3
"MIKPOXIM", YkpaiHa thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
(BignoBiganbHuii 3a hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
BUNYCK cepii, He Bif, yNOBHOBaXXeHOT 0co6Mu, BiANOBiAa1bHOI 3a
BK/IHOYa0UN 3[jicHeHHs hapmakoHaraay (BKIYatum
KOHTPO/b/BMNPOGYBaHHS KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
cepi) MacTep-chalina cuctemu papmMakoHarnisay) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHYIKa,
BiNoBiga/IbHOT 3a hapmakoHarnsg.
Litova pepakuisn: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXypb6a flinis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBigasibHOI
3a thapMakoHarnsag
318. | TIKONMIH® PO34MH ANS iH'EKLN, TOB HB® Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17695/01/02
250 mr/mn, no 4 mn B "MIKPOXIM" TOBapUCTBO "JleKxim- 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenmom

anynax, no 5 amnyny
KaceTi y nauui 3
KapToHY; No 4 MmN B
amnynax, no 5 amnyn
y KaceTi; no 2 kacetn y
nauj 3 KapToHy

XapkiB", YkpaiHa
(BignoBiganbHuii 3a
BMPOOHULITBO Ta
KOHTPOb/BNNPOGYBaHHSI
cepii, He BKNoYaun
Bunyck cepii); TOB HB®
"MIKPOXIM", YkpaiHa
(BignoBiganbHuii 3a
BUMNYCK cepil, He
BK/THOHAI0UM
KOHTPO/b/BUNPOBYBaHHSA
cepii)

Ta hapmakoHarnsgy. BeegeHHst abo 3miHn go
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXXeHOT 0cobw, BiANoBifabHOI 3a
3AilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsgy 3asBHUKa 415 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifasbHOT 3a
3gilicHeHHs chapmakoHarniagy (Bkovarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-chaiina cuctemmn chapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0COBU 3asBHUKA,
Bi4noBigasIbHOT 3a hapMakoHarnsg.

[itoya pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba Ninis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a hapmakoHarnsg

319.

TIOLUETAM®
®OPTE

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0
no 10 TabneTtok y
6nictepi; no 3 abo no
6 6nicTepi y nauu,i

MAT
"Kuismegnpen
apar”

YKpaiHa

MAT
"KviBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TURY - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbkunii
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(AONOMKHMX peyoBMHAaX) rOTOBOrO NiKapCbKoro
3ac006y (iHLWi AONOMDKHI peYOBUHM) - 3aMiHa OfHiEl
[LOMOMXKHOT PEYOBVHM Ha iHLY 3 TUMWX CaMUMK
(hYHKLOHaNIbHUMM XapakTepucTkamu Ta Ha ToMy
camoMy PiBHi - 3amiHa CyMiLli A1 MOKPUTTA Ha
CyMilll 3 TUM CaMWM CK1aA0M(3a BUHATKOM
6apBHKKIB). 3MiHV BHECEHO A0 IHCTpyKLii Ans
MeAUYHOro 3aCToCyBaHHS NiKapCbKoro 3acoby B
po3ain "Cknag” (3amiHa cknagy cymilli Ans
N/1iBKOBOrO NOKPUTTS TabNETOK - 3 XXOBTOrO
«Opadry Il Yellow» 33G22623 Ha 6inuii)
BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS; 3MiHU | TUNy - 3MiHN 3 AKOCTI.
[oToBUIA Nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
NepBUHHIN ynakoBL,i FOTOBOTO JliKapcbKoro 3acoby
(AKicHWiA Ta KinbKicHWI cknag) - Teepai nikapcbki
dhopMu - 3aMiHa maTepiasly nepBUHHOT YakoBKU -
NAIBKM NONIBIHINX0PUAHOT HA TPLOXLLIAPOBUIA
mMarepian (noniamig/antominin /nonisiHnxnopug),
TUM yNakoBKM He 3MiHI0ETbCA (bnicTep) BBeaeHHA
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHH;
3MiHW | TURY - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbkunii
3aci6. KOHTpOnb roTOBOro MikapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauiii Ta/abo
LOMYCTUMMUX MEX FOTOBOTO JTiKApCbKOro 3acoby
(iHWi 3MiHK) - 3MiHa JONYCTUMUX MEX
cneumagikaLii roToBoOro nikapcbkoro 3acoby B
po3gini "Onunc"(3miHa Konbopy TabneTku)
BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

3a
peyenmom

UA/6941/01/01

320.

TOHIHAN®

Kpanni opabHi, no 20
M abo 50 mn, abo
100 mn y chbnakoHi 3
KpanesnbHUM
fo3aropom; no 1
(hN1aKoHY Y KapTOHHIl
ynakoBLj

Pixapa
BitTHep Al

ABCTpIst

Pixapg bittHep Al

ABCTpIst

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3mMiHu) - 3MiHU BHECeHi
B TEKCT MapKyBaHHS yNakoBKU /iKapCbKOro 3acoby

1040 3a3HaYEHHST MiXKHAPOAHUX MO3HA4YeHb
OAMHULb BUMIPOBAHHSA. BHECEHHS 3MiH [0
po3giny “MapkyBaHHs1" B 3aTBepgKeHnx MKA N13.
3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs
3MiH NPOTArOM 6-TK MICALIB NiC/1A 3aTBEPAKEHHS

6e3
peyenma

UA/5009/01/01

321.

TPUSUMNH®

TabneTkn

TOB HB®

YKpaiHa

TOB HB® "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis:

3a

UA/12303/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NOHr

NpOJIOHroBaHoI Aii no
500 mr; no 28
TabneTok y 6aHui; no
1 6aHui B naui 3
KapTOHY

"MIKPOXIM"

3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3arasibHeHUX faHUX Npo cucTemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOI 0co6Mu, BigNoBifabHOT 3a
3[jicCHeHHs1 hapMakoHaraay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.

[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuisn: XXypba Ninis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BifnoBiganbHOT
3a hapmakoHarnag

peyernmom

322.

TPUSNMNH®
NOHr

Tabnetkun
NPOSIOHroBaHol Aji no
750 wmr; no 28
TabneTok y 6aHui; no
1 6aHui B nayui 3
KapTOHY

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB® "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX gaHnx npo cucremy
thapmakoHarnagy (BBefeHHs y3ara/lbHeHUX faHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
3[iicCHeHHA hapMakoHarnagy; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOI 3a
3[jicCHeHHs1 hapMakoHarnaay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-alina cuctemu papMakoHarnisay) -
3MiHa YNOBHOBA&XEHOI 0CO6U 3asBHNKa,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsga.

[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepfakuisn: XXypba Ninis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a hapmakoHarnsg,

3a
peyerimom

UA/12303/01/02

323.

