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IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

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

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 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. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIYHUX MPEMNAPATIB), AKI

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

28.05.2019 Ne 1186

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayiliHo
3acoby ynakoska) 2o
nocsioYeHHs1
1. AIMA®IKC MOPOLLOK Ta PO3YMHHUK KEOPIOH ITanisa KEAPIOH ITanisa peecTpayis Ha 5 pokis 3a He UA/17426/01/01
ONA po3ynHy ans C.M.A. C.IM.A. MepioAnYHICTb NOAAHHS pPerynsapHO peyenmom niosnsieae
iHdpysiil, 500 MO/10 mr; OHOB/tOBAHOrO 3BITY 3 6e3nekn BigNOBIAHO 40
no 500 MO y chnakoHi Mopsaky 3aiicHeHHs hapMakoHarisay,
Nel y komnnekTi 3 3aTBEPMAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
PO34MHHMKOM (BOAa A5 34,0p0B’sA YKpaiHu Big 27 rpygHs 2006 poky Ne
iH ekuid) no 10 mn y 898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULT
hnakoHi Nel Ta Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
Habopom ans (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
PO3YMHEHHS | BBEAEHHS 300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
Y KapTOHHIi kopobui 996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
2. AIMA®IKC NMOPOLUOK Ta PO3YUHHIUK KEAPIOH ITania KEAPIOH ITanis peecTpavuis Ha 5 pokis 3a He UA/17426/01/02
ONA po3ynHy ans C.M.A. C.IM.A. MepioAnYHICTb NOAAHHST PEryISIPHO peyenmom nionsieae
iHdpysii, 1000 MO/10 OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
m/1; no 1000 MO y Mopsaky 3aiicHeHHsT hapMakoHarasay,
dhnakoHi Nely 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
KOMMEKTi 3 340pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
PO34MHHMKOM (BOAa AN 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FOCTULLT
iH ekuii) no 10 mn y Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
chnakoHi Nel Ta (y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
Habopom A1A 3[10pOB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
PO3YMHEHHS | BBEAEHHSA 996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
Y KapTOHHI1 kopobuj 3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
perynspHux 3siTiB 3 6e3neku.
3. BPUPO3A Kpanni O4Hi, po34nH no 2 TOB Monbwa BMPOGHMLUTBO | Himeuunna/ peecTpauis Ha 5 pokis 3a He UA/17427/01/01
Mr/MA1; N0 5 MM PO34nHY "Apavep” "in bulk Nutea/ peyenmom niossieae
y hnakoHi 3 solution”, Monbla MepioAnYHICTb NOAAHHS PerynsapHO
nonieTuaeHy HU3bKOi nakyBaHHs Ta OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
LLiNIbHOCTI 3 KOHTPONb Mopsaky 3aiicHeHHs hapMakoHarasay,
KpanensHuueto Ta 6inoto cepii: 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
KPULLIEYKOO Papma 34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
nosieTuieHy BUCOKOT LWtynbH 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FOCTULLT
WwinbHocTi; no 1 aéo 3 mM6X, Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
hnakoHu-kpanesnbHuL,i B HimeuuunHa; (Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
KapTOHHI Kopobuj BMPOGHMLTBO 370poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
"in bulk 996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
solution”, 3a3HavyeHVMUK Y NepiognyYHOCTI NoJaHHsA
nakyBaHHs Ta perynsapHux 3BiTiB 3 6e3neku
KOHTPO/b
cepii:
IOAB
CaHTOoHiKa,
Nutea;
BMPOGHUK
BiANOBiAa/IbH
niA 3a BUNYCK
cepii:
TOB
"Apaven’,
MNonbLua
4, FNAYUUNHY amopdHWA NOPOLLIOK ToBapucTBo 3 YkpaiHa BYN ®ITO Bonrapis peecTpauis Ha 5 pokis - He UA/17247/01/01
rigposPOMIL (cybeTaHuin) y 06MEeXeHO OIN3 AL nionsieae
noABiNHMX BiANOBIA&/bHI
nonieTnIeHoBUX CTIO
naketax gns "XapkiBcbke
thapmavueBTUYHOro thapmavueBTuy
3aCTOCYyBaHHSA He
nigNpPUeEMCTBO
"3p0poB'A
Hapozay"
5. OENPATAN TabneTtku TOB Monbwa BUPOBHULTBO Monbla peecTpavuis Ha 5 pokis 3a He UA/17428/01/01
KMLLIKOBOPO34MHHI no 30 "Apaven" "rpanynsaTy": peyenmom nionsizae
Mr; Mo 7 TabneTok y 3aknag, MepiognyHICTb NOAaHHA PerynspHo
6nictepi; no 1 a6o 4 dapmaueBTNY OHOB/tOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
6nicTepu y kopobui HWin Agavep, Mopsaky 3aiicHeHHs dhapmMakoHarnsay,
dapma C.A., 3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
MonbLya; 37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
BMPOGHMLITBO, 898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
nepBrHHe Ta Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
BTOPWUHHE (y pepakuii Haka3y MiHicTepcTBa OXOPOHU
nakyBaHHs, 300p0B’A Ykpainu Bif 26 BepecHs 2016 poky Ne
BUMYCK cepii: 996), CTaHOBUTbL: 3riAHO 3i CTPOKamu,
Mab6'saHiLbKni 3a3HavyeHVMK Y NepiognYHOCTI NoJaHHsA
thapmavueBTuy perynsipHux 3BiTiB 3 6e3neku.
HWIA 3aBOf,
Monbha A.T.,
MonbLua
6. OENPATAN Tabnetkn TOB Monbwa BMPOGHMLTBO Monbwa peecTpauis Ha 5 pokis 3a He UA/17428/01/02
KMLLIKOBOPO3UMHHI no 60 "Apnaven” "rpaHynaTy"™: peyenmom nionsi2ae
Mr; MO 7 TabneTok y 3aknag MepiognyHICTb NoAaHHA perynspHo
6nictepi; no 1 a6o 4 dapmaueBTmy OHOB/OBAHOIO 3BITY 3 GE3MNEKN BiANOBIAHO A0
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
6nicTepu y kopobui HWii Afamep, Mopsaky 3AaiicHeHHs hapMakoHarisay,
Papma C.A., 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
Monbua; 300pOoB’A Ykpaiuu Big 27 rpyaHa 2006 poky Ne
BMPOGHMLITBO, 898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
nepBuHHe Ta Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
BTOPUHHE (y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
nakyBaHHs, 3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
BMNYCK cepil: 996), cTaHOBUTL: 3riAHO 3i CTpOKamMu,
Mab'sHiybKniA 3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
thapmaueBTuy perynsipHux 3BiTiB 3 6e3neku
HWiA 3aB0of
Monbha A.T.,
MNonblua
7. KACTOPOBA pignHa (cybcTaHuis) y TOBAPUCTB YkpaiHa KicaH IHAis/ peecTpaujis Ha 5 pokis - He UA/17350/01/01
onid noslieTUIEHOBMX AiKKaxX 03 Oneokem eHp, O6'egHaHe niosnsieae
PA®IHOBAHA ans hapmalesTU4Horo OBMEXEHO [JepisatiBec KoponiscTs
3acTocyBaHHsA O rer. /114., o]
BIANOBIAAN InAis
bHICTHO €KCK/03MBHO
"AMETPIH ans Mpaim
®K" ®opc HOK
BizHec
Nimitea,
0O6'egHaHe
KoponiscTBo
8. KnoniagorrPeENO MOpPOLLOK (CybCcTaHUis) y letepo Apar3 IHais letepo Apar3 IHgis peecTpauis Ha 5 pokis - He UA/17429/01/01
BICY/Ib®AT noABINHMX Nimiteq Nimiten, HOHIT- nionsieae
(®OPMA 11) nonieTnIeHoBux \%
nakeTtax gns
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA
9. NEBOLUETUPU3N | nopowok (cybcTaHuis) B CninbHe YkpaiHa MENC IHgis peecTpauis Ha 5 pokis - He UA/17430/01/01
HY noaBinHMX YKpaiHCbKO- NABOPATOPI niosnsieae
Anriapoxnorun nonieTUIEeHoBMX MiLLiKax icnaHcbke €C MNBT. NTA.
A ans hapmaueBTMuHOro nigNpueMCTBO
3aCcToCyBaHHA "Cnepko
YKpaiHa"
10. ON®PEKC TabneTkn, BKpUTI HOBEN INAY Typeuunna | HOBEN INAY TypeuunHa peecTpayist Ha 5 pokis 3a He UA/17431/01/01
NiBKOBOK 060JIOHKOID, CAHAI BE CAHAI BE peuenmom nionsizae
no 5 mr, no 14 tabnetok TIOXAPET TIOXKAPET MepioAnYHICTb NOAaHHSA perynsipHo
y 6nicTepi, no 2 A.LL. A.LL. OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0

6nicTepy y KapTOHHil
ynakoBLi

Mopsaaky 3AiicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3/10pOB’'sl YKpaiHu Bif 26 BepecHst 2016 poky Ne
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3Ha4YeHVMU y NepioanMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
11. ON®PPEKC TabneTku, BKPUTI HOBEN INAY TypeyunHa HOBEN INAY TypeyunHa peecTpavuis Ha 5 pokis 3a He UA/17431/01/02
MNiBKOBOK 060/10HKOI, CAHAI BE CAHAI BE peyenmom nionsizae
no 10 mr, no 14 TIOKAPET TIOKAPET MepioAnyHICTb MOAAHHS perynsipHo
Tabnetok y 6nictepi, no A.LL. A.LL. OHOBJ/tOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
2 6nicTepn y KapTOHHIN Mopsaky 3aiicHeHHs dapmMakoHarisay,
ynakoBLi 3aTBEPAXEHOro Haka3oM MiHICTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340p0B’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
12. MNEMETPO niodpinizaT 4N po3unHy leTepo /1a63 IHais [eTepo /1a63 IHais peecTpauis Ha 5 pokis 3a He UA/17432/01/01
ans iHdysiii no 100 wr, NimiTen NimiTen peuenmom nionsieae
1 chnakoH 3 MepioAnYHICTb NOAAHHST PErYIAPHO
niocpinizaTtom y OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
KapTOHHI Kopo6Lyi Mopsaky 3aiicHeHHsT hapMakoHarasay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
3[,0p0B’A YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3/10pOB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku
13. NEMETPO niocpinisat gNs posunHy [eTepo /1a63 IHais [eTepo /1a63 IHgis peecTpauis Ha 5 pokis 3a He UA/17432/01/02
Ans iHdpysiin no 500 wr, NimiTen NimiTen peyenmom niosnsieae
1 chnakoH 3 MepioAnYHICTb NOAAHHS PerynsapHO
niocpinizatom y OHOBJ/IOBAHOrO 3BITY 3 6e3MneKn BigNOBIAHO 40
KapTOHHI Kopo6Lyi Mopsaky 3aiicHeHHs hapMakoHarasay,
3aTBEPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuji Hakaly MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
PErynsipHMx 3BiTiB 3 6e3neku
14. MPOCTAS3AH TabneTtku MicTpan Benvka BMPOBHULTBO, Icnanis/ peecTpavuis Ha 5 pokis 3a He UA/17365/01/01
MPOJIOHrOBaHOI Aji Mo Kenitan BpuTaHis NnepBUHHE, Himeuunna/ peyenmom nionsizae
0,4 mr no 10 TabneTok y MeHeKMeHT BTOpPWUHHE Bonrapis/ MepioAMYHICTb NOAAHHS PerynsipHo
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
6nicTepi, no 3 6nictepu NimiTen nakyBaHHs, HigepnaHg OHOBJIHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Y KapTOHHiii KopobLyi KOHTpONb " Mopsaaky 3aiicHeHHA hapMakoHarnaay,
AKOCTI, BUMYCK 3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
cepii: 37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
CiHTOH 898, 3apeecTpoBaHuii B MiHiCTEpCTBI loCTMLT
XicnaHis, Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
C.J1., IcnaHis; (Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
BMPOGHULITBO, 370poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
NnepBUHHE, 996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
BTOPVHHE 3a3HaYeHMK y NepiognyHOCTi NoAaHHSA
nakyBaHHs, perynsipHux 3BiTiB 3 6e3neku.
KOHTPO/b
AKOCTI:
PotteHgopc
dapma M'mbX,
HimeuumnHa;
nepBUHHE,
BTOPVIHHE
nakyBaHHS:
Loxi |
dapmacbloTik
auc, fita,
Bonrapis;
KOHTPO/b
AKOCTI, BUNYCK
cepii:
CinToH BB,
Higepnanau
15. PEKOMBIHAT MOPOLLIOK Ta PO3UYNHHUK Bakcanta ABCTpis MepBrHHE Ta Benebris/ peecTpauisf Ha 5 pokis 3a He UA/17433/01/03
[ANS po34nHy Ans IHHOBEMLWH3 BTOpPUHHE LLiBeriuapis/ peyenmom nionsizae
iH ekuii no 1000 MO. m6X nakyBaHHs, CuwA/ MepioAnYHICTb NOAAHHS PerynsapHO
1 chnakoH 3 NOPOLLKOM KOHTPONb AscTpisi/ OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
[ANS po34nHy Ans AKocTi, Bunyck | HimeuunHa Mopsaky 3a4iicHeHHs hapMakoHarisay,
iH'exuili (no 1000 MO) y cepii MN3; 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
KOMMAeKTi 3 1 nakyBaHHsa Ta 34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
chnakoHoM 3 BMMYyCK cepil 898, 3apeecTpoBaHuii B MiHicTepCTBI FoCcTULT
PO34MHHMKOM (BOAa AN PO3UYMHHUKA: Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
iH'exuin) no 10 mn 3 Bakcanta (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
NPUCTOCYBaHHAM AN Benmxiym 300pOB’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
po3BefeHHs MaHydekTypi 996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
BAKCI)KEKT Il Ta 1 Hr CA, 3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
Habopom ans Benbris; perynsipHux 3BiTiB 3 6e3neku.
BHYTPILLHbOBEHHOrO BakcanTa
BBeAeHHS (1 MiHi-Habip MaHydakTypu
ans iHdysii, 1 Hr Capn,
CTEPUNbHUIA LLiBeiiuapis
ofHopasoBuit Wnpuy, 2 (kOHTPOb
MPOCOYEHi CNPTOM akocTi [N3);

TamnoHu, 2 nnacTupw) B

Bakcanta KOC
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
KapTOHHI kopobui abo IHk., CLLA
1 chnakoH 3 NOPOLLKOM (BUPOGHNLTBO
NS PO34nHy Ans NPOAYKTY in
iH'ekuilt (no 1000 MO) y bulk); BakcTtep
KOMMNAEKTi 3 1 Al, ABCTpist
chnakoHoM 3 (kOHTpO/Tb
PO34MHHMKOM (BOAa AN1s aKocTi [N3);
iH'ekuil) no 10 mn Ta 1 3irdpig,
MiHi-Habopom Ans XawmernbH
BBefeHHs (1 ronka- v6X,
inbTp, 1 ABOCTOPOHHSA Himeuunna
ronka, 1 ctepuibHui (BupobHuuTtBo
ofiHopa3oBwii Wwnpuy, 2 , KOHTpONb
CNUPTOBI TAMMNOHW, 2 AKOCTI
N1acTMpu) B KAPTOHHIN PO3UYMHHNKA);
KopooLi 3irchpig,
XamersnbH
m6X,
HimeuunHa
(koHTpO/b
AKOCTI
PO3YMHHKKA)

16. PEKOMBIHAT MOPOLLIOK Ta PO3UYNHHUK Bakcanta ABCTpis MepBrHHE Ta Benebris/ peecTpauis Ha 5 pokis 3a He UA/17433/01/01
[ANS po34nHy Ans IHHOBEMLWH3 BTOpPUHHE LLiBeriuapis/ peyenmom nionsizae
iH ekuii no 250 MO. m6X nakyBaHHs, CuwA/ MepioAnYHICTb NOAAHHS PerynsapHO
1 chnakoH 3 NOPOLLKOM KOHTPONb AscTpisi/ OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
[ANS po34nHy Ans AKocTi, Bunyck | HimeuunHa Mopsaky 3a4iicHeHHs hapMakoHarisay,
iH'ekujin (no 250 MO) y cepii MN3; 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
KOMMAeKTi 3 1 nakyBaHHsa Ta 34,0p0B’sA YKpaiHu Big 27 rpygHs 2006 poky Ne
chnakoHoM 3 BMMYyCK cepil 898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULT
PO34MHHMKOM (BOAa AN PO3UYMHHUKA: Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
iH'exuin) no 10 mn 3 Bakcanta (y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
NPUCTOCYBaHHAM AN Benmxiym 300pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
po3BefeHHs MaHydekTypi 996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,

BAKCI)KEKT Il Ta 1 Hr CA, 3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
Habopom ans Benbris; perynsipHux 3BiTiB 3 6e3neku.
BHYTPILLHbOBEHHOrO BakcanTa

BBeAeHHS (1 MiHi-Habip MaHydakTypu

ans iHdysii, 1 Hr Capn,

CTEPUNbHUIA LLiBeiiuapis

ofHopasoBuii Wnpuy, 2 (kOHTPOb

MPOCOYEHi CNNPTOM akocTi [N3);

TamrnoHu, 2 nnactTupu) B Bakcanta HOC

KapTOHHI KOpo6Li abo IHK., CLLA

1 dhnakoH 3 NOPOLLKOM (BMpOGHMLTBO

[4NS pO34nHy Ans NPOAYKTY in

iH'ekuin (no 250 MO) y bulk); Bakctep

KOMM/IekTi 3 1 Al, ABcTpis

p1aKOHOM 3

(KOHTPO/Ib
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
PO34MHHMKOM (BOAa AN1s aKkocTi [N3);
iH'ekuil) no 10 mn Ta 1 3irdpig,
MiHi-Habopom A5 XawmernbH
BBefeHHs (1 ronka- v6X,
hinbTp, 1 ABOCTOPOHHSA Himeuunna
ronka, 1 ctepuibHui (BupobHuuTtBo
ofiHopa3oBwii Wwnpu, 2 , KOHTpONb
CNUPTOBI TAMMNOHW, 2 AKOCTI
N1acTpu) B KAPTOHHIN PO3UYMHHNKA);
KopooLi 3irchpig,
XamersnbH
m6X,
HimeuunHa
(koHTpO/b
AKOCTI
PO34YMHHKKA)

17. PEKOMBIHAT MOPOLLIOK Ta PO3UYNHHUK Bakcanta ABCTpis MepBrHHE Ta Benebris/ peecTpauisf Ha 5 pokis 3a He UA/17433/01/02
[ANS po34nHy Ans IHHOBEMLWH3 BTOPUHHE LLiBeriuapis/ peyenmom nionsizae
iH ekuii no 500 MO. m6X nakyBaHHs, CuwA/ MepioAnYHICTb NOAAHHS PerynsipHO
1 chnakoH 3 NOPOLLKOM KOHTPONb AscTpisi/ OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
[ANS po34nHy Ans AKocTi, Bunyck | HimeuunHa Mopsaky 3aiicHeHHs hapMakoHarisay,
iH'ekuiin (no 500 MO) y cepii MN3; 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
KOMMAeKTi 3 1 nakyBaHHsa 1a 34,0p0B’sA YKpaiHu Big 27 rpygHs 2006 poky Ne
chnakoHoM 3 BWMYyCK cepil 898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULT
PO34MHHMKOM (BOAa AN PO3UYMHHUKA: Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
iH'exuin) no 10 mn 3 Bakcanta (y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
NPUCTOCYBaHHAM AN Benmxiym 300pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
po3BefeHHs MaHydekTypi 996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,

BAKC)KEKT Il Ta 1 Hr CA, 3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
Habopom ans Benbris; perynsipHux 3BiTiB 3 6e3neku.
BHYTPILLHbOBEHHOrO BakcanTa

BBeAeHHS (1 MiHi-Habip MaHydhakTypu

ans iHdysii, 1 Hr Capn,

CTEPWUNbHUIA LLiBeiiuapis

0ofHOopasoBuii Wnpuy, 2 (kOHTPOb

MPOCOYEHi CNPTOM akocTi [N3);

TamrnoHu, 2 nnactTupu) B Bakcanta HOC

KapTOHHI KOpo6Li abo IHK., CLLA

1 dhnakoH 3 NOPOLLKOM (BMpOGHMLTBO

[4NS pO34nHy Ans NPOAYKTY in

iH'ekujn (no 500 MO) y bulk); BakcTtep

KOMM/IekTi 3 1 Al, ABcTpis

hN1akoHOM 3 (KOHTPOb

pO34nHHMKOM (BOAA Ans akocTi [N3);

iH'ekuin) no 10 mn Ta 1 3irdopig,

MiHi-Habopom ans XamesnbH

BBeAeHHs (1 ronka- v6X,

hinbTp, 1 ABOCTOPOHHS Himeuunna

ronka, 1 cTepunbHuii

(B1po6HULTBO
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
ofiHopa3oBwii Wwnpu, 2 , KOHTpONb
CNUPTOBI TAMMNOHW, 2 AKOCTI
NacTpu) B KAPTOHHIN PO3UYMHHNIKA);
KopooLi 3irchpig,
XamersnbH
rm6X,
HimeuunHa
(koHTpO/b
AKOCTI
PO3YMHHKKA)

18. TAKTPON kancynm TBepgi no 0,5 TOB "TeBa YkpaiHa TeBa I13painb peecTpavuis Ha 5 pokis 3a He UA/17353/01/01
Mr, Mo 7 Kancyny YkpaiHa" dapmavueBTika peyenmom nionsizae
6nictepi, no 4 6nictepu n lHpacTpi3 MepioAnYHICTb NOAAHHS PerynspHO
B Kopobui; no 10 kancyn nrp. OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
y 6nicTepi, no 3 Mopsaky 34iicHeHHs hapMakoHarisay,
6nictepy B KOPOO6LL 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU

300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiognMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