TPUSUMNH®
NOHr

Tabnetkn
NPOSIOHroBaHol Aii No
1000 wmr; no 28
TabneTtok y 6aHui; no
1 6aHui B nayui 3

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB® "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH 40 peecTpayiiHux martepianis:
3MiHM | TUNy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHua abo 3miHv o
y3ara/ibHeHNX JaHnx nNpo cucTemy
dhapmakoHarnsgy (BBefAeHHs y3aralbHeHUX AaHux

3a
peyenmom

UA/12303/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KapTOHY npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6M 3
hapmakoHarnsgy 3asiBHUKa An5 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifasibHOI 3a
3[jicHeHHs1 hapMakoHaraay (BkIyatum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-alina cuctemu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOI 0CO6U 3asBHUKA,
BignoBigabHOI 3a hapMakoHarnsg.
[itoua pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepakuis: XXypb6a flinis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag
324. | TPA3UNIH PO3YMH ANA iH'EKLNA, TOB HB® YkpaiHa BiNOBigaNbHWIA 3a YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9897/01/01
100 mr/mn, no 5 mn B "MIKPOXIM" BMPOOHULITBO Ta 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
amnyni; no 5 amnyn y KOHTPO/b/BUNPOBYBaHHSA Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
KaceTi; no 2 kacetu y cepii, He BK/IIOYaOUM y3arasisHeHUX faHnX Npo cucTemy
nauj 3 kKapToHy BWMYCK cepii: MpusartHe thapmakoHarnagy (BBeAeHHs y3araslbHeHUX faHux
akLioHepHe TOBapUCTBO npo cucTemy dpapmakoHarnsgy, 3mMiHa
"Jlekxim-Xapkis", YNOBHOBaXEHOI 0C06M, BignoBiganLHOI 3a
YkpaiHa BignosiganobHui 3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
3a BUPOGHULITBO Ta chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
KOHTPONb/BUNPOGYBaHHS thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
cepii, BKIOYaum Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasibHOI 3a
BUNYCK cepii: 3[jicHeHHs1 hapMakoHaraay (Bkiyarum
TOB HB® KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
"MIKPOXIM",YkpaiHa mMacTep-alina cuctemu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHUKA,
Bi4NoBiga/IbHOI 3a hapMakoHarnsg.
[itoua pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinis
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag
325. | YTPOXECTAH kancynu no 100 mr; no beseH Benbris Be3seH MeHblohekuypiHr Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2651/01/02
® 15 kancyn y 6nictepi, Xenckea CA Bengxiym CA, Benebris dpaHuia/ 3MiHKM | TRy - 3MiHW WOoA0 6e3nekn/ePeKTUBHOCTI peyenmom
no 2 6nictepu B (nepBuvHHa Ta BTOPUHHA IcnaHis Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH

KapTOHHI Kopo6bLyi

ynakoBKa, KOHTPO/1b
SIKOCTi, A03BI/T HA BUMYCK
cepii); Kancymxernb
Mnoepmens, PpaHuis
(BUPOGHMLTBO
Hepo3dacoBaHoi

0o po3ainy “MapkyBaHHs” MKA N13;
3anponoHOBaHO: 3rigHO 3aTBEPKEHOro TEKCTY
MapKyBaHHs1. 3aTBEpKEHHS a/lbTEPHATUBHOIO

TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
i3 3a3HaYeHHAM MiXKHAPOAHWX NO3HaYeHb OANHULL
BUMIipIOBaHHs. BBeIeHHSI 3MiH NPOTAroM 6-Tu
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
npoaykuii); CiHgea MicSLiB NicNs 3aTBEPAYKEHHS
dapwma, C/1, IcnaHis
(B1pPOGHMLTBO
Hepo3dacoBaHol
NPoAYyKLUiT, NepBnHHA Ta
BTOPUHHA YNaKkoBkKa,
KOHTPO/Ib SIKOCTi, A0O3BIN
Ha BUMycK cepii)
326. | DAPUHIOCEN | nboAsHUKM NpecoBaHi CaH IHAia KK Tepanis AT PymyHis BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: 6e3 UA/6511/01/01
T no 10 wr, no 10 PapmacblTHK 3MiHM | TURy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenma
NbOASAHUKIB y 6nicTepi, an lHpacTpis Ta hapmakoHarnsgy (iHwi 3mMiHW) - 3MiHU BHECeHi
no 2 6nictepn y Nimiteq B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
KapTOHHI KopobLyi LLIOA0 3a3HaYeHHS MDKHapOAHMX NO3HaYeHb
OVHULIb BUMIPIOBAHHS. BHECEHHS 3MiH [10
po3ainy “MapkyBaHHs" MKHA 13. 3anponoHoBaHo:
MAPKYBAHH#A 3rigHo 3aTBEpAXeHOro TekCTy
MapKyBaHHS. TepMiH BBEA,EHHS 3MiH NPOTAroM 6
MicsILiB nicns 3aTBEpAYKEHHS
327. | ®APUHIOCEN | NbogsHWKM NpecoBaHi CaH IHais KK Tepanis AT PyMmyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/0019/01/01
T 31 CMAKOM no 10 wr, no 10 PapmacboThK 3MiHKM | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenma
NNMMOHA NbOJSAHUKIB y 6AicTepi, an lHgacTpis Ta hapmakoHarnsagy (iHwi 3miHW) - 3MiHM BHECEeHi
no 2 6nictepn y Nimiteq B TEKCT MapKyBaHHS YNaKkOBKW fikapcbkoro 3acoby
KapTOHHI Kopo6Lyi LI0A10 3a3HAaYEHHS MiXXKHAPOAHMX NO3HAYEHb
OfIMHULIb BUMIPIOBAHHS. BHECEHHS 3MiH [j0
po3ainy “MapkyBaHHs" MKA 13. 3anponoHoBaHo:
MAPKYBAHHSA 3rifHo 3aTBEpAYKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBE,eHHS 3MiH NPOTArom 6
MiCALB Nicna 3aTBepAKeHHs
328. | PEHKAPON® Tabnetku no 10 mr, no AT Narteis AT "OnaiiHcpapm" NatBis BHECEHHS 3MiH [J0 peecTpaujiiiHux maTepianis: 6e3 UA/3782/01/02
10 Tabnetok y "OnaiiHdpapm” TexHiyHa noMmuska (3rigHo Hakasy MO3 Big peyenma
6nicTepi, no 2 23.07.2015 Ne 460) - BunpaBfieHO TeXHIYHY
6nicTepu y nauui NMOMWJ/IKY Y TEKCTI MapKyBaHHA BTOPUHHOI
yNakoBKM /liKapCbKOro 3acoby: 3anponoHosaHo: 1.
Hassa nikapcbkoro 3acoby PEHKAPO/I®
QUIFENADINUM 3a3HaveHe BUnNpasneHHs
BiANOBIAAa€e MaTepiasiam peecTpaLiiHoOro AoChE
329. | ®EHTAHIN PO3YUH NS iH EKL, AT "Kanuekc" Nartsis AT "I'piHgekc" , latsis NatBia BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15323/01/01
KANLUEKC 0,05 mr/mn no 2 mn Ta (BMPOGHYK, AKNI 3MiHM | TUny - 3MiHn Woao 6esnekn/edeKTUBHOCTI peyenmom

10 mn no 5 amnyn B
KOHTYPHIli YapyHKOBIi
ynakosLji (NiggoHi) i3
noniBiHiNxnopuaHoi
nnisku; no 1 a6o 2,
a60 20 KOHTYPHUX

BiANOBIAAE 3a KOHTPO/b
cepii/BMNpobyBaHHs);
AT "Kanuekc" , latsisi

(BMPOGHYIK, AKNIA
Bignosigae 3a BUNycK
cepii); XBEM dapma

Ta chapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
[0 po3giny «MapkyBaHHs» MKA N13:
3anponoHosaHo: CornacHo yTeepxaeHHoOMy
TEKCTY MapKupoBk1 3MiHV BHECEHI B TEKCT
MapKyBaHHs ynakoBK/ NikapcbKoro 3acoby LoAo
3a3HaYeHHs1 MiXXHAPOAHWUX NO3HAYEHb OAMHULB
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YapyHKOBUX YNakoBOK c.p.o., CnosayumHa (BCi BUMIpIOBaHHS. BBeeHHA 3MiH MPOTArom 6-Tu
(nigooHiB) 3 amnynamu cTagii BUpobHNYOoro MicALB Nicnsa 3aTBepAKeHHs
no2mntano2 npouecy, KpiMm BUNYCKy
KOHTYPHi YapyHKOBI cepii)
ynakoBku (NigaoHu) 3
amnynamu no 10 mny
nauui 3 KApToHY
330. | PEPPYM JIEK TabneTkv XysasibHi No CaHnpo3 CnoseHis ek ®apmareBTUYHa CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0127/02/01
100 mr; no 10 dapmachbloTika KOMMaHis A4.4. 3MiHM | TURY - 3MiHK 3 AKOCTi. FOTOBMIA NiKaPCbKNi peyenmom
TabneTok y ctpuni abo n3 a.o. 3aci6. 3MiHM y BUpOBHULTBI. 3MiHM Yy Mpoueci
y 6nictepi, no 3 BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acooby,
cTpunun abo 6nictepu BK/IO4AI0UM MPOMIXKHUI MPOAYKT, WO
B KapPTOHHIi KopobLyi 3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoLeci
BMPOGHMLTBA) - 3 METOK BAOCKOHAIEHHS
BMPOGHNYOro nNpoLecy NPOMOHYETLCA A04ATKOBO
po3nuaoBaTh cTeapaT MarHito nig, vac
npecyBaHHA A/15 3MallyBaHHS MyaHCOHIB A4/15
B/JOCKOHa/IEHHA NPoLecy CTUCHEHHS. Po3nuneHuii
Ha NyaHCOHW CTeapar MarHito BUAanseTbCcs B
npoueci Bupo6HuuTBa. Cknag Tabnetkm
3aMWAETLCA HE3MIHHUM
331. | PITOCEA® Kancynu no 10 kancyn MAT YkpaiHa MAT "Ximchapm3asog, YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/7511/01/01
y 6nicTepi; no 2 "Ximchapmsas "YepBoHa 3ipka" 3MiHK | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
6nicTepu B nayuj 3 o, "YepsoHa Ta papmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
KapToHY 3ipka” 00 po3gainy “MapkyBaHHs" MKA 113"
3anpornoHoBaHo: MapkyBaHHs. BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCbKOro 3acoby LLoA0 3a3HaveHHs
MiKHaPOAHUX NO3HAYeHb OAUHULb BUMIPIOBaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHSA
332. | ®ITOCEA® kancysnu in bulk Ne NAT YkpaiHa MAT "Ximdpapm3sasog, YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/9013/01/01
1200 (no 1200 kancyn "Ximcpapmsas "YepsoHa 3ipka" 3MiHW | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI
y KOHTelHepax); Ne opf "YepsoHa Ta chapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
3750 (10x375) (no 10 3ipka” 00 posgainy “MapkyBaHHsA" MKA N13™:

Kancyn y 6nictepi; no
375 6nictepiB y
KopoobLi)

3anponoHosaHo: MapkyBaHHs. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. 3amiHa
rpagpivHoro oYopM/IeHHSA NepPBUHHOT Ta BTOPUHHOT
yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BiANOBIgHWMYK 3MiHamu 4o po3ginis MKA N3
(po3gin «IpachiyHe ohopMNEHHS» 3aMiHEHO
po3ginom «MapkyBaHHs» (BignosigHo fo
3aTBEPPKEHOIO TEKCTY MapKyBaHHS); BBEAEHHS
HanucaHHa ogunHWUb S| natuHeueto (404aTKOBO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
00 KMpUNULL) y TEKCTI MapKyBaHHS. 3MiHW BHECEHI
B TEKCT MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
LLIOAO 3a3HaYeHHS MKHApOAHUX MO3HAYeHb
OAVHULIb BUMIPIOBAHHS. BBEIEHHSA 3MiH NPOTAroM
6-Tn MicsALIB NicNsA 3aTBEPKEHHS
333. | ®JTD3AK-50 TabneTku, Lo €BPO IHAjA ®C Nimiteq IHAja BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/5495/02/01
AT aucnepryoTtbes, no 50 NANDKEP 3MiHM | TUny - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuii peyenmom
wmr, no 4 a6o no 10 NPAMBIT
TabneTok y cTpuni; no NIMITEL,

1 cTpuny B KAPTOHHil
Kopoo6Li

3aci6. KOHTPO/1b FOTOBOrO NiKapCbKoro 3acooy.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BK/OUaouM 3amiHy abo
[OOMNOBHEHHS)); CyNyTHA 3MiHa
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo fonycTUMmX
MEX rOTOBOr0 NiKapCbKoro 3acoby (4ONOBHEHHS
abo 3amiHa nokasHuka cneuudikauii 3a
pesynbTaramu gocnimpkeHb 3 6e3neku abo AKocTi
(32 BMHAATKOM JliKapCbKMX 3ac06iB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOMKEHHS))- 3MiHN
00 cneumdikauii Ta MeTogiB KoHTposto /13 3a
nokasHukamu: «lgeHtudikauis. A»,
«Po3urHeHHs», «OAHOPIAHICTL [O30BaHNX
0AVHULB», «CynpoBidHI AOMIWKN» Ta «KisbkicHe
BM3HAUYEHHS» - ¥ cneumdikalii Ta metogax ao
Ha3BW NMokKasHuKa A0AaHO MeTo NPoBeAeHHS
«BEPX»

«CepefiHa Maca» - ONOBHEHO cneLmdikayiio
KpUTepieM NPUIAHATHOCTI Ha BUMYCK «PO34YMHEHHS>
- y cneumdikaLio Ta MeToauKy AofaHi kputepit

NPUIAHATHOCTI 3rigHo EP 2.9.3 «OpHopigHiCcTbL
Macu» - BUNpaBeHHs TunorpadiyHoi NOMUAKN Y
cneundoikauii Ta MeToauLi BUNpoGyBaHHSA
«OfHOPIAHICTb [030BaHUX OAVHULLL» - 3MiHA Y
BVIKNaAEHi KpUTEPI0 NPUIAHATHOCTI y cnevmdikau;i;
[0 MeToAuky BUNPobyBaHHA foAaHO TabnuLio
NnocnigoBHOCTI XpomatorpadyBaHHs PO3UMHIB,
pO3paxyHOoK NpuiiMasibHOro Y1cna, onuc
npuUroTyBaHsa BUNPO6YyBaHOro PO3YMHY AOMOBHEHO
peyeHHsIM «NOBTOPUTM TYX camy npoLieaypy Ans
HaCTYNHUX 9 TabeToK»;
«3aNLLKOBI KiJIbKOCTi OpraHivyHUX PO3UNHHUKIBY - Y
cneumaikaLii Ta MeTogax 40 Ha3BU NOKa3HMKa
[ofaHo MeTog npoBefeHH:A «[X», fofaHa

iHchopmavis npo 06’eM iHxXeKL,T; «MikpobionoriyHa
YMCTOTa» - 3MiIHEHE BMKIAJEHHSI NOKa3HUKA,
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0AaHO NOCU/aHHA Ha MeToZ BUNPOOYBaHHS
3rigHo BP App. XVI B, wo eksiBaneHTHO EP
2.6.12, 2.6.13. 3anponoHoBaHo: CepefHa maca
Mpw Bunycke Ha TepmiH npugatHocTi 300,0 mr +
2,0 % (294,0 — 306,0 mr) 300,0 mr + 5,0 % (285,0
— 315,0 mr) Po3umHeHHsi He meHwe 85 % (ge
Q=80 %) 3as9BNEHOI KifIbKOCTi chriykoHa3ony
po3unHAETLCA 3a 30 XB. HAKLLO ofepxaHi
pe3ynbTaTu He BignosigaloTb piBHAM S1,
BUNPOOYBaHHA NPOAOBXYIOTb 3 [OAATKOB/MMU
[,030BaHVMY OAMHULSAMU [0 PiBHA S3

334.