19. ®JIOKCAHEKCT Kpanni o4Hi, po3ynH, 3 ToBapucTBo 3 YkpaiHa BUPOBHULTBO ITanis peecTpavuis Ha 5 pokis 3a He UA/17434/01/01
mr/mn no 10 mny 06MEXEHO roToBoi peuyenmom nidnsieae
hNakoHi-KpanenbHuL; BiANOBiAA/IbHI npoayKuir, MepioAnyHICTb NOAAHHSA PerynspHO
no 1 conakoHy- cTHO KOHTPONb OHOB/tOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO L0
KpanenbHULi B naui "HEKCT®AP AKOCTI, Mopsaky 3aiicHeHHs dhapmMakoHarisay,

M nepBuHHE Ta 3aTBepKeHOro Haka3omMm MiHicTepcTBa OXOPOHU
BTOPUHHE 304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
nakyBaHHs, 898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
BUMYCK cepii: Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
DAPMITEA (y pepakuii Haka3y MiHicTepcTBa OXOPOHU
C.N.A,, Itanis; 37,0p0B’'sl YKpaiHu Big 26 BepecHsi 2016 poky Ne
anbTepHaTUBH 996), CTaHOBUTbL: 3riJHO 3i CTPOKamu,
€ BTOpPWHHE 3a3HaYeHMMK y NepiognyYHOCTI NOAAHHS
nakyBaHHs: perynsipHux 3BiTiB 3 6e3neku.
Papma
MapTHepc
C.P.N., Itanis;
Mmicue
cTepunisauii
nepBUHHOT
ynakoBku (3a
[,0MOMOroto
ramma-

BUMPOMIHEHHS
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
):
CrepireHikc
Itania C.N.A.,
ITanisa
20. LE®TA3INANM MOPOLLOK A/151 PO3YNHY TOB "ABaHT" YkpaiHa TOB "ABaHT" YkpaiHa peecTpauif Ha 5 pokis 3a He UA/17435/01/01
Ans iH ekui no 1000 mr, (nakyBaHHs i3 peyenmom nionsizae
1 chnakoH 3 NOPOLLKOM B chopmu in bulk MepioAnYHICTb NOAAHHS PerynsapHO
KapTOHHI KopobLi abo chipmu OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
no 25 cnakoHis B BMPOGHUKaA Mopsaky 3a4iicHeHHs hapMakoHarisay,
KapTOHHIlA KOpooLi HCIC Xeb6ei 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
XyamiH 300pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
dapmacboTik 898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULT
an KomnaHi Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
Nimites, (y pepakuii Hakaly MiHicTepcTBa OXOPOHUW
KuTait) 340pOB’A YkpaiHu Bif 26 BepecHs 2016 poky Ne

996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
BIANbHOCTI lenapTamMeHTy BNnpoBag)XeHHA pedhopm

T.M. IacKOBCbKUu




NMEPENIK

Jopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

28.05.2019 Ne 1186

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0
OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0oYeHHs1
1. AEPTAN® MOPOLLIOK A1 OpasibHOI BAT "lepeoH YropumHa BMNYCK Cepil: YropuwmHa/ MepepeecTpauis Ha HEO6EXEHWI TEPMIH 3a He UA/13910/02/01
cycneHnsii no 100 mr, no PixTep" BAT "T'efeoH Icnanis 3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta peyenmom niosisieae
20 nakeTiB 3 NOPOLUKOM PixTep", thapmakoHarnsgy. 3miHa y KopoTkili
Y KapPTOHHI yrnakosLi YropuyHa; XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
BUPOGHMLITBO MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
Hepo3dacoBaH 3aCTOCYBaHHA Ha MigcTaBi perynsipHo
o1 NpoAykKu;i, OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
nepBUHHA 3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
yrnakoBkKa, nikapcbKoro 3acoby B nicnspeecTpaviiiHuii
BTOPUHHA nepiog, abo sk pe3ynbTar OUiHKM 3BIiTY 3
ynakoBka: JocnifpKeHb, NpoBeeHnX Bi4NoBIgHO [0 NaaHy
IHaycTpiac negiatpuyHux gocnimxkers (PIP) (3MmiHy
dapmaceyTikac Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXKEHVUM
Anwmipan, C.A,, opraHom) - 3MiHV BHECEHi 10 IHCTPYKUIT ans
IcnaHis MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby y
po3ginu: "MpotunokasaHHs", "B3aemogis 3
HLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiin", "Oco6/IMBOCTi 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3un" (iHhopmavis
oao 6e3nekn), "Oitn" (YTOUHEHHS iHdhopmaLi),
"Mo6ivHI peakuii" BiANOBIAHO 1O OHOBNEHOI
iHchopmawii 3 6e3nekun Ajtoyoi pevoBUHH.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3a4iicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
2. AJIMATENIb® A | cycneHsis opasibHa no BankaHdapm Bonrapis BankaHdapma- Bonrapis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN 6e3 nionsicae UA/0879/01/01
170 My dprakoHi, no 1 a-TposH AT TposiH AT | TMNy - 3MiHKM Woa0 6e3nekn/edeEKTNBHOCTI Ta peyenma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

h1aKoHy Y KapTOHHIiA
nauui pasom 3
[103yBasILHOIO JTOXKOIO;
no 10 mn y nakeTuky, no
10 a6o 20 nakeTukiB y
KapTOHHI nayui

thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx npo cucTemy
chapmakoHarnsgy (BBeleHHs y3arasibHeHNX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
YMNOBHOBaXEHOT 0cobu, BigNoBifanbHOT 3a
3AiiCHeHHA (hapMakoHarniaay; KOHTaKTHOT 0co6u
3 thapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6W, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkIoYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
YMOBHOB&XXEHOT 0CO6U 3asBHMKa, BignoBiganbHOI
3a 3gjlicHeHHs chapmakoHarnsgy: [iroya pegakuis
- Dr. Hedva Voliovitch MD, PhD.
MponoHoBaHa pepakuis — Orit Stern-Maman.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU.
3MiHa MicLs 34iiCHEHHS! OCHOBHOT AisAfIbHOCTi 3
dhapmakoHarnsgy. 3miHa Homepy Ta agpecu
macTep-gaiina. 3minu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MEeAMYHOro 3acToCyBaHHA Ha MiAcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn /ikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsapeecTpaviiHuii
nepiog, abo sik pe3ysibTar OLiHKM 3BiTY 3
nocnimpkeHb, NpoBefeHnX BignoBigHO A0 nnaHy
negiatpuyHux gocnimpkeHs (PIP) (iHLi 3MiHW)
3MiHU BHECEHO A0 IHCTPYKLiT 4518 MeguyHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"®apmMakonoriyHi BNacTuBocTi" (YTOYHEHHS
iHchopmawii), "MNMpoTrnokasaHHs", "B3aemogis 3
iHLWIMMK NiKapCcbKMK 3acobamu Ta iHWi BUAN
B3aemogijit", "Ocob/MBOCTi 3aCTOCYyBaHHS",
"Cnoci6 3acTocyBaHHA Ta f03m1" (yTOYHEHHS
iHbopmauii 3 6e3nekn), "AiTn" (3aTBEPOXKEHO:
Nikapcbkuii 3aci6 He NpU3HaYaTn LiTam,
3BaXKaruM Ha PU3NK PO3BUTKY METTEMOI/I0BIHEMIT.
3anponoHoBaHo: Jlikapcbkuii 3aci6 He
npy3HavaT 4iTsMm, 3BaXarun Ha prsnk po3BUTKY
MEeTreMor/106iHeMil. Y MasieHbKux aitein
3aCTOCYBaHHS TigpoKCHAY MarHito Moxe
CNPUYUHUTK FinepMarHiemito, 30Kpema AKLWO B HUX
CnocTepiraeTbCsa NOpyLUEHHST PYHKLIT HUPOK abo
3HeBOAHEHHS), "lMo6ivHi peakuii” BignoBigHO A0
OHOBJIEHOI iHhopMmaLii 3 6e3neku gitounx Ta
[OMOMDKHMX PEYOBWH NiKapCbKOro 3acoby.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaaky 3aiicHeHHA hapMakoHarnaay,
3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI loCTMLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
370poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepioAnNYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.

AMIHAJ/IOH®-
KB

Kancynu Teepgi no 250
Mr no 10 kancyny
6nictepax; no 10 kancyn
y 6nicTepi, no 5
6nicTepiB y navui

AT

"KNIBCbKWN

BITAMIHHUN
3ABOJ"

YkpaiHa

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

YkpaiHa

MepepeecTpauis Ha HeOOMEXEHUIA TEPMIH

MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEPCTBI FOCTULLT
Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3[10pOB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

6e3
peyenma

niosisieae

UA/1210/01/01

AMIOAUMNIH

Tabnetku no 10 wmr, no
10 TabneTok y 6nicTepi,
no 3 a6o no 6, abo no 9
6nicTepis y nayui; no 10
Tabnetok y 6nictepi, no
90 6nicTepiB y kopobuj 3
KapToHy

MpAT
"TexHonor"

Ykpaina

MpAT
"TexHosor"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH

MepioAnYHICTL NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnagy,
3aTBEPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
300pOoB’A YkpaiHuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayYeHVMU y NepiognMYHOCTI NOAAHHS
PErynsipHMx 3BiTiB 3 6e3neku

3a
peyerimom

He
nionsizae

UA/1427/01/02

AMnoauniH

Tabnetku no 5 mr, no 10
TabneTtok y 6nictepi, no
3 abo no 6, abo no 9
6nicTepis y nayui; no 10
TabneTtok y 6nictepi, no
100 6nicTepiB y KOpoobLi
3 KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHosor"

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH

MepioAnYHICTb NOAAHHS PerynsapHO
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs1 hapmakoHaraagy,
3aTBepKEeHOro Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBi tocTuuii
Ykpainun 19 rpyaHs 2016 poky 3a Ne 1649/29779

3a
peyenmom

He
niossieae

UA/1427/01/01
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"Cnoci6 3acTocyBaHHA Ta fo3un" (iHhopmavis
oo 6esnekn), "MepeaosyBaHHs", "MoGIYHI
peakuii” BignoBiAHO 4O OHOBNEHOI iHhopMaLi 3
6e3nekun Ail4voi pevyoBmHN

MepioAVYHICTL NOAaHHA perynsipHo
OHOB/tOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopsaky 3aiicHeHHs dhapMakoHarisay,
3aTBepKEeHOro HakasoMm MiHiCTepcTBa OXOPOHU
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHs 2016 poky 3a Ne 1649/29779

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
(y pepakuii Haka3y MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku
6. AHIH-TPAH rpaHyimno 10 ry MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 6e3 nionisieae UA/8450/01/01
neHani abo dpnakoHi 3 "HaujioHanbHa "HaujioHanbHa peyenma
KpWLLKOLO; No 1 neHany FomeonaTnuH FomeonatnyHa MepiognyHICTb NOAaHHA PerynspHo
abo hnakoHy 3 a Cninka" Cninka" OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
KPULLIKOIO B MauLj 3 Mopsaky 3a4iicHeHHs hapMakoHarisay,
KapToHy 3aTBEPAXEHOr0 Haka3oM MiHICTepCTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
340pOB’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
7. AUL® 100 Tabnetku wmnydi no 100 CaHpo3 CnoseHis Bunyck cepii: HimeuunHa/ | lMepepeecTpaLisi HA HEOGMEXEHWIA TEPMIH. 3MiHN 6e3 nionsicae UA/8272/01/01
Mmr, no 20 TabneTok y dapmacbioTik Cantotac ABCTpis | TMny - 3MiHKn Wopao 6e3nekn/etheKTUBHOCTI Ta peyenma
Ty6i, no 1 Ty6i B ans a.n. dapma 'vbX, thapmakoHarnagy. 3MiHa y KopoTkili
KapTOHHiA KopooLi HimeyunHa,; XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
Brpo6HuK in MapKyBaHHS Ta iHCTPYKUiT 418 Mean4Horo
bulk, 3acTocyBaHHA Ha nigcTasi perynspHo
nakyBaHHs: OHOB/IKOBAHOTO 3BITY 3 6e3neKn NikapCbKoro
Xepmec dapma 3acoby, abo JoC/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
lec.m.6.X., nikapcbKoro 3acoby B nicnspeecTpauiiiHui
ABCTpisi; nepiog, abo sk pe3ynbTar OLiHKW 3BIiTY 3
AnbTepHaTUBHA JocnigpkeHb, NpoBeAeHVX BiANOBIAHO A0 NaaHy
1 BUPOBHWK in negiatpuyHux gocnimkers (PIP) (3miHy
bulk, Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
nakyBaHHs: opraHom) 3MiHN BHECEHI A0 IHCTPYKUiT Ans
Xepmec MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
ApuHaiimiTTens po3zinu: "MpotunokasaHHs", "B3aemogis 3
v6X, HLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
HimeyunHa B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHSA",
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
(y pepakuii Haka3y MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku
8. ALIL® 200 Tabnetku wunydi no 200 CaHpos CnoseHis Bunyck cepii: HimeuunHa/ | lMepepeecTpauis Ha HEOOMEXEHWNA TEPMIH. 3MiHN 6e3 nionisieae UA/8272/01/02
mr, no 20 TabneTok y dapmacbHoTiK Cantotac ABcTpist | Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta peyenma
Ty6i, no 1 Ty6i B an3 a.4. dapma M'vbX, thapmakoHarnsgy. 3MiHa y KopoTkili
KapTOHHI Kopoo6Li HimeuunHa; XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
Brpo6HuK in MapKyBaHHS Ta iHCTPYKUIiT 4518 MeANYHOro
bulk, 3acTocyBaHHA Ha niAcTasi perynspHo
nakyBaHHS: OHOB/IOBAHOrO 3BITY 3 6e3MneKkn NikapcbKoro
Xepmec dapma 3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
fec.m.6.X., nikapcbKoro 3acoby B nicnsipeecTpaviiiHuii
ABCTpis; nepiog, abo sk pe3ysibTar OLiHKM 3BIiTY 3
AnbTepHaTUBHM JocnifpKeHb, NpoBeeHnX Bi4NOBIAHO [0 NaaHy
1 BUPOGHWK in negiatpnyHux gocnimxkers (PIP) (3MmiHy
bulk, Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXEHNUM
nakyBaHHs: opraHom) 3MiHW BHECEHi [0 IHCTPYKUiT Ans
Xepmec MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby y
ApuHarimitTTens po3ginu: "MpoTunokasaHHsA", "B3aemogis 3
rv6X, HLIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUan
HimeyunHa B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"Cnocib 3acTocyBaHHA Ta fo3un" (iHhopmavis
oo 6e3nekn), "MepenosyBaHHs", "To6IYHI
peakuii" BigNoBiAHO 4O OHOBMEHOI iHChopmMaLii 3
6e3nekun fjtoyoi pevyoBmnHN
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
300pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULT
Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
PEerynsipHMX 3BiTiB 3 6e3neKku
BEHOCMIH® TabneTtku, BKPUTI MPAT YkpaiHa BiAnoBiganbHMi YkpaiHa MepepeecTpali Ha HEOBMEXEHUIA TEPMIH. 3MiHN | 6e3 nionsicae UA/9747/01/01
NNiBKOBOK 060/TI0HKOHO, "OITODAPM" 3a MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peuyenma
no 10 TabneTok y BMPOGHMLTBO, thapmakoHarnagy. 3MiHa y KopoTkili
6nictepi, no 3 a6o 6 nepBuHHE/BTOP XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
6nicTepi y nauui 3 NHHE MapKyBaHHS Ta iHCTPYKUiT 418 Mean4Horo
KapToHYy nakyBaHHs, 3aCTOCYBaHHA Ha MigcTasi perynsipHo
KOHTPONb OHOB/IKOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
AKOCTI Ta 3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
BUNYCK cepil: nNiKapcbKoro 3acoby B nicaspeecTpauiiiunii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
MPAT nepiog, abo sik pe3ysibTar OLiHKM 3BiTY 3
"®PITOPAPM", nocnimpkeHb, NpoBefeHnX BignoBigHO A0 NnaHy
YKpaiHa; negiatpnyHux gocnigpkeHs (PIP) (3MiHy
BiZJNOBIAAbHWIA Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHUM
3a opraHoM) 3MiHU BHECEHO [0 iHCTPYKLiT oNs
BUPOOBHMLTBO, MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby A0
nepBuHHe/BTOP po3giny "lMokasaHHs", a TakoX A0 po3Ainy
UHHEe "Mo6ivHI peakuii" BiANOBIAHO 1O OHOBMEHOI
nakyBaHHs Ta iHchopmauii 3 6e3nekn 3aCToCyBaHHA Ailounx
KOHTPONb pPeyoByH
AKOCTI:
MAT "Bitaminn", MepioAnYHICTb NOAaHHSA perynsipHo
YkpaiHa OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HayYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
10. BOKCUA® Tabnetku no 0,3 Mr no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH 3a He UA/13543/01/02
10 Tabnetok y 6nicTepi, PAPM" PAPM" 3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta peyenmom niosiss2ae
no 3 a6o 10 6nictepiB y

KapTOHHI ynakosLi

3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS

3aTBEPKEHOTO HaKa3oM MiHICTepCTBa OXOPOHM

Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779

thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIiT 4518 MeANYHOro

3acToCyBaHHS Ha MifcTaBi peryssipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro

nikapcbKoro 3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pe3ysibTar OLiHKM 3BIiTY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0 NiaHy
negiatpnyHmx gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHMM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiTy
po3ainu "B3aemogis 3 iHWUMN NikapCbKMMn
3acob6amu Ta iHWi BUAW B3aemogiin”, "MobiyHi
peakui" BiANOBIAHO 4O OHOBMEHOT iHGhopMmaL;i 3
6e3nekun Aityoi pevyoBUHN.

MepiognyHICTb NOAaHHA PerynspHo
OHOBJ/tOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopsaky 3aiicHeHHs dhapmMakoHarnsay,

37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT

(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3Ha4YeHVMU y NepioanMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

11.

BOKCA®

Tabnetku no 0,2 Mr no
10 Tabnetok y 6nictepi,
no 3 a6o 10 6nictepiB y
KapTOHHIA ynakoBLi

TOB "KYCYM
PAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NiKapCbLKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B micnspeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BIiTY 3
JocnigpkeHb, NpoBeAeHVX BIANOBIAHO A0 NaaHy
nepjatpnyHux gocnigpkeHs (PIP) (3mMiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
OopraHom) - 3MiHVM BHECEHO [0 iHCTPYKLTy
po3ainv "B3aeMogis 3 iHWMMK NiKapCbKUMun
3aco6amu Ta iHWi B1uAmn B3aemogiii”, "Mo6iyHi
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3nekun Ailo4oi peHOBUHN.

MepioAnyYHICTb NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEPCTBI FOCTULLT
Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3[10pOB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/13543/01/01

12.

FIHKro
EKCTPAKT
CYyXun

NOPOLLIOK (Cy6CcTaHuis) y
nonieTNeHoBUxX
nakeTtax gns
BMPOGHULITBA
HecTepuIbHNX
nNiKapcbknx hopm

TOB
"BanapTiH
dapma”

Ykpaina

HiHréo fliBax
PapmacbloTikau
Ko., T4

Kutai

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH

He
nionsizae

UA/13621/01/01

13.

FOPOBVIHN
YOPHOMMIAH
ol nnoau

nnogw, no 75, 100 r
a6o 150 r y naykax 3
BHYTPILLHIM NakeTom

MNpAT
"NikTpasn”

YKkpaiHa

MpAT
"NikTpasun"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs1 hapmakoHaraagy,
3aTBEPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBi tocTuuii
Ykpainun 19 rpyaHs 2016 poky 3a Ne 1649/29779

6e3
peyenma

niossieae

UA/9318/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
(y pepakuii Haka3y MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb
14. rPANOUNTPO cupon, 1,5 mr/mn, no ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha 5 pokiB. 6e3 niosisieae UA/13794/01/01
H-BPOHXO 100 mn a6o no 200 mny 06MeXeHOo 06MeXeHo 3MiHV Woao 6e3nekn/edpekTMBHOCTI Ta peuenma
chnakoHi; no 1 donakoHy BiANOBIAA/TbHI BiANOBIga/IbHICT thapmakoHarnsgy. 3MiHM y KOpOTKil
pasoM 3 J03yHuuMm CTIO 10 “XapkKiBCbke XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
NPUCTPOEM Yy KOpPOO6LLi 3 “XapkiBcbke hapmaueBTUYH MapKyBaHHS Ta IHCTPYKLUiT A8 MeAn4HOro
KapToHy hapmaueBTuy e nignpuemMcTeo 3acTOCyBaHHA
He “300poB’a reHepuyYHUX/ribpuaHNx/6ionodibHNX NikapcbKnx
nignpueMcTBo Hapogay” 3aco06iB Nic/1s BHECEHHSA TiET camoi 3MiHWN Ha
“3p/0poB’s (cbacyBaHHs i3 pedepeHTHUIA npenapart (3miHa He noTpebye
Hapoay” dopmu “in bulk" HaZjaHHS XXOAHMX HOBUX AOAATKOBUX AaHWX) -
BMpPOBOHULTBA 3MiHV BHECEHO [0 IHCTPYKLUIT Y po3ainu:
ToBapucTBO 3 "apmMakonoriyHi BnactusocTi, "Ocob61mBoCTI
0bMexeHoto 3acTocyBaHHs","34aTHICTb BNMBATY Ha
BignoBigasnbHiCT LIBUAKICTb peakLii npu kepyBaHHi
10 aBTOTPaHCMOPTOM ab0 iHWKMMK MexaHiamamn',
"®apmaveBTuy "Cnoci6 3actocyBaHHs Ta go3un", "INobivHi peakuii”
Ha KOMMaHis 3rifHO 3 iH(hopmaLieto LWoA0 MeaNYHOro
"3po0pos's", 3acTOoCyBaHHSA pethepeHTHOro MikapCbKoro 3acoby
YkpaiHa) (CNHEKOQL, cupon).
MepioAnyYHICTb NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEPCTBI FOCTULLT
Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3[10pOB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
15. AE3NOPATAL KpucTaniuyHWin NOpoLLIOK NAT YkpaiHa MopeneH IHAjs MepepeecTpauis Ha Heo6MeXeHUA TepMiH - He UA/13873/01/01
VH (cybeTaHuis) y "®apmak” Na6opeTopis niossieae
noAgiliHMx Niviten
nonieTuIeHoBmx
naketax gns
BMpPOBGHULTBA
HecTepuIbHNUX
NiKapcbknx popm
16. BEPMOBENT™ | ma3b 0,05 %, no 251y nakcoCmiTKn Benuvka nakcoCmiTKns Monbla MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1600/01/01
Ty6i, no 1 Ty6i B SH ExcnopT BpuTaHis ViH peyenmom niossieae
KapTOHHI ynakoBLi Nimiten PapmacbloTuka MepioAnYHICTb NOAAHHS PErynsapHO
n3 C.A. OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0

Mopsiaky 34iicHeHHs1 hapmakoHaraagy,
3aTBEPKEHOI0 Haka3oM MiHiCTEpCTBa OXOPOHM
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

300pOoB’A Ykpainuu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HayveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

17.