DNIIOKOPUK

kancysu no 150 mr, no
1 kancyni y 6nictepi,
no 1 6nicrepy y
KapTOHHI Kopo6Lyi

CaH
dapmacboTUK
an lHpacTpis
Nimiten

IHais

CaH ®apmMacboTuKas
IHoacTpi3 flimites

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMy - 3MiHK Woo 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3mMiHW) - 3MiHU BHECeHI
B TEKCT MapKyBaHHS yNakoBKW ikapcbKoro 3acoby

LLOA0 3a3HaYeHHS MDKHapOAHMX NO3HaYeHb
OVHULIb BUMIPIOBAHHS. BHECEHHS 3MiH [10
po3giny “MapkyBaHHs” MKA J13. 3anponoHOBaHoO:
MapkyBaHHs 3rifHO 3aTBEPKEHOT0 TEKCTY
MapKyBaHHS. TepMiH BBEA,EHHS 3MiH NPOTAroM 6
MicsILiB nicns 3aTBEepAYKEHHS

6e3
peyenma

UA/6786/01/03

335.

DPOCDANIOTE
nb

renb opanbHuii (12,38
r 20% rento/nakert); no
20 r rento y nakeTi; no
20 nakeTiB y
KapTOHHI navui

AcTtennac
dapma KOpon
b.B.

HigepnaHamn

dapmaTtuc

®paHuin

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbkuii
3aci6. KOHTpO/1b FOTOBOrO NikapCbKoro 3acooy.
3MiHa napameTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX rOTOBOTO JTiKapCbKOro 3acoby
(3BY>KEHHS JOMYCTUMUX MEX) - 3BYXXEHHS
OONyCTUMKX MEX 3a NokKasHMKoM "B'askicTb" 3 2-10
Ma-c Ha 3-10 Ma-c . BBefeHHs 3MiH NpoTArom 6-Tu
MiCALB Nic/1a 3aTBepAKEHHS

6e3
peyenma

UA/4381/01/01

336.

XAPTMAHA
PO34YMH

PO3uunH ANs iHgysil
no 200 mn, 250 mn,
400 mn, 500 mny
nasLwKax

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"IHdpy3ia”

YKpaiHa

MpuBaTHe akuioHepHe
TOBapuUCTBO "lHdDy3isA

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esnekn/eteKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH

[0 po3giny «MapkyBaHHsA» MKA N3:
3anponoHosaHo: MAPKYBAHHA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHI B TEKCT MapKyBaHHS ynakoBK/
niKapcbKoro 3acoby LLoA0 3a3HauYeHHs
MDKHaPOAHUX NO3HAYeHb OAMHNLb BUMIPIOBaHHS.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/1056/01/01

337.

XEMOMILUVH®

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO0, Mo 500 mr

"Xemodpapm"