LOHA®

MOPOLLIOK ANs
OpasIbHOTO PO34MHY, N0
20 a6o 30 calue 3
MOPOLLKOM B KAPTOHHIV
Kopoo6Li

MEJA ®apma
'M6X eHg Ko.
Kl

HimeuunnHa

PotTachapm
nra.

IpnaHgis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3MiHN
Il TNy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnyHOro
3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMW AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHVMU Ta
AaHuMu 3 dhapMakoHarniagy - 3MiHu BHeCeHO A0
IHCTPYKUIi ANA MeAUYHOTO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y po3ginm :
"Moka3aHHs"(peparyBaHHs iHhopMmauii),
"MpoTmnokasaHHA", "B3aemopis 3 iHWKMMK
nikapcbkrMmn 3acobamu Ta iHLWi BUgmn B3aemogini',
"Oco61MBOCTI 3acToCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs
rpyaaro”(pegarysaHHs iHchopmadii), "Cnocio
3acTocyBaHHs Ta [03u"( YTOUHEHHs iHdhopmaLi),
"Oitn" (pegaryBaHHs iHopmadii), "Mo6iuHi
peakujii”.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
300pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULT
Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyermom

He
niosisieae

UA/0878/01/01

18.

IMYHO TANCC
®OPTE

Kpanni gns
nepopasibHOro
3acTocyBaHHs 1o 50 M
y thnakoHax 3
KpanensHuueto; no 1
donakoHy 3
KpanesnbHuULer y
KapTOHHI Kopoo6Li

[Op. Taiicc
HatypBapeH
M6X

Himeuunna

[Op. Taiicc
HatypsapeH
6X

HimeuunHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4Horo
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkn NikapcbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nNiKapcbKoro 3acoby B nicaspeecTpauiiiunii

6e3
peuyenma

nionsizae

UA/4959/02/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

nepiog, abo sik pe3ysibTar OLiHKM 3BiTY 3
nocnimpkeHb, NpoBefeHnX BignoBigHO A0 NnaHy
negiarpnuHux gocnigpkeHs (PIP) (iHwi 3MiHW) -
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3fAinis:
"Oco6nmBOCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta go3n", "MobiuHi peakuii" woao
6e3nekun 3acTocyBaHHA BiAMNOBIAHO A0 MaTepianis
peecTpauiiHoro Jocbe.

MepiognyHICTbL NOAaHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3Ha4YeHVMU y NepioanMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

19.

IHOPTAMA®EP
TUH®

PO34UH A5 iH'eKLilA no 2
M B amnyni; no 10
amnyn B kopobu,i 3
KapTOHy 3 NoNiMepHoI0
YapyHKOBOK BKNAAKOK

TOB "HIP"

YKpaiHa

TOB "HIP"

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NiKapCbLKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B micnspeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKK 3BIiTY 3
JocnigpkeHb, NpoBeAeHVX BIANOBIAHO A0 NaaHy
nepjatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) -
3MiHN BHECEHO A0 IHCTPYKLi 415 MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Cnoci6 3acTocyBaHHA Ta f03n" (YTOYHEHHS
iHchopMmawii) BigNoBigAHO A0 OHOBMEHOI iHchopMaLii
3 6e3nekn 3acToCyBaHHS fjito40i PEHOBUHM.
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHuX
JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XeEHOT 0co6M, BiANOBIfaNbHOI 3a
3fificHeHHs hapmakoHarnsgy; KOHTakTHOI 0cobu
3 thapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
hapmakoHarnsay B YkpaiHi, KLU0 BOHA BigMiHHA

3a
peyenmom

He
nionsiecae

UA/0611/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0O4YeHHs

BiJl YyNOBHOBaXeHOI 0co6WU, BiAMNOBIga/IbHOI 3a
3pificHeHHs1 hapmakoHarnsay (Bkiroyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi

mMacTep-haiina cuctemn hapmakoHarnsgy) -

YnosHoBaxeHa ocoba, BianosifaibHa 3a
thapmakoHarnag: ditova pegakuis - IcaeukiHa

IpuHa MuxaiinisHa. MNponoHoBaHa pejakuis -

CredpaHnimH Bonogumup Muxaiinosuy. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0Ccoby.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne

898, 3apeecTpoBaHuii B MiHiCTepCTBI loCTMLT

Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTi NoAAHHSA
perynspHux 3BiTiB 3 6e3neku.

20.

KANIO
OPOTAT

MOPOLLIOK (Cy6CcTaHUis) y
MiLLIKax nonieTuieHoBmx
AN BUpobHMLTBA
HecTepubHNX
nNiKapcbknx hopm

ToBapucTso 3
obMexeHoto
BiANOBIAA/TbHI
CTI0
"®APMXIM"

YkpaiHa

ToBapuncTso 3
06MexeHoto
BiANOBIga/IbHICT
10 "OAPMXIM"

YkpaiHa

MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH.

He
nionsicae

UA/9365/01/01

21.

KAOTONPUN

Tabnetku no 25 mr, no
10 TabneTok y 6nicTepi;
no 2 6nictepu y kopoobui
3 KapPTOHY

TOB
"ACTPAGAP
M"

Ykpaina

TOB
"ACTPAGAPM"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3MiHN
| Tuny - 3MmiHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBsi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3MNeKn Nikapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii
nepiog, abo sk pe3ysibTar OLiHKM 3BiTY 3
JocnigpkeHb, NpoBefeHnX BignoBigHO A0 niaHy
negiatpnyHmx gocnimxkers (PIP) (3miHy
Y3rofKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
opraHoM) 3MiHN BHECEHO [0 iHCTPYKLii ANs
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis: "®apmakosnoriyHi BnactmeocTi”,
"MpoTnnokasaHHA", "B3aemogis 3 iHWMMKN
nikapcbkMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”
(yTOUHEeHHS), "34aTHICTb BMBATY Ha LUBUAKICTb
peakLjii Npu KepyBaHHi aBTOTPaHCNOPTOM abo
iHWKMKX MexaHismamn”, "MNepeaosyBaHHs",

3a
peyerimom

He
nionsizae

UA/9776/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

"Mo6iuHi peakwyji" BigNOBIAHO [,O OHOBMEHOI
iHchopMmaLii 3 6e3neku Aitoyoi pevyoBuHU. 3MiHK |
™Mny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHux
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
YMNOBHOBaXeEHOT 0cobu, BigNoBifanbHOT 3a
3AiiCHeHHA (hapMakoHarnaay; KOHTaKTHOT 0co6u
3 thapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6W, BiANOBIga/IbHOI 3a
3piicHeHHs hapmakoHarnsgy (BkIoyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemu papmaxkoHarnsgy)
YnoBHOBaXXeHa ocoba 3asiBHUKa, BignoBigaibHa
3a (hapmakoHarnag,. firova pegakuis: MenbHuK
IpuHa BikTopiBHa. MNponoHoBaHa pefakuis:
LLloBkoBa IprHa BaneHTuHIBHA. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.

MepiognyHICTb NOAAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

22.

KETAMIH

PO34UH A5 iH'eKLiiA, 50
Mr/MA No 2 M B amnyni,
no 10 amnyn y nauui 3
KapToHy a6o no 5 amnyn
y 6nicTepi, no 2
6nictepu B nayuj 3
KapToHy; no 10 mny
chnakoHi; no 5 donakoHis
y nadui 3 kKapToHy abo
no 5 cpnakoHiB y
6nictepi, no 1 6nictepy
y nauui 3 KapToHy

NAT
"dapmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH. 3MiHN
| Tuny - 3MiHn Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn NikapCbLKoro
3acoby, abo Joc/igKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKW 3BIiTY 3
JocnigpkeHb, NpoBeAeHVX BIANOBIAHO A0 NaaHy
nepjatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ginis: "MNoka3aHHA" (pefaryBaHHs),

3a
peyenmom

He
nionsiecae

UA/1934/01/01
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o

23.

KOPBA3AH®

TabneTtku, BKPUTI

MAT

"B3aemogijs 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAaW B3aemogiin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato"” (YTOUHEHHS),
"Mo6iuHi peakuyji" Woa0 6e3nekn 3aCTOCyBaHHS
nikapcbKoro 3acoby.

MepiognyHICTb NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepioanMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

nocsBi0O4YeHHs

NAIBKOBOK 0B0I0HKOHO,
no 12,5 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepun y navui

"Kuismegnpen
apar”

YKpaiHa

MAT
"Kuismegnpena
pat"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NiKapCbLKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpauiiiHui
nepiog, abo sk pe3ynbTar OUiHKK 3BIiTY 3
JocnigpkeHb, NpoBeAeHVX BiANOBIAHO A0 NaaHy
nepjatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
OpraHom) -
3MiHU BHECEHI [0 iHCTPYKLii y po3ainu:
"MpoTmnokasaHHA", "B3aemogis 3 iHWKMMUN
nikapcbkrMun 3acobamu Ta iHWi BUamn B3aemogini',
"Oco6nmBOCTiI 3acTocyBaHHS", "MNepeao3yBaHHs",
"Mo6ivHI peakui™ 3rigHO 3 4aHUMK LWoA0 6e3neku
Lit040T PEYOBMHN.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3a4iicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHICTepCTBa OXOPOHM
300pOoB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCcTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
300pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBWTb: 3rigHO 3i CTPOKamMM,

3a
peyenmom

He
nionsiecae

UA/1371/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3a3HayveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

24,

KOPBA3AH®

TabneTtkn, BKPUTI
NNiBKOBOK 060/TI0HKOIO,
no 25 mr no 10 Ta6neTok
y 6nicTepi; no 3
6nictepu y nauui

MNAT
"KuiBmepgnpen
apart"

Ykpaina

MAT
"KvuiBmegnpena
patr"

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnyHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviiiHuii
nepiog, abo sk pe3ysibTar OLiHKM 3BITY 3
[JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0 NiaHy
negiatpnyHmx gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXKEHVUM
opraHom) -
3MiHV BHECeHi A0 IHCTPYKLUIi y po3ainu:
"MpoTrnokasaHHsA", "B3aeMogis 3 iHWnMKn
nikapcbkMun 3acobamu Ta iHWi Buamn B3aemMogiii",
"Oco611BoCTi 3acTocyBaHHA", "Mepeno3yBaHHA",
"Mo6iuHi peakuyii" 3rigHo 3 AaHMMK Woao 6e3neku
Li0Y0T PEYOBUHN.

MepioAnyYHICTb NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEPCTBI FOCTULLT
Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3[10pOB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyernmom

He
niosisieae

UA/1371/01/01

25.

KPOMBA
nmcTa

nucTs, no 50 r B mauui 3
BHYTPILLHIM NakeTom

TOB
"TepHodapm"

Ykpaina

TOB
"TepHodhapm"

Ykpaina

MepepeecTpavis Ha HEOOMEXEHUA TEPMIH.
MepioAnYHICTL NOAaHHA perynsipHo
OHOB/tOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopsaky 3aiicHeHHs dhapMakoHarisay,
3aTBepKEeHOro HakasoMm MiHiCTepcTBa OXOPOHU
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHU
300p0B’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riJHO 3i CTPOKamu,
3a3HavYeHVMU y NepiofnMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

niosnsiecae

UA/14074/01/01

26.

NOPATAAUH-

cupon, 5 mr/5 mn no 100

ToBapucTBo 3

YKpaiHa

BCi cTaaii

YKpaiHa

MepepeecTpaLlis Ha HEOBMEXEHWIi TEPMIH.

6e3

nionsizae

UA/0100/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
300POB'A My dhakoHi; no 1 obmexeHor BVMPOGHMLTBA, 3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta peyenma
dhnakoHy 3 MipHOI BignoBigasbHi KOHTPO/b thapmakoHarnagy. 3MiHa y KopoTkili
JIOXKKOI0 B KOPOO6L 3 CTto AKOCTI, BUMYCK XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapToHy; no 5 mn abo no | “"d®apmaueBTn cepii: MapKyBaHHS Ta iHCTPYKUIiT 4519 MeANYHOro
10 mn y cawe; no 20 YHa KOMNaHis ToBapucTso 3 3acTocyBaHHA Ha niAcTasi perynspHo
calle y Kopobui 3 "3popos'a" 06MeXeHoto OHOB/IHOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
KapToHY BiAMOBIga/IbHICT 3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
10 nikapcbKoro 3acoby B nicnsipeecTpaviiiHuii
"®apmMaveBTny nepiog, abo sk pe3ysibTar OLiHKN 3BIiTY 3
Ha KOMMaHis [JocnigpKeHb, NpoBeAeHVX BiAMNOBIAHO A0 NiaHy
"3p0pos'a", negiatpuyHux gocnimkeHs (PIP) (3MiHy
YKpaiHa; Y3ro[pKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
BCi cTagil opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii AN
BUPOBHMLITBA, MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
KOHTPONb po3ainy "Ocob6aMBOCTI 3aCTOCyBaHHA" LWOA0
SAKOCTI: iHchopmawii 3 6e3neky JONOMIXKHIX PEYOBUH.
ToBapucTso 3
06MexeHoto MepioAnYHICTb NOAaHHSA perynsipHo
BiAgNoBiga/IbHICT OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
10 "XapkiBcbke Mopsaky 3AaiicHeHHs hapMakoHarisay,
hapmaueBTUYH 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
e MignpuemMcTBo 300pOoB’A Ykpaiuu Big 27 rpyaHs 2006 poky Ne
"3p0poB’sA 898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Hapogay", Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
YkpaiHa (y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKaMu,
3a3HayYeHMn y NepiognyYHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
27. ME3AKAP® SR | Tabnetku KYCYM IHais KYCYM IHgis MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. - He UA/15790/02/01
NPOJIOHroBaHoI Aji No XENTXKEP XENTXKEP niosisi2ae
400 wmr in bulk: MBT NTA NBT NTA MepioAnYHICTb NOAAHHS PerynsapHO
Ne10x240: no 10 OHOB/OBAHOTO 3BITY 3 6e3neKkn BigNOBIAHO 40
Tabnetok y 6nictepi; no Mopsaky 3a4iicHeHHs hapMakoHarisay,
240 6nucTepis y 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI Kopoo6Li 300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCcTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
300pOB’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
28. ME3AKAP® SR | Tabnetku KYCYM IHais KYCYM IHais/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN 3a He UA/9832/02/01
NPOMIOHIOBaHOI Aji No XENTXKEP XENTXKEP YkpaiHa | TMny - 3MiHKn Wopao 6e3nekn/etheKTUBHOCTI Ta peyenmom niosnsiecae
400 mr no 10 TabneTok y MNBT NTA NBT NTA, thapmakoHarnagy. 3MiHU y KOpOTKili
6nicTepi; no 5 6nictepis IHAis; XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
Y KaPTOHHI ynakoBLi ANbTepHATUBHA MapKyBaHHS Ta iHCTPYKUIiT 418 Mean4Horo
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0O4YeHHs

1 BUPOGHWIK, LLO
3[jicHI0E
BTOPWHHE

nakyBaHHS,
KOHTpONb
AKOCTi Ta
BMNYCK Cepil:
TOB "KYCYM
PAPM",
YkpaiHa

3acToCcyBaHHSA
reHepuyYHUX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB NicNsi BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHMI NpenapaT (3MiHa He noTpebye
HafaHHSA XOAHMX HOBMX A0AATKOBUX AAHNX)
3MiHN BHECEHI A0 IHCTPYKLIT y po3ainn
"MokaszaHHa" (pegaryBaHHs), "dapMakosorivHi
BnacTtusocTi", "MpoTunokasaHHs", "B3aemopis 3
HLUIMMKN NikapcbKMKU 3acobamMu Ta iHLWi BUAn
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
roflyBaHHs rpyaaro”, "34atHicTe BNMBaTu Ha
LIBMAKICTb peakwii mpy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWKMMK MexaHismamn',
"Cnoci6 3acTocyBaHHs Ta 4o3un",
"Mepepo3yBaHHs", "INo6i4HI peakuii” BiANOBIAHO
[0 iHhopMaLiT pedpepeHTHOro nikapcbkoro
3acoby (Tegretol® Prolonged Release 400 mg
Tablets, B YkpaiHi He 3apeecTpoBaHuii).

MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HayYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

29.

HA COH

TabneTtkn, BKPUTI
o6onoHkoto, no 10
Tabnetok y 6nictepi; no
2 6nictepun y nayuyi 3
KapToHYy

MpAT
"TexHonor"

Ykpaina

MpAT
"TexHosor"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3MiHN
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnyHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3MneKkn NikapcbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pe3ysibTar OLiHKM 3BITY 3
[ocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0 NiaHy
negiatpnyHux gocnimxkers (PIP) (3MmiHy
Y3rOPKEHO 3 KOMMETEHTHMUM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO [0 iHCTPYKLIiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby y
po3gin: "OcobamnBOCTi 3aCTOCYBaHHS"BiANOBIAHO

6e3
peyenma

nionsiecae

UA/9512/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

[0 iHdhopmaLii 3 6e3nekn 3acTocyBaHHS
L,0MOMDKHOT PeYOBUHM.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI loCTMLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepioAnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

30.

MNAHTOP 20

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 20
Mr no 10 TabneTok y
6nictepi, no 1 a6o no 3
6nicTepn B KAPTOHHI
yrakoBLi

ToppeHT
dapmacbioTik
anc Jita.

IHais

ToppeHT
PapmacbloTikas
c g

IHgis

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
3MiHV Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHun y KopoTkin
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4Nsi MeAnYHOro
3acToCyBaHHs
reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKnx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3mMiHa He noTpebye
HafjaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHM BHECEHi [0 IHCTPYKLII y po3aiin
"B3aemogis 3 iHWVMK nikapcbkuMn 3acobamu Ta
iHWIi BMAW B3aemopjii”, "OcobnnBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "3aatHicTb
BM/IMBaTW Ha LWBUAKICTb peakuil Npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMK MexaHiamamn',
"Cnoci6b 3acTocyBaHHs Ta gosun”, "Aitn"
(peparyBaHHs), "lNo6ivHi peakuii” BignoBigHO f0
iHbopMmaLii pedhepeHTHOro nikapcbKoro 3acoby
(KOHTPOJIOK, TabneTkn racTpope3ncTeHTHiI No
20 wmr, no 40 mr).
3MiHV Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHnX npo cuctemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHNX
AaHux npo cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3AiicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0co6u
3 hapmakoHarnsgy 3asBHuKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOT 0CO6MU, BiANOBIgaNbHOI 3a
3fiicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gpaiiaia cuctemu hapmakoHarnsay) -

3a
peyenmom

He
nionsicae

UA/13540/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHa ynoBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
Ha LeHTpasibHoMYy piBHi: [Jitoua pegakuis: Dr. Niraj
Limbachiya. NMponoHoBaHa pegakuis — Dr. Vikas
Jain. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0co6M. 3MiHa KOHTAKTHOI 0CO6M 3a8BHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
B YKpaiHi: [itoua pepakuisa: baano AHHa
MukonaiBHa. MNponoHoBaHa pefakuis — XXirap
YKacBaHTCiHX. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI ocobu.

MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3aiicHeHHA hapMakoHarnaay,
3aTBEPAXEHOro Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI loCTMLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
370poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepioAnYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

31.

MNAHTOP 40

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 40
Mr no 10 TabneTok y
6nictepi, no 1 a6o no 3
6nicTepn B KAPTOHHI
ynakoBLi

ToppeHT
dapmacbioTik
anc Jita.

IHais

ToppeHT
PapmacbloTikau
c g

IHgis

MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH.
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHn y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4Nsi MeAnYHOro
3acToCyBaHHs
reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKnx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3miHa He noTpebye
HafjaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHM BHECEHi [0 IHCTPYKLII y po3aiin
"B3aemogis 3 iHWVMK nikapcbkumMn 3acobamu Ta
iHWIi BMAW B3aemopjii”, "OcobnnBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "3aatHicTb
BM/IMBaTW Ha LWBUAKICTb peakuil Npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMK MexaHiamamn',
"Cnoci6b 3acTocyBaHHs Ta gosun”, "Aitn"
(peparyBaHHs), "lNo6ivHi peakuii” BignoBigHO f0
iHbopmawLii pedhepeHTHOro nikapcbKoro 3acoby
(KOHTPOJIOK, TabneTkn racTpope3ncTeHTHI No
20 wmr, no 40 mr). 3MiHN WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs ab0 3MiHn [0 y3arasibHeHVX AaHuX nNpo
cuctemy hapmakoHarnsgy (BBefeHHs
y3araslbHeHUX laHnX Npo cucTemy

3a
peyenmom

He
nionsicae

UA/13540/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asiBHMKa
ONA 34iCHEeHHs dhapmakoHarniagy B YkpaiHi,
SAKLLO BOHa BigMiHHA Bif YyNOBHOBaXKeHOI ocobu,
BiNOBIfabHOI 3a 3iiCHEHHSA hapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3mMiHa yrnoBHOBaXeHOT 0cobun
3as1BHMKA, BiAnoBigasibHOI 3a 34iACHEHHS
hapMakoHarnsgy Ha LeHTpasibHOMY piBHi: [itoua
pepakuis: Dr. Niraj Limbachiya. MponoHosaHa
pepakuist — Dr. Vikas Jain. 3miHa KOHTaKTHUX
[aHNX YNOBHOBAXEHOI 0COOU.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
B YKpaiHi: [itoua pepakuisa: baano AHHa
MukonaiBHa. MNponoHoBaHa pefakuis — XXirap
YKacBaHTCiHX. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI ocobu.

MepiognyHICTb NOAAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI lOCTMLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
370poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepioAnYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

32.

NANANOP

Kpanni opasibHi no 20 mn
Y KOHTelHepi 3
KpanesibHuLeto Ta
KpuLLKOlo; no 1
KOHTelHepy B nauui 3
KapToHy

TOB "Epcenb
dapma
YkpaiHa"

YkpaiHa

diTochapm
KneHka C.A.

MonbLa

MepepeecTpauis Ha HeOOMeXEeHUIA TEPMIH
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4Nsi MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo focnigxkeHb 3 6e3nekn 3acToCyBaHHsA
nNikapcbKoro 3acoby B nicnspeecTpauiiiivi
nepiog, abo sik pe3ysibTar OLiHKM 3BiTY 3
JocnimpkeHb, NpoBeAeHnX BignoBigHO A0 niaHy
negiatpnyHux gocnigpkeHs (PIP) (3mMiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHeCeHO A0 IHCTpykuii ans
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis “lNpoTunokasaHHs", "B3aemogis 3
iHLIMMW NiKapCbKMK 3acob6amu Ta iHWi BUAN

6e3
peyenma

niosisieae

UA/13704/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
"Mo6iyHi peakui™, "4iTn" BIgNOBIAHO A0
OHOB/IEHOT iHdopMaLii 3 6e3nekn gitouoi Ta

[OMOMDKHMX PEYOBWH NiKapCbKOro 3acoby.

MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A Ykpainuu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HayveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

33.

MIPALLETAM

PO3unH NS iH'ekui 20
% no 5 mn a6o no 10
M, abo no 20 mn B
amnyni; 10 amnyn y
nauLi 3 kKapToHy; no 5
M a6o no 10 mn, abo
no 20 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepu B nayuj 3
KapToHy

MNAT
"®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3MiHN
| Tuny - 3miHn Wopao 6e3nekn/edreKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviiiHuii
nepiog, abo sk pe3ysibTar OLiHKM 3BiTY 3
[JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0 NiaHy
negiatpnyHux gocnimxkers (PIP) (3MmiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHV BHECEHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ginis: "B3aemogia 3 iHWNMKW NiKapCbKnMmn
3acob6amu abo iHwWi BUan B3aemMogiin”, "3paTHicTb
BM/IMBATY Ha LIBUAKICTb peakLii Npu KkepyBaHHI
aBTOTPaHCMOPTOM ab0 iHWKMMK MexaHiamamn',
"Mo6iuHi peakyji" Woao 6e3nekn AjtY0i PeHyoBUHM
niKkapcbKoro 3acoby.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/ItOBAHOIO 3BITY 3 6e3neku BiANOBIAHO L0
Mopsaky 3aiicHeHHs dhapmMakoHarisay,
3aTBEPAXEHOro Haka3oM MiHICTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHU
340p0B’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3Ha4YeHVMU y NepioIMYHOCTI NoAaHHSA

3a
peyernmom

He
niosisieae

UA/1878/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
perynsipHux 3BiTiB 3 6e3neku.
34. MPEFABANIH nopoLUokK (cybeTaHuis) y TOB "dapma YkpaiHa XKelizsH Xyaxaii Kutai MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH - He UA/13690/01/01
nakeTax Crapt" dapmacbloTikas nionsiecae
nosieTuNeHoBMX s Ko., NTA.
chapmaLeBTUYHOro
3aCTOCYBaHHS
35. PEKTOOENBLT Cyno3nTopii peKkTasibHi Tpommcaopd HimeuunHa Tpommcaopdd HimeyunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/0685/01/01
100 no 100 mr, no 2 a6o no 6 ¢ Mv6X eHp, m6X eHp Ko. 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom nionsicae
cynosuTopiie y 6nictepi; Ko. KI Kl thapmakoHarnsgy. 3MiHM y KOpPOTKili
no 1 6nictepy B XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
KapTOHHiA KOopooLi MapKyBaHHS Ta IHCTPYKLUiT Ana Mean4yHOoro
3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JAaHUMK 3
AKOCTI, AOKNIHIYHUMW, KNIHIYHUMW JaHUMK Ta
JaHuMm 3 hapMakoHarnsgy - 3MiHu BHeCEHO A0
IHCTPYKLUIii 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis "B3aemogis 3
iHLWIMMK niKapcbkMK 3acob6amu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"Mo6iyHi peakuii” BiANOBIAHO 4O KOPOTKOI
XapakTepucTuKn NikapcbKoro 3acoby.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/tOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopsaky 3aiicHeHHs dhapmMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHU
300pOB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
36. CUHA®DNAHY Masb 0,025 % no 10 ry TOB "[OKI Ykpaina TOB "OKnM YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN 3a He UA/9345/01/01
MA3b Ty6i; no 1 Ty6i B nayu,i "papmaveBTu "®apmMaLesTny | Tuny - 3MiHn Wopao 6e3nekn/edeKTMBHOCTI Ta peyenmom nionszae
yHa thabpuka" Ha chabpuka” hapmakoHarnsgy. 3miHa y KopoTkin

XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKUIT 418 MeAn4Horo
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
NiKapcbKoro 3acoby B nicisipeecTpauiiiunia
nepiog, abo sik pe3ysibTar OLiHKM 3BiTYy 3
JocnigpkeHb, NpoBeAeHNX BiANOBIAHO A0 NaaHy
negiatpnyHmx gocnigkerb (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHVM BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby f0
po3ainis “MpoTunokasaHHs", "OcobIMBOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3acTocyBaHHs", "lNo6GiyHi peakujii” BiANOBIAHO A0
OHOB/EHOT iHthopMaLii 3 6e3nekn Aiyoi Ta
[OMOMDKHMUX PEYOBWH NiKapCbKOro 3acoby.

MepiognyHICTb NOAAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

37.

TOHSUMPET®

Tabnetkn Ans
CMOKTaHHs, o 25
TabneTtok y 6nictepi; no
2 6nictepu abo no 4
6nicTepN Y KapPTOHHIN
Kopoo6Li

BioHopuvka CE

HimeuunHa

BioHopuka CE

HimeuunHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3MiHN
Il TNy - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKMIHIYHUMM, KIHIYHMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0
IHCTPYKUIii 418 MeANYHOro 3acTOCyBaHHSA
niKapcbkoro 3acoby A0 po3ainis "OcobnnBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3n"
(yTouHeHHs iHcpopmawii), "Mob6iuHi peakwyii™

BiZANOBIAHO A0 MaTepianiB peecTpauiiiHoro foche.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/ItOBAHOIO 3BITY 3 6e3neku BiANOBIAHO L0
Mopsaky 3aiicHeHHs dhapmMakoHarisay,
3aTBEPAXEHOro Haka3oM MiHICTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa OXOPOHU
340p0B’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepioAnMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peuyenma

nionsicae

UA/1838/01/01

38.

TOH3UMNPET®

Kpansi opasibHi no 30 M
a60 50 mn 'y chiakoHi;
no 1 donakoHy B
KapTOHHI Kopoo6Li

BioHopvka CE

HimeuunHa

BioHopuka CE

HimeuunHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN
Il TMny - 3miHN Woao 6e3nekn/edheKkTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A4Nsi MeanyHOro
3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JAaHUMK 3
AKOCTI, AOKNIHIYHUMW, KNIHIYHUMW AaHUMW Ta

6e3
peuyenma

nionsizae

UA/1838/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
JaHuMu 3 dhapMakoHarniagy - 3MiHu BHECEHO A0
IHCTPYKUIi ANA MeAUYHOro 3acTOCYBaHHSA
nNiKapcbKoro 3acoby A0 po3ginis "OcobnnBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3n"
(yTouHeHHs iHchopmadi) , "MobiyHi peakuii”
BiNOBIAHO [0 MaTepianiB peecTpaLiiHoro AoCbe.
MepiognyHICTb NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepioanMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
39. ®PEHITEDPUH nopoLUokK (cybeTaHuis) y MAT YkpaiHa MNAT "®apmak” YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH - He UA/13995/01/01
naketTax noABinHWX "dapmak” nionsieae
nonieTNeHoBux ans
BMpOBOHULTBA
HeCTepuIbHUX
nNiKapcbknx hopm
40. dTANA30N Tabnetku no 500 mr, no MAT YkpaiHa NAT YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH 6e3 nionsicae UA/2310/01/01
10 TabneToK y "Kuismegnpen "Kuismegnpena 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta peyenma
6nictepax; no 10 apart" par” thapmakoHarnagy. 3MiHa y KopoTkili

Tabnetok y 6nictepi; no
1 6nicTepy B nauui

XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4yHoro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn NikapCbLKoro
3acoby, abo JocC/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHui
nepiog, abo sk pe3ynbTar OUiHKM 3BIiTY 3
JocnigpkeHb, NpoBeAeHVX BiANOBIAHO A0 NaaHy
negiatpuyHux gocnimkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii AN1s
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3zinis "B3aemopis 3 iHLWIMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAK B3aemogiii",
"Oco6nMBoCTi 3acTocyBaHHA", "Cnoci6
3acToCyBaHHSA Ta 403" (YTOUHEeHHS iHchopmaui),
"Mo6iuHi peakwyi" BigNOBIAHO [0 OHOBNEHOI
iHchopMmawii 3 6e3nekn 3acTocyBaHHS Aio4ol
pPeyoBUHN.

MepioANYHICTb NOAAHHS PerynspHo
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
300pOoB’A Ykpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HayYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

41.

XONE-rPAH

rpaHynn no 10 ry
neHani abo dpnakoHi 3
KpWLLKOLO; No 1 neHany
ab6o hnakoHy B nauuj 3
KapToHY

MpAT
"HaujioHanbHa
[omeonaTunyH

a Cninka"

Ykpaina

MpAT
"HaujioHanbHa
[omeonaTuyHa

Cninka"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.

MepiognyHICTb NoAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiognMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsiecae

UA/8456/01/01

42,

XOJTIOKCAH® 1
r

MOPOLLOK A4/151 PO3UNHY
ans iH'ekuiino 1 r; 1
ch/1akoH 3 NOPOLLKOM Y
KapTOHHI KopooLi

Bakctep
OHkonoaxi
M6X

Himeuunna

Bakctep
OHkonoaxi
m6X

HimeuunHa

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4yHoro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3
SAKOCTI, AOKMIHIYHUMM, KNIHIYHMMUX AaHuMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKUIi 418 MeANYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BnactTuBocCTi", "Cnocib 3acTocyBaHHA Ta fo3un"
(BHeCeHi yTOYHeHHs), "B3aemogis 3 iHWMKn
nikapcbkMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
"Ocob6numBocTi 3acTocyBaHHs", "Mepefo3yBaHHs",
"Mo6iuHi peakwji" BigNoBiAHO A0 MaTepianis
peecTpauiiHoro Aocbe.

MepioAVYHICTL NOAaHHA perynsipHo
OHOB/tOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO L0
Mopsaky 3aiicHeHHs dhapMakoHarisay,
3aTBepKEeHOro HakasoMm MiHiCTepcTBa OXOPOHU
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHs 2016 poky 3a Ne 1649/29779

3a
peyenmom

He
niosnsiecae

UA/2024/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa

3acoby ynakoska)

Ymosu Peknamys Homep
BUPOBGHUKa Bionycky aHHsl peecmpayiliHo2o
nocsioYeHHs

(y pepakuii Haka3y MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/2025/01/01
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta peyenmom niosisieae
thapmakoHarnsgy. 3MiH1 y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnyHOro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMU AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHMMU Ta
AaHuMu 3 hapMakoHarniagy - 3MiHu BHeCEHO A0
IHCTPYKUIi ANA MEAUYHOTO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby A0 po34inis "®apMakosiorivHi
BnacTmsocTi", "Cnoci6 3acTocyBaHHA Ta fo3mn"
(BHECEHI YTOUHEHHS), "B3aemopis 3 iHWKMK
nikapcbkrMun 3acobamu Ta iHWi BUamn B3aemogini',
"Oco6nmBoCTi 3acTocyBaHHs", "MNepeao3yBaHHs",
"Mo6iuHI peakuii" BiANOBIAHO A0 MaTepianis
peecTpauinHoro focLeE.

43. XOJTOKCAH® 2 | nopoLloK AN po3ynHy BakcTep HimeuunHa BakcTep HimeuunHa
r onsiH'ekuinno 2r; 1 OHkonoaxi OHKonoaXi

oNakoH 3 NOPOLLUKOM Y meX 6X

KapTOHHI Kopoo6Li

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3a4iicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCcTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
300pOB’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

44, XO/NOKCAH® NOPOLUOK A/15 PO3UYUHY Bakctep HimeuunHa Bakctep HimeuunHa
500 MI' Ans iH'ekuivi no 500 mr; 1 OHkonoaxi OHkonoaxi

h1akoH 3 MOPOLLKOM Y M6X 6X

KapTOHHI KopooLi

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/2026/01/01
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta peyenmom nionsicae
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4Horo
3aCTOCyBaHHSA Yy 3B’A3KY i3 HOBUMYW AaHUMK 3
SAKOCTI, AOKMIHIYHUMM, KNIHIYHMMUX AaHuMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKUIi 418 MeANYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BnactTuBocCTi", "Cnocib 3acTocyBaHHA Ta fo3un"
(BHeCeHi yTOYHeHHs), "B3aemogis 3 iHWMKn
nikapcbkMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
"Ocob6numBocTi 3acTocyBaHHs", "Mepefo3yBaHHs",
"MMo6iyHI peakuji" BiANOBIAHO A0 MaTepianis
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

peecTpauiiHoro JoCbeE.

MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

45,

LIEE®OCYNbBI
H®

MOPOLLIOK A1 PO3UMHY
ons id'exuin, 1 r/ir; 1
ab60 5 hnakoHiB 3
MOPOLLKOM Y KapTOHHIl
Kopoo6Li

MPO®APMA
IHTepHeLHN
TpeguHr
Nimiteq

ManbTa

Xaynt ®apma
Nartiva C.p.n.

ITanisa

MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pe3ysibTar OLiHKM 3BiTY 3
[JocnigpKeHb, NpoBeAeHNX BiAMNOBIAHO A0 NiaHy
negiatpnyHmx gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) -
3MiHV BHECeHi [0 IHCTPYKLIi A8 MeguyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ainu:
"Moka3aHHA" (peparyBaHHS TEKCTY),
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta fo3n" (iHchopmauis 3 6e3nekn),
"[iTn" (yTouHeHHs iHdpopmaii),
"Mepepno3yBaHHA", "Mo6IYHI peakuii” BigNoBIAHO
[0 OHOBJIEHOT iHhopMmaLi 3 6e3nekun Airoyol
PeyoBUHM.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3aiicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEPCTBI FOCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3/10pOB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyernmom

He
niosisieae

UA/9805/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

46.

LLE®OCYNbbI
H®

MOPOLLOK A/ PO3UNHY
ans iH'ekuid, 0,5 /0,5 ;
1 a6o 5 donakoHiB 3
MOPOLLKOM Y KapTOHHIl
KopooLi

MPO®APMA
IHTepHeLHN
TpenanHr
NimiTeq

ManibTa

Xaynt ®apma
NariHa C.p.n.

ITanis

MepepeecTpauis Ha HeO6MEXeHUI TEPMIH
3MiHY Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NiKkapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsapeecTpaviiHnii
nepiog, abo sik pe3ysibTar OLiHKM 3BiTY 3
nocnimpkeHb, NpoBefeHnX BignoBigHO 40 nnaHy
negiatpnyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom) -
3MiHU BHECEHI A0 iHCTPYKLii 418 MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"Moka3aHHA" (pegaryBaHHs TEKCTY),
"Oco6nmBOCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3n" (iHchopmauis 3 6e3nekn),
"Oitn" (yTouHeHHs iHdopMmaLir),
"Mepepo3sysaHHaA", "MNo6iyHI peakuii” BiANOBIAHO
[0 OHOBJIEHOT iHdhopMaLi 3 6e3nekun gitoyol
PeyoBUHN.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHICTEpCTBI lOCTMLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
370p0B’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepioAnNYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.

3a
peuyenmom

He
nionsizae

UA/9805/01/01

47.

LUATUKONIH
HATPIO

MOPOLLIOK (Cy6CcTaHuis) y
noagiliHMX
nonieTuIeHoBmxX
naketax gns
chapmaLeBTUUHOTO
3acToCcyBaHHs

TOB "HIKO"

YkpaiHa

Kainin
L[bKeH'toiH
Baiokemikan
dapmac'toTikan
Ko., NiT4.

KuTait

MepepeecTpavis Ha HeOOMeXEeHUI TEPMIH

He
nionsicae

UA/13807/01/01

48.

LWARLLAHN
nnoau

nnoau, no 130 r y navuj
3 BHYTPILLHIM NakeTom

TOB
"TepHodhapm"

YKpaiHa

TOB
"TepHodapm"

YkpaiHa

MepepeecTpalis Ha HEOBMEXEHWNA TEPMIH.
MepioAnYHICTL NOAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnagy,
3aTBEPPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
300pOoB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepcTBi tocTuii

6e3
peuyenma

nionsizae

UA/14079/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Hakasy MiHicTepcTBa OXOPOHU
370poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTi NoAAHHSA
perynspHux 3BiTiB 3 6e3neku.

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
pisnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm

T.M. JIacKOoBCbKUM




NMEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
28.05.2019 Ne 1186

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIOTONYHUX MPEMAPATIB), LLLOAO AKUX BY/I BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHA

Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionycKy peecmpayitiHo
3acoby 20
nocsi0YeHHs
1. A3NMEL® NOPOLLOK A1 OPasIbHOT MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/7234/03/01
cycnensii no 200 mr/5 mn, "Kuismegnpen "KnisMegnpenapa TUMY - BHECEHHS HE3HAYHNX 3MiH Y METOAMUKY peyenmom
1 chnakoH 3 NOPOLLKOM apar” ™ BMMPOGYBaHHS 3a nokasHnkoM “"MikpobionoriyHa
(1200 Mr azuTpoMmiLHy) yucToTa": BBEAEHHSA anNbTepHaTUBHOMoO TUNy
ans 30 M opasibHOT HenTpasli3yrouoro KOMNOHEHTY (1eLUMTHHY) A0 NOXUBHUX
cycneHsii pasom 3 cepefoBuLL; 3MiHEHO NPOGONIAroTOBKY 3paska Ans
KanibpyBasibHUM BM3HaueHHs Escherichia coli; BHECEHHS HE3HAYHNX
LINPULOM Ta MipHOIO pefakuiiHMX NpaBokK
JI0KEYKOI B nauli
2. A3NMEL® NOPOLLIOK A1 OPasIbHOT MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a UA/7234/03/02
cycnensii, 100 mr/5 mn, 1 "KniBmegnpen "KniBmegnpenapa TUMY - BHECEHHSI HE3HAYHMX 3MiH Y METOANKY peyenmom
dhnakoH 3 nopotukom (400 apart" T BMNPOGYBaHHS 3a nokasHukoM "MikpobionoriyHa
Mr a3uTpoMiLmHy) ans 20 yucToTa": BBEAEHHA aslbTepHaTUBHOIO TUMy
MJ1 CycneHsii y dos1akoHi; HeNTPaUTli3ytouoro KOMMOHEHTY (EeUMTUHY) A0 NOXMBHUX
no 1 cpnakoHy pasom 3 cepefoByLL; 3MiHEHO NMPOGONIATrOTOBKY 3paskiB;
KanibpoBOYHUM LUMPULLOM BHECEHHS He3HaYHWX pefakLiiiHix npaBok
i MIpHOIO JTOXEUKOI0 B
navui
3. A3BUMEL® TabneTtku, BKPUTI MNAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7234/02/01
NAIBKOBOK 060I0HKOMO, "KviBmegnpen "KniBmegnpenapa TUMy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 500 mr; no 3 a6o 10 apar” T hapMakoHarnsgy, OHOB/IEHHS BXe 3aTBEPKEHOIO
Tabnetok y 6nictepi; no 1 TEKCTY MapKyBaHHS1 BTOPUHHOT Ta NEPBUHHOI YNaKoBKM
6nictepy y nauui 3 NikapcbKoro 3acoby (BHECEHHS MO3HaYeHb OAMHULb
KapToHy BUMIpIOBaHHSA 3 BUKOPUCTaHHAM NiTep NaTUHCLKOro
anasiTy). BBeAeHHS 3MiH NpoTAroM 6-Tu micAUiB nicns
3aTBEPAKEHHSA
4, A30OMEKC Tabnetku no 2,5 mr; no 10 TOB "TeBa Ykpaina Emkiiop IHais BHECEHHS 3MiH [10 peecTpaLjiiiHMx maTepianis: 3MiHu | 3a UA/3768/01/01
Tabnetok y 6nictepi; no 3 YkpaiHa" dapmacbloTikanc TMny - 3MiHK LWoAo 6e3nekn/edekTBHOCTI Ta peyenmom
6nicTepn B KApTOHHIA Nimiteq thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
KopoobLi nNiKapcbKoro 3acoby, TEeKCTI MapKyBaHHSA Ta iHCTPYKLT
ANA MeAVYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
pocnifmxeHb 3 6e3nekn 3acToCcyBaHHS NikapcbKoro
3acoby B nicnApeecTpawinHuii nepiod, abo Ak
pe3ynbTaT OLUiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BiANOBIAHO A0 NnaHy negiatpuyHunx gocnimxers (PIP)
(IHLWI 3MiHW) - 3MiHW BHECEHI [0 IHCTPYKUiT Y po3ainu:
"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLWi
BMAW B3aemogiit”, "OcobmBocTi
3acTocyBaHHsA"/"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "ro6ivHi peakuii”, pegaryBaHHs
iHchopMmauii po3giny "lMNokasaHHA" 3rigHO 3 AaHWMU LWOA0
6e3nekun Ailo4oi peyoBrHN. BBeaeHHs 3MiH npoTarom 3-
X MicsiLiB Nic/ia 3aTBEPAKEHHS