AL

Cepbis

"Xemochapm" A,
Cepbis (BUpoOHULTBO
Hepo3dacoBaHoi

Cep6is/
BocHist i
epuerosuH

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHu) - 3amiHa posginy

3a
peyenmom

UA/1073/02/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 3 Tabnetkn y NpoayKLii, NnepBnHHa Ta a «[I'padpiuHe 0hOpMIEHHS YNaKoBKU» Ha po3zin
6nictepi; no 1 BTOPVHHA ynakoBKa, «MapkyBaHHs» MKA /13: 3anponoHoBaHo: Po3ain
6nicTepy B KapTOHHIi KOHTPO/Ib SIKOCTi, 403BIN «MapkyBaHHsa» 3rigHo 3aTBepgxeHomy TEKCTY
Kopoo6Li Ha BUMycK cepii); MAPKYBAHHSA 3MmiHM BHeCeHi B TEKCT
"Xemothapm" 4.0.0., MapKyBaHHS YNakoBKM /iKapCbKoro 3acoby oo
BocHis i M'epuerosuHa 3a3HauYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb
(BMpOGHMLTBO BVIMipIOBaHHS. BBeAEeHHS 3MiH NpoTArom 6-Tu
Hepo3acoBaHol MicALB Nicnsa 3aTBepAKeHHs
nNpoayKLii, NnepBrnHHa Ta
BTOPWHHA YMakoBKa,
KOHTPO/Ib AKOCTI)
338. | XNOPO®ININT | posuuH cnupTosmii, 10 | ToBapucTeo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1556/05/01
mr/mn; no 100 mn y 06MexeHo obmexeHo 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
thnakoHax; no 1 BignoBigasibHi Bi4NoBiAA/IbHICTIO Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
dhnakoHy B nauu 3 cTio "[locnigHwii 3aBog [0 posginy “MapkyBaHHsA" MKA /13; oHOBNEHHS
KapTOHY "[ocnigHwi "THLIC", YkpaiHa BXe 3aTBEPAXXEHOro TEKCTY MapKyBaHHA Ans
3aB0[, (KOHTPO/Ib SKOCTI, ynakoBku in bulk (3a3HayYeHHs1 MiXXHApPOAHUX
"rHunC BUMYCK cepil); Nno3HayYeHb OAMHWLb BUMIPIOBaHHS 3
ToBapucTBO 3 BVKOPUCTAHHSAM J1iTep NaTUHCLKOro andasiTty);
06MEXEHO 3anponoHosaHo: MAPKYBAHHSA. BignosigHo Ao
BiANOBIAA/IbHICTIO 3aTBep)KeHOro TeKCTy MapKyBaHHA. MapKkyBaHHSA
"papmaLeBTU4Ha ynakoBku in bulk. TekcT MapkyBaHHsS f04AETLCA.
KoMnaHia "3gopos'a”, 3MiHV BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta
Ykpaina (Bci cTagii BTOPUHHOI yNakoBKM NikapCbKoro 3acoby oo
BMPOOHWLTBA, KOHTPO/Tb 3a3HaYeHHs1 MDXHapPOAHWUX NMO3HAYeHb OAVHULb
SKOCTI, BUNYCK cepii) BUMIpIOBaHHs. BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB nicns 3aTBEpAYKEHHS
339. | XnopPooIninT po3uunH cnupToBuiA, 10 | ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/11848/01/01
mr/Mn in bulk: no 50 n 06MeXeHoto obmexeHoto 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
y 604kax BignoBigasibHi Bi4NOBiAA/IbHICTIO Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHST 3MiH
CTH0 "[locnigHwii 3aBof 00 po3giny “MapkyBaHHs” MKA J13; OHOB/EHHS
"[locnigHwnii "THLJIC", YkpaiHa BXE 3aTBEPKEHOro TEKCTY MapKyBaHHA 415
3aBO[, (KOHTPO/Ib SIKOCTI, ynakoBku in bulk (3a3HayYeHHs1 MiXXHApPOAHMX
"rTHUIC" BUNyCK cepii); Nno3HayeHb OAUHULL BUMIPIOBAHHS 3
ToBapucTso 3 BMKOPUCTAHHAM JliTep NaTUHCLKOro andasity);
06MEXEHO 3anponoHoBaHo: MAPKYBAHHSA. BignosigHo go
BifjNOBigabHICTIO 3aTBEPKEHOr0 TEKCTY MapkyBaHHS. MapkyBaHHS
"papmMaLeBTUYHa ynakoBku in bulk. TekcT MapkyBaHHs fOA€ETLCS.
KoMnaHis "3gopos'a”, 3MiHV BHECEeHi B TEKCT MapKyBaHHS1 NEPBUHHOI Ta
Ykpaina (Bci cTagii BTOPUHHOI YNakoBKM NiKapCbKoro 3acoby oo
BMPOGHMLTBA, KOHTPO/b 3a3HavYeHHs MiXKHapoAgHWUX NO3HAaYeHb OUHULIb
SIKOCTI, BMNYCK cepi) BUMIpPIOBaHHs. BBEAEHHS 3MiH MPOTArOM 6-Tn
MiCALB Nicna 3aTBepAKeHHs
340. | XNOPTPUAHI3 | TabneTku no 12 mr no ToBapucTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/5532/01/01
EH 50 a6o 100 TabneTtok 0bMexeHot obmexeHor 3MiHM | TUMy - 3MiHK 3 SKOCTI. FOTOBMIA NiKApCbKNi peyenmom
Y KOHTeilHepax; no 50 BignoBiganbHi BiA4NoBiAa/IbHICTIO 3aci6. CuctemMa KoHTeliHep/3aKynopoBasibHUI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
abo 100 TabneTok y cTio "®apmaneBTuyHa 3aci6. 3miHa popMu abo po3mipy KoHTelHepa un
KOHTeliHepi, no 1 "®apmaueBTn KoMnaHis "3gopos'a” 3aKynoproBasibHOro 3acoby (MNepBUHHOI YNakoBKW)
KOHTeliHepy B YHa KOMNaHis (HecTepusbHI Nikapcbki 3aco6w) - BBEAEHHSA
KapTOHHI kopobuj; no "3popos'a” [04,aTKOBOro TMNOpo3Mmipy 6nicTepy, Lo
10 TabneTok y BKNafaeTbcs B kOpobkm Ne 50 (10x5) Ta Ne 100
6nicTepi; no 5 a6o 10 (10x10) po 3aTBEPAYKEHOrO PO3MIPY YNAKOBOK.
6nicTepiB y KAPTOHHIl FAKICHWIA Ta KiNbKICHUIA ckaf nakyBaslbHOro
KopoobLi MaTepiany 3anmwmsecs 6e3 3MiH
341. | XOMBIO®- Kpanni opasibHi no 50 XowmBiopa HimeuunHa CiHtepa [-p. ®pigpixc HimeuunHa BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: 6e3 UA/7321/01/01
PEBMAH M/1Y O1aKOHiI - ApuHaiimiTren v6X i Ko. KI 3MiHM | TURy - 3MiHK Wo0 6e3nekn/ed)eKTUBHOCTI peyenma
KpanesbHuui ; no 1 b Op. Ta (papmakoHarnsgy. 3miHa y KopoTkili
hNakoHy-KpanensHuLi XarepopH XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
B KapTOHHI1 kopobu v6X i Ko. KI MapKyBaHHA Ta IHCTPYKLii 418 MegUYHOro
3aCTOCyBaHHS Ha MigcTaBi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKkn Nikapcbkoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BifnoBigHO 40 NnaHy negiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHEeCeHi A0 IHCTPYKUiT 4N MeanyHoro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3giny
"Mo6iyHi peakuii” Wo80 6e3nekn 3acToCyBaHHSA
BiANOBIAHO A0 pekomeHgauin PRAC
342. | LE® 1000 MI NOPOLLOK A4/1A Oxoa Imnekc IHAain HiTit NavidcaeHces NTa,. IHAis BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/17126/01/01
NPUroTyBaHHs 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
PO34YUHY NS iH'EKLI Ta papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
no 1000 wmr; 1 chnakoH TEeKCTY MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby
3 MOPOLLKOM Y 3 BHECEHHAM iHhopMaL,ii o0 3a3HauYeHHS
KapTOHHI Kopo6Lyi OAVHMLb BUMIpIOBaHHA Y cucteMi Sl. BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPAXEHHS
343. | LE®ArIN Tabnetku, no 20 Llecpbak KI HimeuyunHa ApTte3aH dapma Mm6X i Himeuunna BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 UA/5444/01/01
Tabnetok y 6nicrepi; Ko. KI', HimeuunHa 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peuenmy

no 5 6nictepis y
KapTOHHI Kopo6Li

(BMNyCK NaKyBaslbHUX
marepianis;
BMPOBHULTBO TabneToK
6e3 ynakoBKu;

BHYTPILLUHBOBUPOGHNYWIA
KOHTPO/1b; BUPOGHULTBO

roToBOro npenapary,

BK/1OUAIOUN YNaKOBKY;
3abe3neyeHHs

36epiraHHa 3paskis);

Ta thapmakoHarnsagy (iHwi 3mMiHn) - 3MiHU BHECEeHi
B TEKCT MapKyBaHHS YNakOBKW /liKapCbKoro 3acoby
LLIOA0 3a3HavYeHHs MbKHapOAHUX NO3HAYEeHb
OAMHULb BUMIPOBaHHSA. BHECEHHS 3MiH A0
po3giny MKA: FPA®IYHE OPOPMJ/IEHHA
YTMNAKOBKW MponoHoBaHa pefakLis
MAPKYBAHHSA. BignosigHo [0 3aTBEPIXEHOrO
TEKCTY MapKyBaHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Llechak KI', HimeuwunHa
(NOBHWIA LKKN
BVMPOGHMLTBA)
344. | ULE®AMALAP Tabnetku, no 20 Liedhak KI HimeyunHa ApTte3aH dapma Mm6X i HimeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/5850/01/01
Tabnetok y 6nictepi, Ko. KI', HimeuunHa 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peuyenma
no 5 6nictepis y (BMNycK NaKyBasibHUX Ta thapmakoHarnsagy (iHwi 3mMiHKn) - 3MiHU BHECeHi
KapTOHHI Kopo6Lyi mMartepianis, B TEKCT MapKyBaHHS yNakoBKU MikapcbKoro 3acoby
BMPOGHMLITBO TabneTok 00 3a3HAaYEHHSI MDKHAPOAHMX NO3HaYeHb
6e3 ynakoBku, OAMHULb BUMIpOBaHHS. BHeCEHHs 3MiH A0
BHYTPILLUHLOBUPOGHNYNIA po3giny MKA: FPA®IYHE O®OPMJ/IEHHA
KOHTPO/b, BUPOOHMLTBO YTMNAKOBKW MponoHoBaHa pefakLis
roToBOro npenapary, MAPKYBAHHSA BignosigHo f0 3aTBEPAXEHOr0O
BK/IHOHAKOUM YMAKOBKY; TEKCTYy MapKyBaHHSA
3abe3neyeHHs
36epiraHHs 3paskis);
Liedpak KI', HimeyunHa
(NOBHWIA LKA
BVMPOGHMLTBA)
345. | LE®AHENPO Tabnetku no 20 Lledpak KI HimeyunHa ApTte3aH dPapma Mm6X i HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/14251/01/01
TabneTok y 6nictepi; Ko. KI', HimewyunHa 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenma
no 1 a6ono 3 (NpecyBaHHsA TabneTok, Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
6nicTepn y KapTOHHIl ynakoBka); Liedhak KT, TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
Kopoo6Li HimeuunHa (NoBHwMi 3 BHECEHHSAM iHthbopMmal,ii LLIoA0 3a3HavYeHHs
LMK/ BUPOBHULITBA) OAMHWLB BUMIPIOBaHHS y cuctemi Sl. BHeceHHs
3MiH 40 po3giny MKA: MAPKYBAHHA
MponoHoeaHa pepakuis MAPKYBAHHA
BignosigHo [0 3aTBEPMAXEHOr0 TEKCTY
MapKyBaHHsI
346. | LE®PIKC kancysim no 400 mr no dapma Vioppaakis dapma IHTepHelLeHan Viopaanis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/4151/01/01
5 kancyn y 6nictepi; IHTepHewweHan Komnai 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
no 1 6nicrepy y KomnaHi Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
KapPTOHHI Kopo6Lyi TEKCTY MapKyBaHHS1 YNakoBKM NliKapCbKOro 3acoby
3 BHECEHHAM iHdhopMaLlii o0 3a3Ha4YeHHs
OOMHVLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs
3MiH Jo po3ainy “MapkyBaHHs" MKA N3.
3anponoHoBaHo: BifnosiAHO A0 3aTBEPAKEHOrO
TEKCTYy MapKyBaHHSA
347. | UE®POAOKC nopoLuLoK 4518 50 mn dapma WoppaHis dapma IHTepHelleHan Woppanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/4152/01/01
OopasibHOI cycneHaii IHTepHewweHan Komnai 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
(50 mr/5 mn); 1 KomnaHi Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS

N1aKoH 3 MOPOLUKOM 3
JI0XKOH0-[103aTOPOM Y
KapTOHHI KopooLyi

TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
OOMHVLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs
3MiH 40 po34iny “MapkyBaHHA" B 3aTBEPAKEHNX
MKSA N3. 3anponoHoBaHo: MAPKYBAHHA
BignoBigHo A0 3aTBEPAKEHOIO TEKCTY
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MapKyBaHHs
348. | LE®POAOKC nopoLLoK 4514 50 mn dapma Voppaakis dapma IHTepHeLLeHan Viopaanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4152/01/02
OpasibHOI cycneHsii IHTepHeleHan KomnaHi 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
(100 mr/5 mn); 1 KomnaHi Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
(h/1aKOH 3 NOPOLLKOM 3 TEKCTYy MapKyBaHHA yNakoBKW MikapCbKoro 3acoby
JI0XKOI0-[,03aTOPOM Y 3 BHECEHHAM iHdhopmaLlii WoA0 3a3HaYeHHs
KapTOHHI Kopo6Lyi OOMHVLB BUMIPIOBaHHA Y cuctemi Sl. BHeceHHs
3MiH 0 po34iny “MapKkyBaHHA" B 3aTBEPAXKEHNX
MKA N13. 3anponoHoBaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPMAXEHOr0 TEKCTY
MapKyBaHHs1
349. | UE®YTUN® TabneTkn, BKPUTI dapma VopgaaHis dapwma IHTepHelweHan VopaaHis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/8893/01/02
NNiBKOBOKO IHTepHelwweHan Komnawi 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
060/10HKO0, No 250 KomnaHi Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
mr, no 10 TabneTok y TEKCTY MapKyBaHHA yNakoBKMW /liKapCbKoro 3acoby
6nicTepi, no 1 3 BHECEHHAM iHdhopMaLii LWoA0 3a3HauyeHHs
6nicTepy y KapTOHHiiA OAMHULb BUMIpIOBAHHA Y cuctemi Sl. 3amiHa
Kopoo6Ui po3ainy “I'padiyHe 0hOpPM/IEHHS YNakoBKK” Ha
“MapkyBaHHs" B 3aTBepaxeHnx MKA N3.
3anponoHosaHo: MAPKYBAHHA BignosigHo fo
3aTBEPKEHOTO TEKCTY MapKyBaHHs
350. | LE®YTUN® TabneTku, BKPUTI Papma VioppaHis $apma IHTepHelLeHan VopaaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/8893/01/03
nNiBKOBOKO IHTepHeLeHan Komnawi 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO0, No 500 Mr KomnaHi Ta dhapmakoHarnsgy (iHwi 3MiHU) - OHOB/IEHHS
no 10 Tabnetok y TEKCTYy MapKyBaHHA yNnakoBKW MikapCbKoro 3acoby
donakoHi, no 1 3 BHECEHHAM iHdhopmaLii WoJ0 3a3HaYeHHs
h1aKkoHy y KapTOHHIl OAMHULb BMMIpIOBaHHSA y cuctemi Sl. 3amiHa
KopooLi po3ainy “I'pacdiyHe 0hopM/IEHHS YNakoBKK” Ha
“MapkyBaHHs" B 3aTBepmreHnx MKA /13.
3anponoHosaHo: MAPKYBAHHA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS
351. | UWMAAENOH Kpanni o4Hi no 5 mn ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/4507/01/01
ab6o 10 mn y dpnakoHi, 0bMexeHot obmexeHo 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
no 1 dpnakoHy B BignoBigasbHi BigNoBigaIbHICTIO Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
KOpo6Li y KOMNAEKTi 3 CTHO "[ocnigHnii 3aBog TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
KPULLKOO- "[ocnigHnii "r'HU/C", YkpaiHa (BCi 3 BHECEHHSAM iHchopMmaL,ii LLoAo 3a3HavYeHHs
KpanesibHULEe 3aBoj cTajii BUpobHULTBa, OOMHWLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs
"rHUnC" KOHTPO/Ib SIKOCTi, BUMYCK 3MiH Jo po3ainy “MapkyBaHHs" MKA N3.

cepii); ToBapncTBO 3
obMmexeHoto
BiANOBIAA/IbHICTIO
"®APMEKC I'Py1",
YkpaiHa (Bci cTagil