A3OMEKC

Tabnetku no 5 mr; no 10
Tabnetok y 6nictepi; no 3
6nicTepy B KApTOHHIA
KopoobLi

TOB "TeBa
Ykpaina"

YkpaiHa

Emkiiop
dapmacbloTikasnc
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHMx maTepianis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
015 MeAUyYHOro 3acTOCyBaHHS Ha NiAcTaBi perynspHo
OHOBJ/THOBAHOTO 3BITY 3 6e3Mnekn nikapcbKoro 3acoby, abo
pocnifmxeHb 3 6e3nekn 3acToCcyBaHHS NikapCbKoro
3acoby B micnsipeecTpayiinHuii nepioa, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 AOC/IDHKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuuHnx gocnimxers (PIP)
(IHLWIi 3MiHW) - 3MiHW BHECEHI 4,0 IHCTPYKUiT Yy po3ainu:
"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLWi
BMAY B3aemogiin”, "OcobmBocTi
3acTocyBaHHs"/"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "ro6ivHi peakuii”, pegaryBaHHs
iHchopmauii po3ainy "MNokasaHHA" 3rigHO 3 AaHWMU LWOA0
6e3nekn Ailo4oi pevoBrHN. BBeaeHHS 3MiH npoTsarom 3-
X MicsiLiB nicais 3aTBEpAKEHHS

3a
peyenmom

UA/3768/01/02

ANNbBPO®EH

po3uuH, in bulk: no 200 n
y 6oukax 3 Hepxasitouoi
crai

ToBapucTso 3
obmexeHoro
BignoBiganbHi
cTHO
"®APMXIM"

YkpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
"PAPMXIM"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu I
TUMY - 3MiHa BUPOOHWMKa BMXigHOro/MpoMiXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpO6GHMYOMY npoueci A®l, abo 3miHa BUPO6HMKA
(Bkntovaroun, ge HeobxigHO, MicLe NPoBeAEHHS
KOHTpONt0 AKOCTi) AP (3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY A0CbE)(BBEAEHHSA HOBOTO BUPOGHMKA
A®| 3 HagaHHAM MacTep-haiina Ha Adl); cynyTHS 3MiHa
- 3MiHUW, NOB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii PY abo €sponeiicbkoi
thapmakonei, abo iHLWOI HalioHa/IbHOI hapmakonel
nepxasu €C (3miHa y cneuudpikauisix, nos'asaHa 3i
3miHamu B 1PY, abo €Bponelickbkiin hapmakonei, abo
iHLWLIA HauioHanbHI chapmakonei Aepxasu EC); 3MiHa y
napameTpax crneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BVXi4HWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM SKOCTI

Ta BigNoBiAH/M METOAOM BUNPOGYBaHHS, BeEHHS

UA/14442/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
anbTepHaTVBHOIO BUPOBHMKA fil0H0T peYOBUHN
heHobapbiTany i AK HacNifoK 3miHu cnevymdikalii Ta
MeTOZjB BXi4HOr0 KOHTPOJIIO 3@ NOKa3HUKOM
«3aINLLKOBI Ki/IbKOCTi OpraHivyHMUX PO3UMHHUKIB». A
TakoX NpuBefeHHs po3giny «CynpoBifHi AOMILLKW» Y
BiANOBIAHICTb A0 BMMOTr MoHorpacpiii EP 1a oY
7. ANbAA30N TabneTku, BKPUTI AT Ykpaina AT "KUIBCbKWUN YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu | 3a UA/9351/01/01
NNiBKOBOK 060/TI0HKOHO, "KNIBCbKWN BITAMIHHUIA MRy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc peyernmom
no 400 mr; no 3 Tabnetkn BITAMIHHNIA 3ABOA" Ta cknag,. 3miHa y cknagi (4OMOMKHNX peyoBUHaxX)
y 6nicTepi; no 1 6nictepy 3ABOA" roTOBOro NikapcbKoro 3acoby (iHLi 3MiHW) - BUyYEHHS
y nauuj KOHCEepBaHTIB MeTuanaparigpokcmoeHsoary (E 218) ta
nponinnaparigpokcubenHsoarty (E 216) i3 cknagy
[OMNOMDKHUX PEYOBMHMN 3 METOH0 MoKpaLLeHHs sKkocTi /13,
OCKi/TbKW faHi peYOBUHM MOXYTb BUKIKATY aniepriyHi
peakuii. JlaHi KOHCepBaHTV 3aCTOCOBYBa/IUCh A/1A
nonepekeHHs MOX/IMBOrO POCTY Ta PO3BUTKY
MiKpoopraHi3miB y npenaparti i Bxoguav B po3mipi 0,078
% Bif 3arasibHOro po3Mipy. BBegeHHs 3MiH NpoTarom 6-
TV MicALIB Nicasa 3aTBepAKEHHSA
8. AlMb®A A3- kancynu m'ski no 0,25 TeBa I13painb BUPOBHMK, KNI Himeuunxa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/9309/01/01
TEBA mkr; no 30 abo no 60 PapmaLeBTiKa Bignosigae 3a I3painb TMny - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
Kancyn y KoHTeliHepi; no n lHpacTpi3 BMPOBHMLTBO in Yy BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHTLCS
1 KoHTelHepy y kopobui nrg. bulk: BWMNYCKY Cepii Ta KOHTPO/IKO SIKOCTi FOTOBOrO NiKapCbKOro
KataneHt 3aco6y (3amiHa abo AofaBaHHA AifbHULI, Ha SKil
HimeuunHa 3[iICHIETLCS KOHTPO/IL/BUNPOBYBAHHS cepil) - 40AaHHS
E6epbax Mm6X, AiNbHULI, Ha KA 3A4iACHI0ETbCA
HimeuunHa,; KOHTpOnb/BMNpo6yBaHHSA cepii [N13. BBefeHHs 3MiH
TeBa NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS.
dapmaueBTikan
IHpacTpi3 NTa,.,
I13painb (KOHTPO/b
SIKOCTi; BUPOOHUK,
KW BigNoBigae
3a NepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii)
9. ANNb®dA A3- Kkancynm m'ski no 0,5 Mkr; TeBa I13painb BUPOBHWK, KNI HimeuunHa/ BHECEHHS 3MiH A0 peecTpaviiHnx martepiasi: 3MiHu | 3a UA/9309/01/02
TEBA no 30 abo no 60 kancyny | ®apmaueBTika Bignosigae 3a I3painb TMny - 3MiHK 3 SiKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
KOHTeliHepi; no 1 N lHpacTpi3 BUPOBHMUTBO in Yy BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHOTLCS
KOHTeliHepy y Kopoobui nra. bulk: BUMYCKY Cepii Ta KOHTPOJIIO SKOCTi FOTOBOrO NiKapCbKoro
KataneHt 3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha SKi
HimeuunHa 3AiiCHIOETLCA KOHTPOL/BUNPOOYBaHHA cepii) - AoAaHHSA
E6epbax MvbX, OiNbHULI, Ha SIKIA 34iACHIOETLCS
HimeuunHa,; KOHTpOnb/BUNpo6yBaHHSA cepii [13. BBeaeHHs 3MiH
TeBa NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHS.
dapmaueBTikan
IHaacTpis fita.,
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
13painb (KOHTPOsib
SAKOCTI; BUPOBHUK,
KW BigNoBigae
3a NepBUHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii)
10. AlMb®A A3- Kancynu m'ski no 1,0 mkr; TeBa I13painb BUPOBHMK, KNI HimeuunHa/ BHECEHHS 3MiH A0 peecTpaviiHnx martepiasnis: 3MiHu | 3a UA/9309/01/03
TEBA no 30 abo no 60 kancyny | dapmaueBTika BignoBigae 3a I3painb TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHKN peyenmom
KOHTeliHepi; no 1 n lHpacTpi3 BUPOBHMUTBO in Yy BUPOGHULITBI. 3MiHa iIMNopTepa/3miHu, L0 CTOCYHOTbCS
KOHTeliHepy Y Kopobui nra. bulk: BUMYCKy Cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro
KaTaneHt 3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha SKil
HimeuunHa 3[iICHIETLCA KOHTPO/IL/BUNPOBYBAHHS cepil) - A0AaHHS
E6epbax Mv6X, AiNbHULI, Ha KA 34iNCHI0ETCA
HimeuumnHa; KOHTpOnb/BMNpo6yBaHHSA cepii [N13. BBeaeHHs 3MiH
TeBa NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPXKEHHS.
dapmauesTikan
IHpacTpis N14.,
I13painb (KOHTPOsIb
SIKOCTi; BUPOBHUK,
KW BigNoBigae
3a NepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYyCK
cepii)
11. AMBPOKCO/1- Tabnetku no 30 mr no 10 TOB "TeBa YkpaiHa Mepkne M'moX HimeuunHa BHECEHHS 3MiH [0 PEECTpaLiiHNX MaTepianis: 3MiHa 6e3 UA/1611/01/01
TEBA TabneTtok y 6nictepi; no 2 YkpaiHa" (BMpOGHMLTBO 3asBHMKa (BNacHWKa peecTpauiiHoro nocBigYeHHs) peyenma
6nictepmn y Kopobui Hepo3chacoBaHor (3rigHO Haka3y MO3 Big 23.07.2015 Ne 460). 3MmiHu |
0 NPOAYKTY, TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
[103BiN Ha BUMYCK chapmakoHarnsagy. BeefeHHa abo 3miHn o
cepii; nepBrHHa Ta y3arasibHeHUX faHnx nNpo cucTemy drapmakoHarnsgy
BTOPUHHA (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
ynakoBka, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
KOHTPONb cepir) BiANOBiAANbLHOI 3a 3ilicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa Ans
3pjificHeHHs hapMakoHarnsay B YkpaiHi, AKLL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3fjificHeHHs hapmakoHarnsagy (BKIHOYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-taiina
cucteMu hapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNoOBigabHOI 3a
thapmakoHarnsg,. 3miHa Micus 34iCHEeHHS] OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3miHa
MicLie3HaxXoKeHHs MmacTep-haina
12. AMBPOKCO/- Tabnetku no 30 mr no 10 TOB "TeBa Ykpaina Mepkne 'M6X, HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/1611/01/01
TEBA Tabnetok y 6nictepi; no 2 YkpaiHa" HimeuunHa TMNy - NOAaHHA OHOBJ/IEHOrO cepTudlikaTa BiANOBIAHOCTI peyenma
6nicTepun y Kopobu,i (BUPOGHMLTBO €sponelicbkiii hapmakonei Ne R1-CEP 2004-201-Rev

Hepo3dacoBaHoro

03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
NpOAYKTY, [A03BiN ANA Ailo4ol PeyoBYHM Bif, BXe 3aTBEPKEHOro
Ha BUNYyCK cepii); BMPOGHMKA, K HACNifoK 3MiHa agpecu BnacHuka CEP
Mepkne 'v6X, Ta BUTyYEHHS BUPOGHMYOI AinbHuLi Ad|
HimeuunHa
(nepBuHHa Ta
BTOPMHHA
ynakoBka,
KOHTpPO/b cepii)
13. AHrIO- pO34uH ANs iHdysili 42 TOB YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15912/01/01
BETAPIIH mr/mn no 100 mny "®APMIOHIO akuioHepHe TUNy - BBEEHHSA HOBOro BUPOGHMKa AP| apriHiHy peyenmom
naswui, no 1 nasawuiy H BCB TOBapuncTeo rigpoxnopuay, 3 nogaHHam Hosoro Ceptudikara R1-
KOpOO6Lii 3 KapTOHY OEBENIOMNME "IHdpy3ia” CEP 2010-048 Rev 00.
HT" 3MiHK | TUNY - BBELEHHSA HOBOrO BUPO6HMKA AP apriHiHy
rigpoxnopuay, 3 nogaHHam Hosoro Ceptudikara R1-
CEP 1998-120-Rev 03
14. ATEPOKAPL TabneTtku, BKPUTI AT Ykpaina AT "KUIBCbKWN YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/3926/01/01
NNiBKOBOK 060/TI0HKOIO, "KNIBCbKWN BITAMIHHUIA TMny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyernmom
no 75 mr no 10 Tabnetok BITAMIHHAIA 3ABOA" CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
y 6nictepi; no 1, 3, 4 abo 3ABOA" PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby (3miHa
no 7 6nictepis y navui KiNbKOCTi 0guHuLG (Hanpuknag TabeTok, aMmny TOLLO)
B YNakoBL,:) - 3MiHa no3a Aiana3oHoM 3aTBepIKeHNX
po3MipiB ynakoBku. BBeeHHSA 0AATKOBOrO po3mipy
ynakoBku 10 TabneTtok y 6nictepi, no 3 6nictepu B
nauui, 6e3 3MiH1 NepBMHHOTO NakKyBaslbHOrO MaTtepiasy:
3arBepmKeHo: Ynakoska. Mo 10 Tabnetok y 6nictepi i3
NAiBKM NOAIBIHINXNOPUAHOT Ta PONbIN antoMiHIEBOT
ApykoBaHoi nakoBaHoi. Mo 1, 4 abo 7 6nictepis pa3om 3
IHCTPYKLi€E0 AN51 MeANYHOro 3aCTOCYBaHHSA BKNaAal0Th
y nayky 3 KapToHY A8 CNOXMUBYOT Tapw.
3anponoHoBaHo: Mo 10 TabneTok y 6nictepi i3 naiBku
NOANIBIHINXI0PUAHOT Ta (PONbIV aTlOMIHIEBOI ApYKOBAHOI
nakoaHoi. Mo 1, 3, 4 abo 7 6nicTepis pa3om 3
IHCTPYKUi€0 AN51 MeANYHOT0 3aCTOCYBaHHSA BKNaAal0Th
y nauky 3 KapToHy A1 CNOXMBYOT Tapn. BBefeHHS 3MiH
NpoTArom 6-T1 MicALIB Mica 3aTBEPMAKEHHS.
15. ADDOUNLA rpaHynu ons opasnbHoi [enbta LLiBeiuapis daliiH Pyac eHa ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12718/01/01
DOPT- cycneHnsii, 100 mr/2 r no 2 Megiken dapmacbloTikan3 UMY - 3MiHW WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
HIMECYNIA ry cawe; no1la6ono 3, [MpomoyLIH3 H.T.M. C.IM.A. thapmakoHarnsgy. BeegeHHst abo 3miHn go
abo no 6, abo no 30 abo Al y3araslbHeHUX JaHuX Npo cuctemy dpapmakoHarnsgy

no 999 catue, 3'egHaHnX
no Tpw 3 NiHie
nepdpopadii, B kopobui

(BBEAEHHS y3araslbHEHVX AaHUX NPO cUCTEMY
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0coou,
BiANOBiAaNbLHOI 3a 34ilicHEHHS chapmakoHarnaay;

KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3assHvKa Ans
3[iicCHEHHS (hapMakoHarnsay B YKpaiHi, SKL0 BOHA
BiIMiHHa BiJ YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI 3a
3pjiicHeHHst hapmakoHarnagy (BkoYatouy KOHTaKTHi
[AaHi) Ta/abo 3MiHM Yy po3MileHHI MacTep-daiiia
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
cuctemu chapmMakoHarnsagy) - [iroya pegaxuis:
yNnoBHOBaXeHa ocoba 3asBHUKa, BiANoBiga/ibHa 3a
3pificHeHHs hapmakoHarnsgy -TepeHTtieB OnekcaHap
HOpilioBunuy. MponoHoBaHa pefakLisi: ynoBHOBaXKeHa
ocoba 3asBHWKa, BiANOBIAaIbHA 3a 34iNCHEHHS
thapmakoHarnsgy - PornHceka OneHa MNasniBHa. 3miHa
KOHTaKTHUX JaHKX YNMOBHOBaXXEHOT 0CObM 3asBHUKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsgy
16. ALEKOP Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasliB: TeXHiYHa 6e3 UA/9628/01/01
KAPAIO KMLLKOBOPO34MHHI no 100 "MIKPOXIM" "MIKPOXIM" NOMM/IKa NPW HaNMCaHHi YaCTUHU TEKCTY MapKyBaHHS peyenma
mr, no 50 a6o no 100 nyHkTy 2. KIIbKICTb AIF0YOT PEYHOBUHIN Ha
Tabnetok y 6aHui; no 1 poCilicbkiii MOBI
6aHLi B nayLi 3 KapTOHY;
no 10 TabneTtok y
6nictepi, no 5 6nictepiB y
nadui 3 KapToHy; no 25
Tabnetok y 6nictepi, no 4
6nictepm y nauui 3
KapToHyY
17. ALUENI3VH NMOPOLLOK A1 PO3UNHY MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/2181/01/01
ans iH'ekuii no 1,0 r; 10 "KuiBmegnpen "KuiBMmegnpenapa MRy - aAMiHICTpaTUBHI 3MiHW. (iHLI 3MiHK) - 3MiHa 0 peyenmom
hNakoHiB 3 MOPOLLKOM Y apart" T po3giny 3.2.S.2.3. KoHTpob matepianis, LWOAO Ha3Bu
KOHTYPHIli YapyHKOBIi BMPOGHMKA AONOMDKHOI peYoBMHU: po3unH D,L — Ni3nHy
yMaKkoBLi; N0 1 KOHTYpHIl 0CHOBW 50 %, L0 BUKOPUCTOBYETLCH B SAKOCTI
YapyHKOBIli ynakoBLi B [0NOMDKHOT peyoBVHU Npy BUPO6HULTBI AP| ALenisuHy
nauui cTepubHOro. 3aTBepmkeHo: «Sanofi synthelabo»,
®paHuisa; 3anponoHosaHo: «Sanofi Winthrop Industrie»,
PpaHuis
18. AUENI3VH NopoLLoK (cybcTaHuis) y MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiais: 3miHu | - UA/10019/01/01
CTEPUNBHNIA 6igoHax anomiHieBux ana | "KuiBmegnpen "KniBMegnpenapa TMNY - aAMiHICTPATUBHI 3MiHW. (HLWi 3MiHW) - BHECEHHS
BMPOGHULITBA CTEPUTIBHUX apart" T 3MiHU [0 MaTepianiB peecTpauiliHoro fJoCbe: 3MiHa
nikapcbknx hopm Ha3BW BUPOOHMKA JONOMIXHOI pe4oBMHY "po3umnH D,L —
Ni3nHy ocHoBM 50 %", LLLO BUKOPUCTOBYETLCA B AKOCTI
[OMOMDKHOT peyoBMHY NpK BUPOBGHULTBI AP| AuenisuHy
cTepwbHOro. 3aTBepmkeHo: «Sanofi synthelabo»,
®paHuis; 3anponoHosaHo: «Sanofi Winthrop Industrie»,
PpaHuis
19. BEPAINPUN® Tabnetkn no 10 mr; no 10 | BEPNIH-XEMI HimeuunHa BEP/IH-XEMI AT, HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7553/01/01
10 Tabnetok y 6nictepi: no 3 Al HimeuyunHa TUMY - 3MiHW LWOAO PO3AiNeHHS ChiIbHOT 415 AABOX peyenmom

6nicTepn y KapTOHHiIl
Kopoo6ui

(BMpPOGHMLTBO "in
bulk" Ta koHTpONb

cepiii); BEP/IIH-
XEMI AT,
HimeuunHa
(nakyBaHHs,
KOHTpO/Ib Ta
BUWMYCK Cepii);
MeHapiHi-®oH

[103yBaHb iHCTPYKLT 3 METO 3aTBEPAKEHHS IHCTPYKLil
OKPEMO MO KOXHOMY [03yBaHHI0. BBegeHHs 3MiH
NPOTArom 6-Tu MiCALIB NicNa 3aTBepAKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

XeligeH Mv6X,
HimeuunHa
(BMpOGHMLTBO "in
bulk", nakyBaHHs,
KOHTpO/Ib Ta
BUMYCK Cepiit)

20.

BEPNINPUN®
20

Tabnetku no 20 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepun y KapTOHHIl
KopoobLi

BEPIIH-XEMI
Al

HimeyunHa

BEP/IH-XEMI AT,
HimeuunHa
(BUpOGHMLTBO "in
bulk" Ta kKOHTPO/Ib
cepiii); BEP/TIH-
XEMI AT,
HimeuunHa
(nakyBaHHs,
KOHTPO/Ib Ta
BUMYCK Cepiif);
MeHapiHi-®oH
XenpgeH M'vbX,
HimeuunHa
(BMpOGHMLTBO "in
bulk",nakyBaHHs,
KOHTpO/b Ta
BMNYCK Cepiii)

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu |
TUMY - 3MIHWU LWOA0 PO3AiMEHHS CMiNbHOI AN ABOX
[03yBaHb iHCTPYKLi 3 METOK 3aTBEPAXKEHHS IHCTPYKLil
OKPEMO MO KOXHOMY [,03yBaHHI0. BBeeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNSA 3aTBEPAKEHHS

3a
peyenmom

UA/7553/01/02

21.

BICENTON®

TabneTkun no 400 mr/80
Mmr; no 20 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHIiA kopobui, no 14
TabneTtok B 6nicTepi, no 1
6nicTepy B KAPTOHHIl
Kopo6ui, no 1000
TabneTok y metasieBoMy
KOHTeliHepi

AT "Apavep
Papma”

Monba

Mab'AHiLbKuiA
thapmaueBTUYHWA
3aBog Monbga
AT.

MonbLa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiB: 3MiHa
3asBHMKa (BNacHMKa peecTpauiiHoro nocBigYeHHs)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460):
3aTBepakeHo: Mab aHiubkuiA hapMaueBTUYHWIA 3aBO,
Monbtha A.T., MonbLa / Pharmaceutical Works Polfa in
Pabianice Joint — Stock Company, Poland.
3anponoHoBaHo: AT "Agamep ®apma”, Monbwa /
Adamed Pharma S.A., Poland.
3minu | TUNY - 3MiHK Wwogo 6e3nekn/eddekTMBHOCTI Ta
chapmakoHarnsagy. BeefeHHa abo 3miHn o
y3arasibHeHUX faHnx nNpo cucTemy drapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANbLHOI 3a 3AilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa ans
3pjiicHeHHs hapMakoHarnsay B YkpaiHi, SKL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBigansHOI 3a
3fjificHeHHs hapmakoHarnagy (BKIHOYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-taiina
cucteMu hapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BifNOBigabHOI 3a
3[jicCHEeHHSsT hapMakoHarisaay. 3MiHa KOHTaKTHUX JAaHnX
KOHTaKTHOI 0co6u, BignoBigaibHOI 3a 34iACHEHHS
hapMakoHarnagy B YkpaiHi. 3amiHa mMicus 34iCHeHHs
OCHOBHOI Aii/IbHOCTI 3 (hapMakoHarniagy. 3amiHa

3a
peyenmom

UA/3027/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

MicLie3HaxoMKeHHs1 MacTep-daiina cuctemu

dhapmakoHarisiay. PEKOMEHAYITLCS 40 3aTBEPAKEHHS.

22,

BICENTON®

Tabnetku no 400 mr/80 mr
in bulk: no 5 kr TabneTok
y NoNieTUIeHoBOMY
MiLLIKY, BMiLLLlEeHOMY Y
nonieTuneHoBuit
KOHTeliHep

AT "Apavep
Papma”

MonbLa

Mab'AHiLbKuiA
thapmavueBTUYHWIA
3aBog, Monbga
AT.

Monba

BHECEHHS 3MiH [0 peecTpaLifiHux maTepiasiis: 3MiHa
3asBHMKa (BNacHMKa peecTpauiiHoro nocBigYeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
3aTtBeppkeHo: Mab aHiubkuiA hapMaueBTUYHWIA 3aBOf,
Monbtha A.T., MonbLa / Pharmaceutical Works Polfa in
Pabianice Joint — Stock Company, Poland.
3anponoHoBaHo: AT "Agames ®apma’, MonbLa /
Adamed Pharma S.A., Poland.
3MmiHu | TUnYy - 3miHn Wwogo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUCTEMY
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaNbLHOI 3a 3AilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assHvKa ons
3pjiicHeHHs hapmakoHarnsgy B YKpaiHi, AKL0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3fjiicHeHHs hapmakoHarnagy (BKIHOYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cucteMu dhapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BifNOBigabHOI 3a
3[jicHeHHs hapMakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u, BiAnoBifaibHOI 3a 34iACHEHHS
hapmMakoHarnagy B YkpaiHi. 3amiHa micus 34iCHeHHs
OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnagy. 3amiHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
dhapmakoHarnagy. PEKOMeEHAYHOTLCA [0 3aTBEPAKEHHS.

UA/3028/01/02

23.

BICOMPON®

Tabnetku no 2,5 wmr, no 10
Tabnetok y 6nictepi; no
2,3 abo 5 6nictepiB y
navui

MAT "dapmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiHuX MaTepianis: 3MiHu |
TUMY - 3MiHW 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHK
Yy BMPOGHULTBI. 3MiHa po3mipy cepii (BK/ItoUaoUn
Aianas3oH po3Mipy cepil) roTOBOro /likapCbKoro 3acoby
(36inbLueHHA A0 10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM
pPO3MipoM) - BBEA,eHHA A04AaTKOBUX Po3Mipis cepii N3 -
NponoHoBaHa pefakLis:
3aTBepmkeHi po3mipu cepii gns TabneTok no 2,5 wmr:
50 kr (476,190 Tuc. TabneTok),

300 kr (2857,142 Tuc. TabneTok)
[opatkoBuii po3mip cepii:

500 kr (4762,0 Tc. TabneTok)

3a
peyenmom

UA/3214/01/03

24.

BICOMPON®

Tabnetku no 5 mr, no 10
Tabnetok y 6nictepi; no
2,3 abo 5 6nictepiB y
navui

MAT "dapmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiHuX MaTepianis: 3MiHu |
TUMY - 3MiHN 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHK
Yy BMPOGHULTBI. 3MiHa po3mipy cepii (BKIoUaUn
Aianas3oH po3Mipy cepil) roTOBOro /likapCbKoro 3acoby
(36inbLueHHA A0 10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM
pPO3MipoM) - BBEA,eHHA A04AaTKOBUX Po3Mipis cepii N3 -
npornoHoBaHa pefakLis:
3arBepmKeHi po3mipun cepil Ans 1abneTok no 5 mr:
63,503 kr (634 Tuc. TabneTok),

300 kr (3000 Tuc. TabneTok)

3a
peyenmom

UA/3214/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
[opatkoBuii po3mip cepii:
500 kr (5000 T1c. TabneTok)
25, BICOMPON® Tabnetku no 10 mr, no 10 | MAT "dapmak” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peECTpaLitHnX MaTepianis: 3MiHu | 3a UA/3214/01/02
Ta6neTok y 6aicTepi; no TUNY - 3MiHW 3 SIKOCTI. IOTOBUIA NikapcbKuii 3aci6. 3MiHu peyenmom
2,3 a6o 5 6nicTepie y _Y BUPOGHNLTBI. 3miHa posmipy cepif (BrNtovaroun
navuj AjanasoH po3mipy cepii) roToBOro /ikapcbkoro 3acoby
(36inbleHHA fo 10 pasiB NOPIBHAHO i3 3aTBEPAXEHNM
pPO3MipoM) - BBEA,eHHA A04aTKOBUX PO3Mipis cepii N3 -
NponoHOBaHa pefakLis:
3aTBeppkeHi po3mipu cepii 4ns TabneTtok no 10 mr:
63,500 kr (423 Tc. TAbNeToKk),
300 kr (2000 Tuc. TabneTok)
[opatkoBuii po3mip cepii:
500 kr (3333 T1C. TabneTok).
26. BlconrPonon TabneTtku, BKPUTI CaHpo3 CnoBeHis BMPOGHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/4401/01/01
CAHAO3® NNiBKOBOK 060/TI0HKOHO, dapmacbtoTika NMOBHVM LMK/TOM: MonbLia My - 3MiHK 3 sKkocTi. CepTudikat BignoBigHOCTI/TE- peuyenmom
no 5 mr, no 10 TabneTok y n3 a.a. Cantotac dapma cepTudikaT BignoBigHOCTI EBponeiichkiii
6nicTepi; no 3 6nictepu B 'mM6X, HimeuunHa; hapmakonei/moHorpadii. NMogaHHs HoBoro abo
KapTOHHI Kopobui; no 15 OHOB/IEHOrO cepTudpikaTa BiAnoBigHOCTI abo BUNYYEHHS
Tabnetok y 6nictepi; no anbTepHaTUBHWI cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei:
2, abo no 4 abo no 6 BUPOBHUK- ans A®l; ansa suxigHoro
6nicTepiB y KAPTOHHIi BMPOGHMLTBO 3@ marepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
KopooLi NOBHUM LUK/IOM; BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
nepBuHHE i peyoBuHM (cepTudpikat BigNoBiAHOCTI EBpONEiiChKiii
BTOPVHHE thapmakone’) - OHOBMeHUA cepTuddikar Bif yxe
nakyBaHHs, 3aTBEPAKEHOr0 BUPOBHMKA -
KOHTpO/b Ta nofaHHa oHossieHoro CepTtudikarty BignoBigHOCTI
BMNYCK Cepil: €sponelicbkin hapmakonei R1-CEP 2008-022-Rev 02
Nek C.A., Monbwa (nonepegHs Bepcia R1-CEP 2008-022-Rev 01) Big, Bxe
3aTBepaxeHoro BmpobHuka AREVIPHARMA GMBH ans
A®| Biconponony dpymapary.
27. BlconpPonon TabneTku, BKPUTI CaHpo3 CnoBeHis BMPOGHULITBO 3a HimevunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/4401/01/02
CAHAO3® NNiBKOBOK 060/I0HKOHO, dapmacbioTika NOBHUM LMKIOM: MonbLa My - 3MiHK 3 sKkocTi. CepTudikat BignosigHOCTI/TE- peyernmom
no 10 mr, no 10 TabneTtok n3 a.a. Cantotac dPapma cepTudikar BiANOBIAHOCTI €BpoNeichbkKil
y 6nicTepi; no 3 6nictepu 'm6X, HimeuunHa; thapmakonei/moHorpadii. NMogaHHs HoBOro abo
B KapTOHHIli KOpo6Lii; No OHOBJ/IEHOrO cepTudpikaTa BiAnoBigHOCTI abo BUNYYEHHS
15 TabneTok y 6nictepi; albTEPHATUBHUNA cepTuguikaTa BignoBigHOCTI €EBponenchkin hapmakonei:
no 2, abo no 4 a6o no 6 BMPOGHUK- ana A®l; pns BuxigHoro
6nicTepiB y KAPTOHHIi BMPOGHULITBO 3a marepiany/peareHTy/npomMKHOro NPOAYKTY, WO
Kopoobui NMOBHWM LUK/OM; BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; 415 4OMOMIKHOT
nepBuHHE i peyoBuHM (cepTudpikat BigNOBIAHOCTI EBpONEiChKiit
BTOPVHHE dhapmakonei) - OHOBNeHWIA cepTudikar Big, yxe
nakyBaHHs, 3aTBEPKEHOr0 BUPOBHMKA -
KOHTpO/b Ta noJaHHa oHoBsieHoro Ceptudikarty BifnoBigHOCTI
BUNYCK cepil: €sponeiicbkili hapmakonei R1-CEP 2008-022-Rev 02
Nek C.A., Monbwa (nonepegHs Bepcis R1-CEP 2008-022-Rev 01) Big, BXe
3aTBepmxeHoro BupobHuka AREVIPHARMA GMBH ans
A®| Biconponony dpymaparty.
28. BOHBIBA® PO34uH A5 iH'eKUi no 3 ®.XobcpmanH- | LBeliuapisa BMPOGHMLITBO HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/5164/02/01
Mr/3 M/, N0 3 M1 PO3UYUHY Jla Pow NTg, Hepo3sdhacoBaHol TMMY - 3MiHW LWoA0 6e3nekn/etpekTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
B nonepeaHbLo npoayKuir, thapmakoHarnagy. BeegeHHs abo 3miHM fo
HanoBHEHOMY LUNPULL; NO nepBuHHe y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
1 nonepefHL0 nakyBaHHS: (BBEAEHHSA y3araslbHEHVX AaHUX NPO CUcTemy
HamnoBHEHOMY LINpULY B Bettep ®apma- dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
KomnekTi 3 1 ®epTuryHr MrméX i BiANOBIAANLHOI 3a 3AiiCHEHHS (hapmakoHarnaay;
CTEPU/ILHOIO TONIKOK0 4115 Ko. KT, KOHTaKTHOI 0cobu 3 hapMakoHarisay 3asBHvKa ois
iH'eKLjin nomileHoto B HimeuuunHa; 3pjificHeHHs1 hapMakoHarnsay B YKpaiHi, AKLL0 BOHA
naacTMacoBwuii BTOPUHHE BigMiHHa Bi, yNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a
KOHTEiHEp B KApPTOHHIl nakyBaHHs1, 3[jiCHEeHHs1 hapmakoHariaay (BKIKYakum KOHTaKTHI
Kopoobui BUNPOBYBaHHSA [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
KOHTPOJIO SIKOCTI, cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobum
BMNYCK Cepil: 3as1BHIKA, BignoBiga/IbHOI 3a 34iACHEHHST
Pow fiarHocTuke thapmakoHarnagy B Ykpaini. Aitoda pegakuis — oy,
m6X, HimeyunHa TeTsaHa HOpiiBHa. MponoHoBaHa pedakuis — MoLwHiHa
Onbra IBaHiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6UM 3asiBHMKA,
BiZJNOBIAAbHOI 3a 3AjiCHeHHs1 hapmakoHarnagy B
YkpaiHi.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0Co6U
3a8BHUKA, BiAMOBIAANbHOI 3a 3AiAICHEHHS
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHS OCHOBHOT
LisnbHOCTI 3 hapmakoHarnagy. 3miHa
MicLle3HaxopKeHHsi MacTep-thaiina cuctemu
dhapmakoHarnsgy.
29. BOHEBICTA pO34uH A8 iH ekuiin, 1 Mictpan Benuka BMPOOHULITBO HimeyunHa/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasliB: TEXHIYHA 3a UA/16927/01/01
mr/mn no 3 Mn B Kenitan BpuTaHis bulk, nepBuHHe Ta Benbrisi/ nomuska (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) peyernmom
nonepeaHL0 MeHemKmMeHT BTOPWHHE IcnaHis BunpasneHHs TEXHIYHUX MOMWUIIOK, 3rifHO n.2.4. po3giny
HanoBHEHOMY LUNPWL; NO Nimitepn nakyBaHHs: VI Haka3zy MO3 Ykpainu Big, 26.08.2005p. Ne 426 (y
1 nonepegHbL0 EBep dapma pegakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460)
HanoBHEHOMY LLUNPULY B [xeH T'mM6X, — BunpaBieHHst TEXHIYHOT MOMWIIKM, B METOAax
KOM/EKTI 3 TONKOt B HimeyumnHa; KOHTPO/IO SIKOCTI, & came, NMoMunIka NoBsidaHa i3
KOHTYPHIli YapyHKOBIi BTOPVHHE HEKOPEKTHUM Nepeks1afom Ha YKpaiHCbKy MOBY
yMakoBLi B maui nakyBaHHs: HaliMeHyBaHHs Ta MicLie3HaxoMKeHHS BUPOOHMKa
EHecTin nikapcbkoro 3acoby. 3asHayeHe BUNPaB/EHHSA
Benpxmym H.B; BiANOBIAAE Marepianam peecTpaviiHoro A0CLE PO34in
Benebrist; 3.2.P.3.1 BUpoGHWK.
BUNYyCK cepil:
CiHTOH XicnaHisi,
C.J1., IcnaHis
30. BOPTE3OBICT | nopoluok ans MicTtpan AHrnis CiHTOH Xicnaris, Icnanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/16621/01/02
A NPUroTyBaHHA PO3YUHY Kenitan C.J1., IcnaHisi; Yecbka TMNYy - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom
ONns iH ekyii no 3,5 mr; 1 MeHeKMeHT CiHTOH c.p.o., Pecny6nika/ thapmakoHarnsgy. BeegeHHs abo 3miHv o
ch/1akoH 3 NOPOLLKOM Y Nimiten Yecbka Bonrapis y3arasibHeHUX faHnx nNpo cucTemy drapmakoHarnsgy
KapTOHHI Kopoo6Li Pecny6nika; (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
OHkomef, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
MaHydekTypiHr BiANOBiAANbLHOI 3a 3AilicHEHHS chapmakoHarnaay;
a.c., Yecbka KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa ans
Pecny6nika; 3Ai/iCHEHHS1 (hapMakoHarnsay B YKpaiHi, SIKLLO BOHA
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
il BigMiHHa BiJ, yNOBHOBaXEHOI 0C06M, BifnoBifanbHOI 3a
dapmacbloTikasc 3pjiicHeHHs1 hapmakoHarnagy (BKoYatouy KOHTaKTHi
Nta, Bonrapis [aHi) Ta/abo 3MiHM y po3MilleHHi macTep-caiina
cuctemu chapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHO|
ocobw, BiANOBIAa/IbHOI 3a hapmakoHarnsag;:
[itoua pepakuis: fly6ay TeTsaHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa CBiTiaHa
BikTopiBHa. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHO!
ocobu, BiAnoBigasbHOI 3a dhapmakoHarniag. 3MiHa Micus
3[4iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarnisay.
3MiHa MicLe3HaxoMKeHHA MacTep-dhaiina.
31. BEHOCMIH® TabneTku, BKpUTI MPAT YkpaiHa BiANOBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasliB: TeEXHiYHa 6e3 UA/9747/01/01
NNiBKOBOK 060/I0HKOHO, "®ITOPAPM" BUPOBHULTBO, nomMunka (3rigHo Hakasly MO3 Big 23.07.2015 Ne 460) B peyenma
no 10 TabneTtok y nepBrYHHE/BTOPUH IHCTPYKUIT 415 MeAUYHOro 3aCTOCyBaHHA NiKapcbKoro
6nictepi, no 3 abo 6 He MakyBaHHS, 3aco6y; 3a3Ha4eHe BUMpPaB/IeHHS BiAMNoBigae
6nicTepiB y nayui 3 KOHTPO/b SKOCTI mMarepiasiaM peecTpauiiHoro 1ocke
KapToHy Ta BUNycK cepil:
MPAT
"®ITOPAPM",
YkpaiHa,;
BiANOBiAA/IbHWIA 32
BUPOBHULTBO,
nepBYHHE/BTOPVH
He nakyBaHHs Ta
KOHTPO/b SIKOCTI:
MAT "BiTaminn",
YKpaiHa
32. BEPIOCTUH Tabnetku no 8 mr no 10 CaH IHAis CaH IHAisa BHECEHHS 3MiH 10 peecTpavliiiHnux maTtepianis: 3MiHu I 3a UA/12034/01/01
Tabnetok y 6nictepi, no 3 | ®apmacboTuK dapmacbloTrKan TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta peyenmom
6nicTepn B KApTOHHIA an IHgacTpi3 IHpacTpi3 Nlimiteq, thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
KopoobLi Nimiteq

30608B'A3aHb Ta YMOB BUAaui peecTpauiiiHoro
noceigyeHHs, Bkovaouy MnaH ynpasniHHA pyu3vkamm
(3acTocyBaHHA 3MiH(K), sKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM [,0ATKOBUM
AaHVMU, L0 MaloTb HaJaBaTUCsA KOMMETEHTHUM
OpraHoMm, OCKifIbki BUMara€eTbCsi CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHom) BukoHaHHs 3060B's13aHb
BignosigHo fo nianyHkty 1.13 nyHkTy 1 fogaTky 15 Ao
MopsiaKky NpPoBefEHHS eKCnepTn3n peecTpauiniHux
MaTepianis Ha nikapcbki 3acobu, Lo NoAalTbes Ha
OepXaBHy peecTpauiio (nepepeecTpaviio), a Takox
eKkcrnepTusn MaTepianis NPo BHECEHHA 3MiH 40
peecTpauiiHux MaTepianis NpoTArom fAii
peecTpavLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
3MiHU BHECeHi A0 IHCTPYKUiT 4ns MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
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n/n

JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20

33.

"Oco6nMBOCTI 3acTOCyBaHHA", LWOA0 6e3neku
3acToCyBaHHSA fikapcbKoro 3acoby BiAMOBIAHO A0
MaTepianisB peecTpauiiHoro goche.

nocsioYyeHHs

34.

BEPIrOCTUH

Tabnetku no 16 mr no 10
Tabnetok y 6nictepi, no 3
6nicTepy B KApTOHHIA
KopoobLi

CaH
PapmMacboTuK
an IHpgactpis
Nimitepn

IHais

CaH
PapmacbloTukan
IHpacTpi3 Nimites

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu ||
TMny - 3MiHK LWoAo 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB BUAaui peecTpayiiiHoro

NoCBIAYEHHS, BKtOYatoun MnaH ynpaeiHHSA pu3nkamm

(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraoTb(€)
noAasibLIOro 06I'pyHTYBaHHSA HOBUMM [,0aTKOBUM
[JaHUMK, Lo MatoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKi/fIbKM BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM opraHom) BukoHaHHs 3060B's13aHb
BignosigHo fo nianyHkty 1.13 nyHkTy 1 fogaTky 15 o
Mopsaky NPoBefEHHS eKcnepTn3n peecTpauiniHux
mMaTepianis Ha nikapcbki 3acobum, Lo NoAalTbes Ha
OepXaBHy peecTpauiio (nepepeecTpayiio), a Takox
eKCcnepTu3n marepianiB Npo BHECEHHS 3MiH 4O
peecTpauiiHnx MaTepianis NpoTArom Aii
peecTpavLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460).
3MiHU BHECEHI A0 IHCTPYKUiT 4ns MeanyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3giny
"Oco6nMBOCTI 3aCTOCyBaHHA", LWOA0 6e3neku
3acToCyBaHHSA fikapcbKoro 3acoby BiAMOBIAHO A0
MaTepianis peecTpauiiHoro Aoche.