3anponoHoBaHo: MAPKYBAHHA. BignosigHo fo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPIKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOOHWLTBA, KOHTPO/Tb
SAKOCTI, BUNYCK cepii)
352. | ULMNPOD/IOKC | TabneTku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/4759/02/01
ALVH 060/10HKO0, No 250 06MeXeHOo 06MEXEHO 3MiHM | TUMy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
mr, no 10 TabneTok y BignoBigasibHi Bi4NoBiAa/IbHICTIO Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
6nictepi; no 1 cTHo "[ocnigHnii 3aBog TEeKCTY MapKyBaHHS1 yNakoBKM /liKapCbKOro 3acoby
6nicTepy B KOpo6Li "[ocnigHwi "HUC", YkpaiHa (BCi 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauyeHHsA
3aB0[, cTagji BupoH1UTBa, OOMHWLB BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
"rHunC KOHTPO/Ib SIKOCTi, BUMYCK 3MiH 80 p. «MapkyBaHHs» MKA N13.
cepii); ToBapucTeo 3 3anponoHoBaHo: MAPKYBAHHA. BignosigHo fo
06MeXeHO 3aTBEPAKEHOIO TEKCTY MapKyBaHHS. TepMiH
BiANOBIAA/IbHICTIO BBE/EHHS 3MiH - 6 MiCALIB MiC/1A 3aTBEPL)KEHHS
"PapmavueBTuyHa
KoMnaHia "3gopos'a”,
YkpaiHa (Bci ctagii
BMPOOHWLTBA, KOHTPO/Tb
SKOCTI, BUNYCK cepii)
353. | ULUTOCENB® PO34MH AN iH'EKL, TOB HB® YkpaiHa MpuBaTHe akujioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/18016/01/01
100 mr/mn, no 5 mn B "MIKPOXIM" TOBapUCTBO "J1ekxim- 3MiHM | TUNy - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
amnyni; no 5 amnyny Xapkis", YkpaiHa Ta hapmakoHarnsay. BeegeHHs abo 3miHn oo
KaceTi; No 2 kaceTu B (BignoBigancHuii 3a y3araJ/ibHeHUX AaHuX Npo cuctemy
nauti 3 kapToHy; no 5 BUPOGHMLITBO Ta dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
M B amnyni; no 10 KOHTPONb/BUNPOGYBaHHS npo cuctemMy papmakoHarnsay, amiHa
amnyn y 6nictepi; no 1 cepii, He BKOYaoun YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
6nicTepy B nauui 3 Bunyck cepii); TOB HB® 3pificHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
KapTOHY "MIKPOXIM", YkpaiHa chapmakoHarnsgy 3asBHuKa ANs 34iACHEHHS
(BignoBigancHuii 3a hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHa
BUNYCK cepii, He Bifl yNOBHOBaXXeHOI 0c06Mu, BigNoBifabHOI 3a
L GIEET Rl 3[jiiCHEeHHs1 hapMakoHarnaay (BkIYarum
KOHTPOb/BNNPOGYBaHHSI KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
cepir) MacTep-alina cuctemu papMakoHarnisay) -
3MiHa YNOBHOBaXEHOT 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOI 3a hapMakoHarnsg.
[itova pepakuin: CteweHko Onbra CepriiBHa.
MponoHosaHa pepakuis: XXypba flinisa
BonogvmupisHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0C06M 3as1BHMKA, BignoBiganbHOT
3a (hapmakoHarnag,
354. | YHEMEPUYHA pO3uunH ans MAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/9250/01/01
BOAA 30BHILUHLOTO "Ximchapm3sas "YepBoHa 3ipka” 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peyenmom
3aCcToCyBaHHSA, BOAHO- o, "YepsoHa Ta hapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
cnupToBuii no 100 mn 3ipka" [0 po3giny “MapkyBaHHs" MKA N13™:

Y (hriakoHi cKNsiHOMY
a6o nonimepHoMmy; Mo
1 chnakoHy B nauuj; no
100 mn y 6aHuj; no 1
6aHUj B nayuj

3anponoHoBaHo: MapkyBaHHS. BignosigHo Ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA 3MiHV BHECEHI
B TEKCT MapKyBaHHS YNakOBKW /liKapCbKoro 3acoby
LLIOA0 3a3HaYeHHs MbKHapOAHUX NO3HAaYeHb
OAMHWLb BUMIpOBaHHS. BBEIEHHS 3MiH NPOTArOM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6-TV MicALiB NiCNsA 3aTBEPKEHHS

355. | WWABAIIANCTA | nucta, no 40 r a6o no MpAT YkpaiHa MpAT ®apmavresTnyHa YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2356/01/01
50r,abono60ry PapmaueBTny tpabpuka "Biona" 3MiHK | TURY - 3MiHW 3 AKOCTI. FOTOBUIA NiKAPCbKMiA peyenma
naykax 3 BHyTpILHIM Ha chabpuka 3aci6. KOHTposib roTOBOrO NiKapcbKoro 3acoby.
naketom; no 1,5ry "Biona"

hinbTp-nakeTi; no 20
QiNbTp-NakeTisB y
nauuj

3MmiHa y MeTogax BUnpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (415 NpuBefeHHs y
BignoBigHicTb 3 AdY abo E€Bponeicbkoto
chapmakoneeto Ta BUNYyYEHHSI MOCUIaHHS Ha
3acTapifiMii BHYTPILLHIA MeTog, BUNPOGYBaHHS i
10ro Homep) - BHeCEHHs 3MiH A0 Cneuudikauii Ta
MeToziB KOHTPOIO SKOCTI NikapCbKoro 3acoby 3a
NoKasHNKOM «MiKpoBGioNoriYHa YCTOTa»,
«Yuncnosi NOKasHMKN», «KinbkiCHe BU3HAYEHHS», a
came 3aMiHa nocunaHb 3 4dY 1.0 Ha «ajtouy
pegakuiio» AdY; 3miHn | Tuny - 3miHK Wwo[o
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) - 3MiHa A0 po3gainy MKA N3 (po3gain
«['pachiuHe ochopmAEHHSI» 3aMiHEHO PO34ioM
«MapkyBaHHs» (BignosigHo [0 3aTBEPKEHOrO
TEKCTy MapkyBaHHs1)). OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKU NiKapcbKoro 3acoby 3
BHECEHHAM iHdhopMaLii LWoA0 3a3HauYeHHs
OAVHMLB BUMIpIOBaHHA Y cuctemi Sl. BBegeHHs
3MiH NPOTArOM 6-TW MIiCALB NiCNA 3aTBEPMAKEHHS;
3MiHM | TURY - 3MiHK 3 SiKOCTi. [OTOBWIA NikapCbKuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneungikaLilii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbKoro 3acoby
(iHWi 3miHW) - BHECEHHS 3MiH A0 Creundikauii Ta
MeTopiB KOHTPO/IO AKOCTI Slikapcbkoro 3acoby, a
came npuBefeHHs NoKa3HUKIB CTOPOHHIX [JOMILLIOK
BiANOBIAHO A0 BUMOr MoHorpadii "Lasnii
nikapcbkoi AncTaN" AdY; 3miHm | Tuny - 3MiHW 3
sKocTi. FoToBwMiA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO MlikapcbKoro 3acoby. 3miHa y meTtogax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKoro 3acoby
(BnnyyeHHs MeToAy BUMPOOYBaHHSA, AKLLO BXe
3aTBEPMKEHNI aNbTepHATUBHUIA MeTos) -
BHECeHHS 3MiH 40 Cneuudpikauii Ta MeToais
KOHTPOJTIO0 SIKOCTi NliKapCbKOro 3acoby, a came
3amiHa n. «<Boga» Ha n. «BTpara B maci npu
BWCYLLYBaHHI», Y 3B'A3Ky 3 NPYBEAEHHAM [0 BUMOT
MoHorpadii "LUasnii nikapcbkoi MMcTaAN" APY;
3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
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napameTpiB cneuudikauilii Ta/abo fonycTuMmx
MeX rOTOBOro NiKapCbKoro 3acoby (3BYXXEHHS
[ONYCTUMNX MEX) - BHECEHHS 3MiH A0
Cneuudpikauii Ta MeToaiB KOHTPOSIO SKOCTi
nikapcbkoro 3acoby, a came NpuBegeHHs
MEeTOoAMKM BUNPOGYBaHHs nokasHuka "KinbkicHe
BM3HAYEeHHA" [0 BUMOT MoHorpadii "Lasnii
nikapcbkoi McTaN" APY Ta 3BYyKeHHs
O0NYCTUMUX MEX AJ15 LIbOro NOKa3HMKa; 3miHu Il

KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa
napameTpiB crneungikauii Ta/abo gonycTummx
MEX roTOBOrO Jlikapcbkoro 3acoby (3miHa

Mexamu cneundikauiii) - BHECEHHS 3MiH [0
Cneuudpikauii Ta MeToiB KOHTPOSIO SKOCTi
nikapcbKoro 3acoby, a came NprMBeAEHHS