3a
peyenmom

UA/12034/01/02

BEPIOCTUH

Tabnetku no 24 mr no 10
Tabnetok y 6nictepi, no 3
6nicTepn B KApTOHHIA
KopoobLi

CaH
PapmMacboTuK
an IHgacTpi3
Nimiteq

IHais

CaH
dapmacboTukan
IHpacTpi3 Nlimiteq,

IHais

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu ||
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
30608B'A3aHb Ta YMOB BUAaui peecTpauiiiHoro

noceigyeHHs, Bkovaouy MnaH ynpasniHHA pyu3vkamm

(3acTocyBaHHA 3MiH(K), sKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM [,0ATKOBUM
AaHVMU, L0 MaloTb HaJaBaTUCsA KOMMETEHTHUM
OpraHoMm, OCKifIbki BUMara€eTbCsi CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHom) BukoHaHHs 3060B's13aHb
BignosigHo fo nianyHkty 1.13 nyHkTy 1 fogaTky 15 Ao
MopsiaKky NpPoBefEHHS eKCnepTn3n peecTpauiniHux
MaTepianis Ha nikapcbki 3acobu, Lo NoAalTbes Ha
OepXaBHy peecTpauiio (nepepeecTpaviio), a Takox
eKkcrnepTusn MaTepianis NPo BHECEHHA 3MiH 40
peecTpauiiHux MaTepianis NpoTArom fAii
peecTpavLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MO3 Bif 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
3MiHU BHECeHi A0 IHCTPYKUiT 4ns MeanyHoro

3aCTOCYBaHHS MliKapcbKoro 3acoby Ao po3fainy

3a
peyenmom

UA/12034/01/03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
"Oco6nMBOCTI 3acTOCyBaHHA", LWOA0 6e3neku
3acToCyBaHHSA fikapcbKoro 3acoby BiAMOBIAHO A0
MaTepianisB peecTpauiiHoro goche.
35. BECCEN AYE PO34UH ON1s1 iH'EKLA NO Anbpacirma ITanis Anbdpacirma ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/8123/01/01
(0] 600 /10/2 mn; no 2 Mn B C.n.A. C.n.A. TUNY - 3aTBEPA)KEHHS TEKCTY CTiKepa Ha BTOPUHHY peyenmom
amnyrni; no 5 amnyn'y yMakoBKy NikapcbKoro 3acoby
KOHTYPHIli YapyHKOBIi
YMaKoBLii; N0 2 KOHTYPHI
YapyHKOBI YNakoBKW y
KapTOHHI KOopoo6Lli
36. BIPEHA NMOPOLLOK A1 PO3UNHY Mdpainzep IHK. CLWA BTOPVHHE PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/2666/02/01
Ans iHdysili mo 200 wmr, 1 nakyBaHHs, CWA TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
hNakoH 3 NOPOLLUKOM Y LOCNIMKEHHS Yy BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYHOTLCS
KapTOHHI KOpOOLi cTabinbHoCTI, BUMYCKY Cepii Ta KOHTPOJIHO SKOCTI FOTOBOrO NiKapCbKoro
BUNYyCK cepil: 3aco06y (iHWi 3MiHK) - NpUBeAEHHS (DYHKLiA BAPOOHUKIB
dapeBa AMbya3s, Yy BigMNoBIAHICTb [0 MaTepiasliB peECTpaLiiiHOro AOCbE
®paHuis;
BMPOGHMLITBO,
LOCNIMKEHHS
cTabinbHoCTI,
KOHTPO/b SIKOCTI:
MateoH
MeHtothekuypuHr
Cepsices J/1C,
CLUA;
BMPOGHMLITBO,
nepBuHHe
nakyBaHHs1,
KOHTPONb AKOCTI:
dapmauis i
AnmpkoH KomnaHi
NNC, CWA
37. FANA30MIH® Kpanni HasasibHi, po34nH BapLuaBcbkuii Monbwa BapLuaBcbkuii MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/0401/02/01
0,05% no 10 mny thapmaveBTuy dapmMaLeBTUYHUIA TUMY - 3MiHW BHECEHO [0 IHCTPYKLUIT 4719 MeANYHOro peyenma
noslieTUIEeHoBMX HWIA 3aBOf, 3aBog MNonbtha AT 3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ainu:
dhnakoHax-kpanenbHULAX Monbtha AT "Oco6MBOCTI 3aCTOCYBaHHA" BiNOBIAHO 10 OHOB/IEHOI
3 KOHTPO/1EM NepLLOro iHchopmaii 3 6e3neku Ajtoyoi pevyoBUHN
BiAKpUTTS; No 1 dhiakoHy
Y KApTOHHIli Kopobui
38. FANA3O0/IH® Kpanni HazanbHi, Po34nH BapLuaBcbkuii Monbua BapLuaBcbkuii MonbLua BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/0401/02/02
0,1 % no 10 mny dhapmaneBTny dapmaueBTUYHUIA TMNY - 3MiHN BHECEHO [0 IHCTPYKLT 4151 MeANYHOro peyenma
nonieTNeHoBux HWiA 3aBOf, 3aBog Monbha AT 3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu:
hnakoHax-kpanenbHULAX Monbcha AT "Oco6nMBOCTI 3aCTOCYBaHHA" BifNOBIAHO [0 OHOB/EHOI
3 KOHTPO/IEM MEpLLIOro iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHM
BiAKpUTTSA; No 1 donakoHy
Y KapTOHHii Kopobui
39. FANA30/MIH® cnpeii Ha3asTbHUIA, BapLuaBcbkuii Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/16346/01/02
KOMBI po3yuH, (0,5 mr + 50 hapmaueBTmy dapmaLeBTUYHUI TUNY - 3MiHW [0 IHCTPYKUIT ANS1 MeANYHOro peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

mr)/mn no 10 mny
hnakoHi-kpanenbHUL; no
1 dhnakoHy 3 pO3UMHOM Y
KOPOOLLi KAPTOHHI

HWi1 3aBOf,
Monbgpa AT

3aBoy Monbha
AT, Nonbwa
(koHTpOsb Ta
BUMYyCK cepii);
MegaHa ®apma
AKuioHepHe
ToBapucTso,
MonbLwa
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BWNYCK cepii)

3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3gain

"Oco6nMBOCTI 3aCTOCYBaHHA" BifNOBIAHO [0 OHOB/EHOI

iHchopmawii 3 6e3nekun Ajto4oi pevyoBUHN

40.

FANA3O/MIH®
KOMBI

cnpeii Ha3asTbHUIA,
po3uuH, (1,0 mr + 50
mr)/mn no 10 may
dhnakoHi-kpanenbHUL; no
1 dhnakoHy 3 PO3UMHOM Y
KOPOO6Li KAPTOHHIM

BapLuaBcbkuii
hapmaueBTny
HWIA 3aBOf,
Monbcha AT

MonbLa

BapLuaBcbkuii
dapmaLeBTUYHUI
3aBog Monbga
AT, MonbLa
(KOHTpOSb Ta
BMNYCK cepil);
MepaHa ®apma
AKUioHepHe
ToBapucTBo,
Monba
(BUPOGHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYyCK cepii)

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUNY - 3MiHW [0 IHCTPYKUIT ANS1 MeAVYHOIO
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3gin

"Oco6MBOCTI 3aCTOCYBaHHA" BifNOBIAHO [0 OHOB/IEHOT

iHbopMmaLii 3 6e3neku Ajt4oi pevyoBUHU

6e3
peyenma

UA/16346/01/01

41.

FANNTbBYCMET
®

TabneTtku, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 50 mr/500 mr, no 10
Tabnetok y 6nictepi; no 3
abo 6 6nicTepis y kopobLi
3 KapTOHY

Hosapric
dapma Al

LLiBeiiuapis

Hosapric
Cinranyp
dapmacboTuKan
MaHydekTypiHr
Mre. NTp4,.,
CiHranyp
(BUPOGHULTBO,
KOHTPO/Ib SIKOCTI);
Hosaprtic ®apma
MpopakwH MvéX,
HimeuunHa
(BUpOGHMLTBO 3a
NOBHUM LK/IOM);
HoBapTic ®apma
LTeiH AT,
Lseiiuapis
(BUpPOGHMLTBO 3a
NOBHUM LMK/IOM)

Cinranyp/
Himeuunna/
LLBeiuapis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu I
TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby Ao po3gainis
"®apmakonoriyHi BnactneocTi”, "MpoTmunokasaHHs",
"B3aemogisa 3 iHWYMU nikapcbkuMu 3acob6amu Ta iHLwi
BMAW B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6 3actocyBaHHsa Ta fo3u", "MNepefo3yBaHHsA",
"Mo6iuHi peakuji”. BBeAeHHS 3MiH NpoTArom 3 micsLis
nicns 3aTBeppkeHHs

3a
peyenmom

UA/12339/01/01
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apomarusatop M’'ATHWI BUpobHuLTBa Robertet S.A.
HoBwuii apomaTu3artop BiAnNoOBigae yciM BUMoram
HacTtaHosu EC Ne 1334/2008 040 Xap4oBux A06aBOK.
[lonatkoBo BHeCeHi peAakuiiHi npaBku A0 nigpo3ainy
3.2.P.1, a came Buny4yeHa iHgopmavis Npo KifbKicTb
TabneToK B yNakoBLii, OCKi/IbkM He Mae HeobXigHOCTI
BKasyBaTu gaHy iHdhopmadito, TUM BifibLue, WO Ki/lbKiCTb
TabneTokK B yNakoBLi AN Pi3HUX PUHKIB CBITY

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
42, FANNTbBYCMET TabneTku, BKPUTI HosapTic LLiBeiiuapis Hosapric Cinranyp/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu I 3a UA/12339/01/02
® NAIBKOBOK 0B0I0HKOIO, Papma Al Cinranyp Himeuunna/ TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmom
no 50 mr/850 mr, no 10 dapmacboTrKan LLBenuapis 3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
Tabnetok y 6nictepi; no 3 MaHydekTypiHr "®apmakonoriyHi BnactnsocTi”, "MpoTunokasaHHA",
abo 6 6nicTepis y KopobL, Mre. NTg,, "B3aemogis 3 iHWMMM NikapCbKUMK 3acob6amm Ta iHLWi
3 KapTOHY CiHranyp BMAW B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHS",
(BpOGHMLTBO, "Cnoci6 3acTocyBaHHA Ta fo3mn”, "MNepefo3yBaHH:",
KOHTPO/Ib SIKOCTI); "Mo6iuHI peakuji”. BBeAeHHS 3MiH NpoTArom 3 micsLis
HosaprTic ®apma nicns 3aTBepKeHHs
MpopakwH MeéX,
HimeuunHa
(BUpPOGHMLTBO 3a
NOBHUM LK/IOM);
HosapTic ®apma
LTeiiH AT,
LBeiiuapis
(BUPOGHMLTBO 3a
NOBHMM LMK/IOM)
43. FANTbBYCMET TabneTtku, BKPUTI HosapTic LLiBeiiuapis Hosapric Cinranyp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu I 3a UA/12339/01/03
® NAIBKOBOK 0B0I0HKOHO, Papma Al Cinranyp Himeuunna/ TUMY - 3MiHW A0 IHCTPYKLIT A8 MEeANYHOro peyenmom
no 50 mr/1000 wmr, no 10 dapmacbloTrKan LLBeiuapis 3aCcTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
Tabnetok y 6nictepi; no 3 MaHydekTypiHr "apmakonoriyHi BnactnsocTi”, "MpoTunokasaHHs",
abo 6 6nicTepiB y KOpobL,i Mre. NTg., "B3aemMogis 3 iHWMMM NikapCbKUMK 3acob6amm Ta iHLWi
3 KapTOHY CiHranyp BMAW B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHS",
(BUPOGHULTBO, "Cnoci6 3actocyBaHHsa Ta fo3u", "MNepefo3yBaHHA",
KOHTPO/Ib SIKOCTI); "Mo6iuHi peakuji”. BBeAeHHS 3MiH NpoTArom 3 micsLis
HosaprTic ®apma nicnsa 3aTBepKeHHs
MpopakwH MéX,
HimeuunHa
(BUpPOGHMLTBO 3a
NOBHUM LMK/IOM);
Hosaptic ®apma
LTeiiH AT,
LLseiiuapis
(BMpPOGHMLTBO 3a
NOBHVM LMK/IOM)
44, FACTPO-TEBA | Tabnetku Ans CMOKTaHHS, TeBa 13painb TOB TeBa MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 6e3 UA/0432/01/01
no 6 Tabnetok y 6nictepi; | PapmauesTika OnepewH3 TUMY - 3MiHa y cknagj (4ONOMDKHUX peyoBMHAX) peyenma
no 5 a6o no 10 6nicTepis n IHpacTpi3 MonaHg roTOBOrO JlikapCcbKoro 3acoby - 3aMiHa apomarusaropa
y KOpoo6u;j nra. M’'SATHOTO Bif, NocTavasibHKKa Frutarom Etol d.o.0. Ha
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
BiApI3HAETbCA
45, FTEKCOPAN® NbOAAHNKM; NO 4 TOB YkpaiHa HOHik IHais BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 6e3 UA/2173/01/01
NOPCENT 3l NbOAAHUKN Y CTPpUMI; MO 2, "[DKOHCOH i dapmacbloTrKan MMy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenma:
CMAKOM 3 a6o 4 ctpunu y J[DKOHCOH Nabopatopi3 hapMakoHarnagy - 3MmiH1 BHECEHi y TEKCT MapKyBaHHS Ne 1, 8, 12,
AMENbCUHA KapTOHHI Kopo6Lii; no 8 Ykpaina" (BigaineHHs dipmm BTOPUHHOT yNakoBKM Nikapcbkoro 3acoby y p. 17 16, 24; 3a
NbOASAHUKIB Y 6nicTepi; no "Ix. B. Kemikan3 (nopaBaHHS iHhopMalii, Ska € 060B'A3KOBOIO). peyenmom:
2 abo 3 6nictepn y eHg, BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas Ne 100
KapTOHHIN kopobui; no 1 PapmacboTVKan3 3aTBepAXEHHSA
NbOASAHUKY Y MAiBL; no 1 ntp)
NbOASHWUKY Y NAIBL; NO
100 nbogsAHuKIB Y NAiBLI Y
6aHLi 3
nonieTuneHTeperanary
46. FEKCOPAN® NbOASHUKK; MO 4 TOB Ykpaina FOHiK IHAjisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 6e3 UA/2174/01/01
NOPCENT 3I NbOASAHWUKWL Y CTPUNI; MO 2, "[I>KOHCOH i $apmacbloTukan MMy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenma:
CMAKOM 3 abo 4 ctpunu y J[DKOHCOH Na6opatopi3 hapMakoHarnsay - 3MiH1 BHECEHi y TEKCT MapKyBaHHS Ne 1, 8, 12,
NMMOHA KapTOHHI Kopo6Lii; no 8 Ykpaina" (BigaineHHs dipmm BTOPUHHOT YNakoBKM Nikapcbkoro 3acoby y p. 17 16, 24; 3a
NbOASAHUKIB Y 6nicTepi; no "Ox. b. Kemikan3 (nopaBaHHS iHhopMalii, ka € 060B'A3KOBOIO). peyenmom:
2 abo 3 6nictepn y eHg, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas Ne 100
KapTOHHIN kopoobui; no 1 PapmacboTVKan3 3aTBepAXEHHSA
NbOASAHNKY Y NAiBLi; No 1 nrat)
NbOASHWUKY B NAiBLi; N0
100 NboasAHMKIB Y NAiBLI Y
6aHLi 3
nonietunexHTepedranary
47. FEKCOPAN® NbOASHNKK MO 4 TOB YkpaiHa HOHik IHais BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 6e3 UA/10278/01/01
NOPCENT 3I NbOASHUKX B CTPWNI; NO 2, "[I>KOHCOH i $apmacbloTukan MMy - 3MiHW LWoa0 6e3nekn/etekTUBHOCTI Ta peyenma:
CMAKOM 3 a6o 4 ctpunu y JXOHCOH Na6opatopi3 thapmakoHarnagy, 3MiHW BHECEHI Y TEKCT MapKyBaHHS Ne 1, 8, 12,
MEALY TA KapTOHHI kopoobLij; no 8 YkpaiHa" (BigaineHHs chipmu BTOPVIHHOI YNaKoBKM JiKapCbKOro 3acoby y p. 17 16, 24; 3a
NMOHA NbOASAHUKIB Y 6nicTepi; no "Ix. b. Kemikan3 (nopaBaHHs iHhopMallii, ika € 060B'A3KOBOID). peuenmom:
2 abo 3 6nictepn y eHf BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns Ne 100
KapTOHHIN kopoobui; o 1 dapmacbloTukans 3aTBEepAKEHHS
NbOASHNKY Y NAiBLi; No 1 nra.t)
NbOASAHNKY B MAiBL; NO
100 nbogsAHMKIB y NAiBLi Y
6aHLi 3
nonieTuneHTepepranary
48. FEKCOPAN® NbOASAHUKY; NO 4 TOB YkpaiHa HOHiK IHgjsa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/2176/01/01
NOPCENT 3I NbOASHWUKWL Y CTpUNI; MO 2, "[I>KOHCOH i $apmacbloTukan UMYy - 3MiHW LWoA0 6e3nekn/eteKTUBHOCTI Ta peyenma:
CMAKOM 3 a6o 4 ctpunn y JKOHCOH Na6opatopi3 thapmakoHarnsay - 3MiH1 BHECEHI y TEKCT MapKyBaHHS Ne 1, 8, 12,
YOPHOI KapTOHHI kopo6ui; no 8 YkpaiHa" (BigaineHHs dipmu BTOPUHHOI YMakoBKM NikapcbKoro 3acoby y p. 17 16, 24, 3a
CMOPOANHN NbOASAHUKIB Y 6nicTepi; no "Ix. b. Kemikan3 (mopaBaHHsA iHhopMaii, ska € 060B'A3KOBOID). peuyenmom:
2 abo 3 bnictepn y eHf BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns Ne 100
KapTOHHI kopobuj; no 1 dapmacbloTVKan3 3aTBEpAKEHHS
NbOASHNKY Y NAiBLi; No 1 nrat)

NbOASAHUKY Y NAIBL; MO
100 nbogsAHMKIB Y NAiBLI Y
6aHLi 3
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
nosieTuneHTepedranary
49, FNIKOCTEPUN pO3unH ANs iHgysili no MpuBatHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/1859/01/01
P10 200 mn, 250 mn, 400 mn, akuioHepHe akuioHepHe TUMy - 3MiHM 3 AKOCTi. [0TOBWIA NTikapcbkuii 3aci6. peyenmom
500 mMn y nnswkax; no TOBapuCTBO TOBapMCTBO CuctemMa KoHTelHep/3akynoptoBasbHuii 3aci6. 3miHa
250 mn, 500 mn y nakeTi "lHdpysia" "IHdpy3ia” napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MeX
nonimepHomy, no 1 NepBMHHOT YNakoBKM rOTOBOTO NiKapCbKOro 3acoby
nakeTy nosniMmepHomMy B (8onoBHEHHs cnevmndikaLii HOBUM NOKA3HUKOM 3
npo3opomy BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) - BHECEHHS 3MiH
nnacTMKOBOMY NakeTi 0o posginy 3.2.P.7.Cuctema
KOHTeliHep/3aKynoptoBasbHKiA 3aci6, 3okpema:
[ONOBHEHHA cnevmdikaii neprMHHOI ynakosku /13
HOBMMM NOKa3HVKamMmn SKOCTI: - NakeTn NoniMepHi
[ONOBHEHI NOKa3H1KaMu "30BHiLLHIl BUrNag" Ta
"lepMeTUYHICTb LWBIB" 3 Bi4NOBIAHOK METOAMKOO
BMNPOGYBaHHS; - 3aKynopioBasibHI 3acobm (SFC-auckm)
[OMNOBHEHI NOKAa3HNKOM "30BHiLLHI BUrNsg'"3
BiINOBIAHOK METOAMKOK BUNPOBYBaHHS.
50. rNIKOCTEPUN pO34uH N8 iHdysili no MpuBaTHe Ykpaina MpuaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/1860/01/01
®5 200 mn, 250 mn, 400 mn, akuioHepHe akuioHepHe TUNy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom
500 mMn y naswkax; no TOBapuCTBO TOBapuncTBo CucTema KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
250 mn, 500 mn y nakeTi "IHdy3ia” "IHdoy3ia" napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX
nonimepHomy, no 1 NepBMHHOT YNakoBKM rOTOBOTO NiKapCbKOro 3acoby
nakeTy nosfimepHoMy B (AONOBHEHHS cneumndikaLii HOBYM NOKA3HUKOM 3
npo3opomy BiANOBIAHUM METOA0M BUNPOOYBaHHS) - BHECEHHS 3MiH
naacTMKOBOMY NakeTi 0o posginy 3.2.P.7.Cuctema
KOHTeliHep/3aKkynoptoBasbHWiA 3aci6, 3okpema:
[ONOBHEHHA cnevmdikayii nepBUHHOI ynakoskun 13
HOBVMMW NOKa3HMUKamu SKOCTI: - NakeTn nonimepHi
[OMNOBHEHI NOoKasHWKaMu "30BHIiLWHIl BUrnag" Ta
"epmMeTnYHICTb LWBIB" 3 BiANOBIAHOK METOAMKOK
BMNPOGYBaHHS; - 3aKynoptoBasibHi 3acobu (SFC-guckm)
[OMOBHEHI MOKa3HNKOM "30BHILLHI BUrNSA4"3
BiZJNOBIAHOK METOAMKOI BUNPOOYBAHHS.
51. TO3EPE/NIH iMmnnaHTat no 3,6 mrno 1 AnBoreH INKo | /ltokcembypr AMB 'm6X , HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu I 3a UA/15570/01/01
ANBOTEH iMnaHTaTy y wnpuuy- C.ap.n HimeuunHa TMNy - 3MiHM BUNPOGYBaHb abo AONYCTUMUX MEX, peyenmom

annikaTopi (wnpuu-
annikatop cknajaeTbca 3
nosiMepHoro kopnycy 3
Tpumavem ans
iMnnaHTary, ronku Ta
MOPLUHA); No 1 wnpuuy B
nakeTuky; no 1 a6o 3
NakeTKN y KapTOHHIl
nauui

(BUPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTpO/b cepii,
BignoBigae 3a
BUMNYyCK cepii);
Bb®
CrepinizeiiiHceps
i3 TM6X,
HimeuunHa
(cTepunizavuis,
Mikpo6ionoriyHe

BCTAHOBJIEHVX Y cneuudikalisx, nig yac BUpo6bHMLTBA
roTOBOro NikapCbKoro 3acoby (PO3LMPEHHS
3aTBEPAKEHNX AONYCTUMUX MEX AJ/15 NOKA3HWIKIB, SKi
MOXYTb MaTV iCTOTHWIA BNIMB Ha 3arasibHy siKiCTb
roTOBOrO /iKapCbKoro 3acoby); 3miHu Il Tuny - 3MiHK, AKi
CTOCYIOTbCA BUPOOHNYOTO NpoLiecy y peasibHOMY yaci
abo BMNycKy 3a napameTpamu 151 FoTOBOro
nikapcbKoro 3acoby
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

TEeCTyBaHHs);
€spochiHc
Bio®apma

MpoaakT TecTiHr
MioHXeH TM6X,
HimeuunHa
(mikpobionoriyHe
TeCTyBaHHS);
CuHepaxi Xeanc
AnnepcxayseH
'm6X, HimeuunHa
(cTepunizauis)

52.