"LWasnii nikapcbkoi inctaN" Ady

TUny - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii 3acio.
3HaXOAMUTLCA N03a 3aTBEPLKEHUMU AOMYCTUMUMU

nokasHuka "3ona 3aranbHa" 4o BUMOr MoHorpadii

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBepAKEHNX MeToAax BUNPOOYBaHHS); CynyTHS
3MiHa - 3MiHM 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa

FeHepanbHUiA gUPEKTOpP

AunpekTopaTy chapMaueBTUUHOIO 3a6e3neUYeHHs

0.0. Komapiga




MEPENIK

JopaTtok 4

[0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu

30.09.2020 Ne 2220

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX NMPENAPATIB), AKUM BIAMOBJ/IEHO ¥ OEP>XXABHIN PEECTPALLII, NEPEPEECTPALI TA
BHECEHHI 3MIH O PEECTPALIMHNX MATEPIANIB
TA AEP)XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa sikapcbko20 dopma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina rNiocmasa lMpoyedypa
n/n 3acoby
KAPXXECT NOPOLLIOK NiodinizoBaHWin aAns O-p Peppi'c IHais O-p Peppic IHais 3acifaHHs BiaMoBUTY y 3aTBEepAKEHHI - 3MiHV | TUNY - 3MiHK WOA0
NPUroTYBaHHSA KOHLEHTpaTy Ans Na6opaTopic Na6opaTopic /It HTP Ne 32 Bif | 6e3neku/echekTMBHOCTI Ta hapmakoHarnagy (iHwi 3miHu) -
pO34uHy A5 iHgysili no 100 mr nrg (Bupo6bHuunii 20.08.2020 3aTBEPKEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHA
no 500 mr; 1 donakoH 3 Biaain-7) YMakoBKM MiKapCbKOro 3acoby i3 3a3Ha4YeHHAM
MOPOLLKOM Y KapTOHHi Kopobui 3 MDKHapPOAHUX NO3HAYEHb OAMHML BUMIPIOBAHHS, OCKI/TbKN
MapKyBaHHSIM YKPaiHCbKOH OaHunii nikapcbknii 3aci6 6yB 3apeecTpoBaHuii 3a Hakasom
MOBOIO MO3 Ykpainu Ne 1245 Big 17.11.2016 p.
KCE®AMTH Tabnetku, BKpUTI NNIBKOBOIO MPAT YkpaiHa no6an Hani €runet 3acigaHHs BigmoBuTU y AepxaBHili peecTpauii - peecTpauis Ha 5
(BYno: 060/10HKOI0, NO 8 Mr no 10 "OITOPAPM" PapmaveyTikasc HEP Ne 18 Bif, | pokiB - pekomeHAoBaHO [0 BiAMOBM Ha eTani
NOPHOKCUKAM) Tabnetok y 6nictepi, no 1 11.10.2018 cnewjanizoBaHoi ekcnepTu3n 3rigHO BUCHOBKY YNpaBniHHA
6nicTepy B KapTOHHI nayi eKkcnepTusmn Marepianis 3 6i0eKBIBa/IEHTHOCTI.
MpeactaBneHi AOCNIMKEHHS HE MOXYTb OYyTU MPUAHATI
Ana pokasy 6i0ekBiBaIEHTHOCTI 3aAB/IEHOTO NiKapCbKOro
3acoby, OCKibkM 3asBHWK He HajasB Marepianu
JocnigpkeHHa B 06cA3i 3rigHo Bumor Hakasy MO3 Bif
23.07.2015 pOKy Ne 460, KepiBHULTBA
CPMP/QWP/EWP/1401/98 Rev. 1/Corr. «Guideline on the
Investigation of Bioequivalence» Ta HactaHoBu 42-
7.1:2016 «JliKkapcbki 3acobu. [JocnigxeHHs
6i0eKBIBaIEHTHOCTi»
PEKOMBIHAT MOPOLLIOK Ta PO3UNHHUK A5 Bakcanrta ABCTpIst Bakcanrta Benbris 3acifjaHHs BigmoBUTK y 3aTBEpPMKEHHI - TEXHIYHA NOMUSIKA,
PO34MHY AN5 iH ek no 250 MO, IHHOBENMLIH3 Benpxiym HTP Ne 32 Bify | ockinbku faHe BUNpaB/ieHHs He BifNOBifae apXiBHUM
no 500 MO, no 1000 MO; 1 m6X MaHydekTypiHr 20.08.2020 mMarepiasiam peecTpauiiHoro ocke, a came nucTam
chnakoH 3 NOPOLLKOM ANA CA (MNepBuHHe Ta npeAcTaBHUKa 3asBHVKA LLOAO 3a3Ha4YeHHS BUPOOHWKIB Ta
pO34nHy ANns iH'ekui (no 250 BTOPVHHE iX (oyHKLUIil y peecTpauiliHomy nocBigueHHi, MK Ta
MO, no 500 MO, no 1000 MO) y nakyBaHHs, IHCTPYKLUIii AN MEAMNYHOrO 3aCTOCYBaHHS

KomMnnekTi 3 1 dpiakoHoM 3

PO34YMHHMKOM (BOAA ANS iH'EKLA)
no 10 MmN 3 NPUCTOCYBaHHAM AN
po3BefeHHss BAKCIKEKT Il ta 1

KOHTPO/Ib SIKOCTI,
Bunyck cepii MMN3;
nakyBaHHs Ta
BMNYyCK cepii
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n/n

Has3Ba slikapcbKo20
3acoby

dopma sunycky

3assBHUK

Kpaina

Bupo6Huk

Kpaina

Miocmasa

lMpoyedypa

Habopom A
BHYTPILUHLOBEHHOTO BBEAEHHS (1
MiHi-Ha6ip Ans iHdys3ii, 1
CTEpWUIbHUIA 0AHOPA30BUiA
LINpuL, 2 NPOCOYeHi CNUPTOM
TamnoHu, 2 niactTupu) B
KapTOHHI Kopo6uji 3
MapKyBaHHAM YKPaiHCbKOIO
MOBOIO; 1 h1akoH 3 MOPOLLKOM
AN po3unHy AN iH'ekuiin (no 250
MO, no 500 MO, no 1000 MO) y
KomnnekTi 3 1 piakoHoM 3
PO3YMHHMKOM (BOAA ANS iH'EKLin)
no 10 mn Ta 1 miHi-Habopom ans
BBeAeHHs (1 ronka-cineTp, 1
[BOCTOPOHHSA ronka, 1
CTepu/ibHUIA OAHOPA30BWIA
LINpuL, 2 CIMPTOBI TaMMNOHK, 2
naacTupu) B KAPTOHHI Kopo6Lli 3
MapKyBaHHAM YKPaiHCbKO0
MOBOIO

PO3YMHHIMKA)

TPOKCEPYTUH-
JAPHULA

renb, 20 mr/r, no 30 rabo no 50 r
y Ty6i; no 1 Ty6i B nauLi

MpAT
"®apmaueBTuny
Ha hipma
"fapHuua"

YKpaiHa

MpAT
"@apmaueBTuyHa
chipma "OapHuus”

YKpaiHa

3acigaHHs
HTP Ne 32 Big
20.08.2020

BiaMoBUTY y 3aTBEepAKEHHI - TEXHIYHA NoMuUKa (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460), OCKifibku 3asiBNEHI
3MiHM He NignagatTb Nig BU3HAYEHHST TEXHIYHOT MOMUKA

FeHepanbHUW gUpeKTop
AnpekToparty thapmayeBTUYHOro 3a6e3neyveHHs

0.0. Komapiga
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