FO3EPE/IH
ANBOrEH

iMnnaHTar no 10,8 mr no
1 iMnnaHTarty y wnpuuy-
annikaropi (wnpwvu-
annikaTtop cknafaeTbca 3
nosliMepHoro kopnycy 3
Tpumayem gns
iMnNaHTary, ronkm Ta
nopLHs); no 1 wnpuuy B
nakeTuky; no 1 a6o 3
nakeTWKN y KapTOHHIl
nauu

AngoreH IMKo
C.ap.n

Nokcembypr

AMB 'm6X ,
HimeuunHa
(BUpOGHMLTBO "in
bulk", neperHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil,
Bignosigae 3a
BMNYCK cepil);
BEB®
CrepiniseliwHceps
i3 'mM6X,
HimeuunHa
(cTepunizauis,
Mikpob6iosoriyHe
TEeCTyBaHHs);
€spochiHc
Bio®apma
MpoaakT TecTiHr
MioHXeH TM6X,
HimeyunHa
(mikpob6ionoriyHe
TECTyBaHHS);
CuHepaxi Xeanc
AnnepcxayseH
'm6X, HimeuunHa
(cTepunizauis)

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu I
MMy - 3MiHWM BUNPO6YBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuyudikauisx, nig vyac BUpo6bHMLTBa
roTOBOrO NikapCbKoro 3acoby (PO3LMPEHHS
3aTBEPAKEHNX AONYCTUMUX MEX A/151 NOKA3HWKIB, SKi
MOXYTb MaTu iCTOTHWIA BN/IMB Ha 3arasibHy SKiCTb
roTOBOro NikapcbKoro 3acoby); 3miHu Il Tuny - 3miHu, ki
CTOCYHTbCS BUPOOHMYOro NpoLecy y peasibHOMY 4aci
abo BMMNycKy 3a napameTpaMu 151 FoTOBOro
nikapcbKoro 3acoby

3a
peyenmom

UA/15570/01/02

53.

TOHAN-®®

MOPOLLIOK A/151 PO3UNHY
Ans iH'ekuii no 75 MO
(5,5 mkr); Ne 1: 1 cpnakoH
3 NOPOLLKOM Y KOMM/EKTI
3 pO34MHHUKOM (BOAa A1
iH'exuii) no 1 mny
nonepeaHLo
3anoBHeHOMYy wwnpuuj, 1
rOIKOK 151 PO34YUHEHHS

Apec TpeligiHr
C.A.

LLiBeiiuapis

Mepk CepoHo
C.A., BigdinexHa y
M. O6OHH,
LLiBeiiuapis;
Mepk CepoHo
C.n.A,, ltanisa

LLiBeiiuapisi/
ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NNikapCbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO NikapCbKOro 3acoby

(36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
NikapcbKoro 3acoby) - 36iNbLUEHHS TEPMiHY
NpWAAaTHOCTI NiKapcbKoro 3acoby
6i0/10r4YHOr0/iIMyHO/TOFYHOTO MOXOA)KEHHS HA OCHOBI
pe3ynbTaTiB A0C/iAKeHb CTabiNIbHOCTI, NpoBeAeHNX

3a
peyenmom

UA/4113/01/03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Ta 1 ronkoto ans BiZJNOBIAHO [0 3aTBEPLKEHOr0 NPOTOKONY. 36iNbLUEHHS
BBE[EHHS Y KOHTYPHIlA TepMiHy npugatHocTi N3 3 2-X pokiB A0 3-X POKiB.
YapyHKOBIli ynakoBLj; Mo 3MiHM BHECEHI B IHCTPYKLi0 4515 MeAnyYHOro
1 KOHTYpHIiA YapyHKOBIli 3acTocyBaHHSA NikapcbKoro 3acoby y p. "TepMiH
YNaKoBLi Y KAPTOHHIlA npuaaTtHocTi".
Kopo6ui; Ne 10: 5 BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
chnakoHiB 3 MOPOLLKOM Y 3aTBEPMKEHHS.
KOMM/EKTI 3 PO3YNHHUKOM
(Boga ans iH'exuiid) no 1
mny 5 nonepeaHbo
3anoBHeHuX Wwnpuuax, 5
rofikaMu gns PO34NHEHHS
Ta 5 ronkamu ans
BBE[EHHS Y KOHTYPHIlA
YapyHKOBIli ynakoBLj; Mo
2 KOHTYPHI YapyHKOBI
YNaKoBKN B KaPTOHHIi
Kopo6ui
54. T’PAHOA30/N® pO34uH aNs iHQysil, 5 TOB "lOpis- Ykpaina TOB "lOpig-Papm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu || 3a UA/11535/02/01
mr/2,5 mr/mn no 100 mn Papm” TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta peyenmom
a6o no 200 mn y nAswWwL; dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX NMOKa3aHHAX
no 1 naswui B nayui 3 (oofaBaHHs HOBOTO TepaneBTUYHOrO NokasaHHsA abo
KapToHy; no 100 mn abo 3MiHa y 3aTBEpPAKEHOMY MOKa3aHHi) 3MiHM BHECEHO A0
no 200 M y KOHTelHepi; KOPOTKOI XapakTepuCTHKM NikapCbKoro 3acoby,
no 1 koHTeliHepy B nau IHCTpPYKUIiT 415 MeAMYHOro 3aCTOCyBaHHS NiKapcbkoro
3 KapTOHY 3acoby Ao po3giny "lMokasaHHA" (404aHO HoBE
nokasaHHs: MpodpinakTmka rHinHo-3ananbHNX
ycknafHeHb nicns NpoBeAEeHHS onepaTuBHUX BTPyYaHb
Ha opraHax YepeBHOI MOPOXHWHN.), Ta, K HACNIAoK, [0
po3giny "Cnoci6 3actocyBaHHs Ta fo3un". BeBegeHHs
3MiH NpoTArom 3 MicauiB nicns 3aTBepapKeHHs
55. FPUNAYT cupon no 60 mn abo no €8po Benuka IHooko Pemegic IHais BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 6e3 UA/10809/01/01
MYNbTUCUMI | 100 mny cpnakoHax; no 1 Naiicokep T4, BpuTaHis Nimiten MMy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenma
TOMHWIA donakoHy 3 MipHOI thapmakoHarnsgy. BeegeHHs abo 3miHn go

KPWLLIEYKOH Y KOpobL,i 3
KapToHy

y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO cUcTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaNbHOI 3a 3ilicHeHHS chapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHuKa Ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa BiJ YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (BKIYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-chaiina
cuctemu dhapmakoHarnagy)- 3MmiHa yrnoBHOBaXeHOT
0oco6u BignoBifanbHOI 3a hapmakoHarnag: fitova
pefakuis: €saokimosa CaiTnaHa AmutpisHa.
MponoHoBaHa pepakuisn: benikosa CeiTnaHa
MuxainiBHa. 3MiHa KOHTAKTHUX AAaHMUX YNOBHOBAXXEHOI
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
ocobu, BignoBiganbLHOI 3a hapMakoHariag.
56. AE3O0®PEMIH TabneTkun, BKPUTI Mi6e Mm6X Himeuunna mi6e MmbeX HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/17211/01/01
30 NAiBKOBOK 060I0HKOLO, ApuHaiimitren ApuHaiimiTTens TUMy - 3MiHKM 3 AKocTi. A®l. KoHTponb A®l. 3miHa y peyenmom
no 0,03 mr/0,15 mr no 21 b napameTpax crneuucikauii Ta/abo AONYCTUMUX MEX,
Tabnetuyi y 6nictepi, no 1, BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
abo no 3, abo no 6 BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
6nicTepiB y KAPTOHHIi BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTBa AdI
Kopoo6ui (3BY)XXEHHSI ONYCTUMMX MEX, BUSHAUYEHNX Y
cneuudikauii) - 3BYy)XXEHHS MeX 3a NoKa3HMKOM «Po3mip
yacTok» y cneuudikauii A®l: Byno: D100: NMT 30um
Cravio: D90: < 25 um
57. AENO- CyCneHsis gNns iH'ekujin, MOAN3EP CLWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/11244/01/01
NPOBEPA® 150 mr/mn; no 1 mn IHK. MeHtohekUypuHr TUMY - 3MiHW BHECEHO A0 IHCTPYKUIi A8 MeguyHoro peyernmom
cycneHsii y onakoHi abo Benbris HB 3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
3anoBHEHOMY LUMPKLi, NO "Oc0611BOCTi 3aCTOCYBaHHS" (BHECEHO 3aCTEPeXeHHSs
1 chnakoHy a6o 1 wnpuuy LLOA0 HeobXIAHOCTI 3aCTOCYBaHHS Pi3HUX METOoAIB
B KQpPTOHHI kopobLi KOHTpauenuii). BBegeHHs 3MiH NpoTarom 3-x Micauis
nicns 3aTBepKeHHs
58. DEPMOBENT™ | kpem 0,05 %; no 251y nakcoCmiTKn Benuka FnakcoCmiTKnaiiH MonbLa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/1600/02/01
Ty6i, no 1 Ty6i B SiH Ekcnopt BpuTaHis dapmacbloTukans MMy - 3MiHWM 40 IHCTPYKUiT 415 MeanyHOoro peyenmom
KapTOHHI ynakoBLi Nimitepn C.A. 3aCcTOCyBaHHS NiKapcbKoro 3acoby Ao po3gainis
"OcobnmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii” 3rigHO
pekomeHpauin PRAC. BBeAeHHS1 3MiH MPOTAroM 6-Tu
MicsILB Micns 3aTBEpPAKEHHS
59. DEPMOBENT™ | ma3b 0,05% no 25y nakcoCmiTKn Benvka FnakcoCmiTKnaiiH MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/1600/01/01
Ty6i, no 1 Ty6i B AainH Ekcnopt BputaHis dapmacbloTVKan3 TUMY - 3MiHW BHECEHO A0 IHCTpyKLUii AN MeguyHoro peyenmom
KapTOHHI ynakoBLi Nimitep C.A. 3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii” 3rigHO
pekomeHgauii PRAC. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicnsa 3aTBepAKEHHs
60. ANMICTA cnpeii HasaslbHWiA, MEJOA ®apma Himeuunna MEJOA ®apma Himeuunna/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHu | 3a UA/14920/01/01
cycneHsis 137 mMkr/50 Mkr v6X eHg Ko. v6X eHg Ko. KT, IHAjsA TMNy - 3MiHa napameTpiB crneumdikayii Ta/abo peyenmom
Ha o3y, no 6,4 r K HimeuyunHa [0NyCTUMUX MEX rOTOBOTO J1iKapCbKOro 3acoby -
cycnensii y dpnakoni 10 (BUPOGHNK, OHOBJ/IEHHS AONYCTUMMX MEX NiKapCbKOro 3acoby B
mi; no 1 donakoHy B BiANOBigabHUIA 3a CrieumdpikaLii roToBOro nikapcbkoro 3aco6y npoTsaroM
KapTOHHI navi; BUMYyCK cepii); TepMiHy 36epiraHHs 3a NOKa3HUKOM «OCMOIANBbHICTb»
no 23 r cycnexsii y Lunna Nimites,
chnakoHi 25 mn; no 1 IHAis (BUPOBHUK,
(h/1aKOHY B KapTOHHii BiAnoBiganbHUi 3a
nauui BMPOBGHULITBO
Hepo3dacoBaHoi
npoAayKLUiT,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI)
61. ANDPTIOKAH® Kancynu no 50 mr, no 7 MOAN3EP CLWA dapeBa Ambyas PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/5970/02/01
Kancyn y 6nictepi; no 1 IHK. TMNY - 3MiHW [0 IHCTPYKUIT AN MeANYHOro peyenmom
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
6nicTepy B KapTOHHiii 3aCTOCYBaHHS NikapcbKoro 3acoby [0 po3finy
ynakoBLi "B3aemogis 3 iHWYMU NikapcbkuMm 3acobamu Ta iHLi
BVAW B3aEMOZIN". BBeAEHHS 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepKeHHs
62. ANDPNTIOKAH® Kancynu no 100 mr, no 10 MNPANIEP CLWA dapesa Ambyas ®paHuisa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu 11 3a UA/5970/02/02
Kancyn y 6nictepi; no 1 IHK. TUMY - 3MiHW A0 IHCTPYKLIT 4719 MeANYHOro peyenmom
6nicTepy B KAPTOHHIi 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
ynakoBLi "B3aemogis 3 iHWYMU NikapcbkuMm 3acobamu Ta iHLwi
BVAW B3aEMOZI". BBeAEeHHS 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepKeHHs
63. ANDONIOKAH® kancynu no 150 wmr, no 1 NPANIEP CLWA dapeBa Ambyas ®paHuisa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu 11 6e3 UA/5970/02/03
Kancyni y 6nictepi; no 1 IHK. TUNY - 3MiHW [0 IHCTPYKUIT 415 MeANYHOro peyenma
6nicTepy B KAPTOHHIi 3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ainy
ynakoBLi "B3aemogisa 3 iHWVMKU NikapcbkuMu 3acob6amu Ta iHLwi
BVAW B3aEMOZI". BBeAeHHS 3MiH NpoTArom 3-x Micsauis
nicns 3aTBepKeHHs
64. ANDPTIOKAH® PO34MH ANs iHdysiid, 2 MNOANIEP CLWA dapeBa Ambyas dpaHuis BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiis: 3MiHu I 3a UA/5970/01/01
mr/m; no 50 mn a6o 100 IHK. TUNY - 3MiHW [0 IHCTPYKUIT 4151 MeANYHOro peyenmom
M1y hnakoHi; no 1 3acTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
hNakoHy B KAPTOHHIl "B3aemMogisi 3 iHWMMM NiKapCbKUMK 3acob6amm Ta iHLWi
ynakoBLi BVAW B3aEMOZI". BBeeHHS 3MiH NpoTArom 3-x Micsuis
nicns 3aTBepakeHHs
65. AOKTOP NbOASHUKK, MO 4 TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 6e3 UA/6077/01/01
MOM® 3 NbOASHUKKL Y CTpUNi; No 5 "[I>KOHCOH i $apmacbloTukan MMy - 3MiHW LWoA0 6e3nekn/etekTUBHOCTI Ta peyenma:
ArigHAM CTPUNIB Y KAPTOHHIi JKOHCOH Na6opatopi3 hapmakoHarnsgy - OHOB/IEHHS TEKCTY MapKyBaHHS Ne 1, Ne 16,
CMAKOM KOpo6Li; No 8 NboAAHMKIB YkpaiHa" (BigaineHHs dipmu BTOPWMHHOT YMakoBKM NikapcbKoro 3acoby. BBeAeHHsA Ne 20, Ne
y 6nicTepi; no 2 abo no 3 "Ix. b. Kemikan3 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS 24; 3a
6nicTepn B KAPTOHHIlA eHa peyenmom:
Kopob6Li; no 1 NboaAHUKY dPapmacboTukans3 Ne 100
B nnisLi; no 100 nrat)
NbOASAHNKIB B NNIBLj Y
GaHLuj
66. AOKTOP NbOASHUKK, MO 4 TOB Ykpaina HOHiK IHais BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | 6e3 UA/2410/01/01
MOM® 3l NbOASHUKN y CTpUNi; Mo 5 "[I>KOHCOH i PapmacboTrKan TMNYy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma:
CMAKOM CTPUNIB Yy KAPTOHHIl [xoHCOH Na6opatopis thapmakoHarnsgy - OHOB/IEHO TEKCT MapKyBaHHS Ne 1, Ne 16,
AHAHACA KopobLi; no 8 NboAAHUKIB YkpaiHa" (BigaineHHs chipmu BTOPVHHOT YNakoBKM /likapCbKoro 3acoby. BBefeHHs Ne 20, Ne
y 6nicTepi; no 2 a6o no 3 "Ix. B. Kemikan3 3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPMAKEHHS 24; 3a
6nicTepy B KApTOHHIA eHa peyenmom:
KopobLi; no 1 NboAAHUKY dapmMacboTVKan3 Ne 100
B nnisuj; no 100 nta)
NbOASAHUKIB B NNIBLj Y
6aHLui
67. AOKTOP NbOAAHUKM, NO 4 TOB YkpaiHa HOHik IHais BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 6e3 UA/2409/01/01
MOM® 3I NbOASHWUKM Y CTpUNi; No 5 "[I>KOHCOH i $apmacbloTukan MMy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenma:
CMAKOM CTPUNIB Y KAPTOHHIl J>KOHCOH Na6opatopi3 hapMakoHarnsay - OHOB/IEHO TEKCT MapKyBaHHS Ne 1, Ne 16,
AMENBbCUHA KOpo6Lii; N0 8 NbOAAHMKIB Ykpaina" (BigaineHHs dipmm BTOPWMHHOT yNakoBKM NikapcbKoro 3acoby. BeeAeHHs Ne 20, Ne
y 6nicTepi; no 2 abo no 3 "Ox. b. Kemikan3 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPIXKEHHS 24, 3a

6nicTepy B KAPTOHHI

eHfl

peyenmom:
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Kopobui; no 1 NboAAHUKY dapmMacboTVKan3 Ne 100
B nnisyj; no 100 ntpt)
NbOASAHUKIB B NNIBLj Y
6aHui
68. AOKTOP NbOAAHNKM, NO 4 TOB YkpaiHa HOHik IHais BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 6e3 UA/2412/01/01
MOM® 31 NbOASAHUKN Y CTpuni; No 5 "[DKOHCOH i dapmacbloTrKan MMy - 3MiHW Woa0 6e3nekn/etekTMBHOCTI Ta peyenma:
CMAKOM CTPUNIB Yy KAPTOHHIl J>KOHCOH Nabopatopi3 hapmMakoHarnagy - OHOBIEHHS TEKCTY MapKyBaHHS Ne 1, Ne 16,
NMMOHA Kopo6Li; No 8 NboAAHMKIB Ykpaina" (BigaineHHs dipmm BTOPWMHHOT yNakoBKM NikapcbKoro 3acoby. BeeAeHHA Ne 20, Ne
y 6nicTepi; no 2 a6o no 3 "Ix. B. Kemikan3 3MiH NPOTAroM 6-Tu MICALB NiCNs 3aTBEPMAKEHHS 24; 3a
6nicTepy B KAPTOHHIA eHg, peuyenmom:
Kopobui; no 1 NboAAHNKY PapmacboTVKan3 Ne 100
B nnisLi; no 100 ntp)
NbOASHUKIB B NNIBLi Y
6aHui
69. AOKTOP NbOASAHUKM; No 4 TOB Ykpaina HOHiK IHAjia BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/2408/01/01
MOM® 3I NbAAHVKA Y CTpuUNi, No 5 "[IKOHCOH i dPapmacbroTukan TUMY - OHOBNIEHHA TEKCTY MapKyBaHHS BTOPUHHOI peyenma:
CMAKOM cTpuniB y kopobuj; no 8 JKOHCOH Na6opatopis yNakoBKM MikapcbKoro 3acoby (AoaasaHHs iHdhopmauii B | Ne 1, Ne 16,
MAJTMHN NbOASAHUKIB Y 6nicTepi, No YkpaiHa" (BipAineHHs cpipmu n. 17). Ne 20, Ne
2 abo no 3 6nictepn y "Ix. b. Kemikan3 BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas 24; 3a
Kopobui; no 1 NboAAHNKY eHA 3aTBepAXEHHSA peyenmom:
B nnisL; no 100 dapmacbloTukans3 Ne 100
NbOASHUKIB Y 6aHUj N1a.")
70. AOKTOP NbOASHNKK MO 4 TOB Ykpaina HOHik IHais BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 6e3 UA/2411/01/01
MOM® 3I NbOASHUKKL Y CTpUNi; No 5 "[I>KOHCOH i dapmacbroTuKan TUMY - OHOBNEHHA TEKCTY MapKyBaHHs BTOPUHHOI peyenma:
CMAKOM CTPUNIB Y KAPTOHHIi JXOHCOH Na6opatopi3 yNakoBKM MikapcbKoro 3acoby (AoaasaHHs iHchopmadii B | Ne 1, Ne 16,
nonyHuU|l Kopo6ui; No 8 bOAAHMKIB YkpaiHa" (BigaineHHs chipmu n. 17). BBeAeHHS 3MiH NpOTAroM 6-Tu micAuiB nicis Ne 20, Ne
y 6nicTepi; no 2 a6o no 3 "Ix. b. Kemikan3 3aTBEepPAKEHHSA 24; 3a
6nicTepn B KAPTOHHIA eHa peyenmom:
Kopobui; No 1 NboAAHNKY dapmacboTVKan3 Ne 100
B nnisLy; no 100 nra.t)
NbOASAHNKIB B NNIBL Y
GaHLuj
71. AOKTOP NbOASHUKK; MO 4 TOB Ykpaina HOHiK IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/6076/01/01
MOM® I3 NbOAAHUKN Y CTpuni; No 5 "[DKOHCOH i dapmacbioTukan TUNY - OHOBJ/IEHHA TEKCTY MapKyBaHHSA BTOPUHHOT peyenma:
PPYKTOBUM CTPUNIB y KAPTOHHIl J[KkoHCOH Na6opatopis yMakoBKM MikapcbKoro 3acoby (aogasaHHs iHdhopmauii B | Ne 1, Ne 16,
CMAKOM Kopobui; no 8 NboAAHUKIB YkpaiHa" (BipAineHHs chipmu n. 17). Ne 20, Ne
y 6nicTepi; no 2 a6o no 3 "Ix. B. Kemikan3 BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns 24; 3a
6nicTepn B KAPTOHHIA eHg 3aTBEpAKEHHS peyenmom:
Kopobui; no 1 NboAAHUKY dapmMacboTVKan3 Ne 100
B nnisyj; no 100 ntpt)
NbOASAHUKIB B NNIBLj Y
6aHui
72. EBPAHTUN Karncynun nposioHroBaHoi Takega M'm6X HimeuunHa Takega M'm6X, HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/9943/01/01
aii TBepai no 30 wmr; 50 micue TMNy - 3MiHa napameTpiB crneumdikayii Ta/abo peyenmom
ab6o no 100 kancyny BMPOOHULITBA LOMYCTUMMUX MEX A1 LLONOMIXHOI PeYOBUHY - 3MiHU
chnakoHi; no 1 conakoHy B OpaHieHbypr napameTpiB cneuudikauii 419 4ONOMIKHOI PeYOBUHUN Y

KapTOHHI Kopoo6Li

3B AI3KY 3 3aTBEpAKEHNMMN avpekTuBamMym Commission
Regulation EU No. 231/2012, wo 3miH0€e anpekTnsy EU
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1

Food Colour Derictive 2008/128/EC; BUny4eHHs
napameTpis cneuudikauii BiANOBIAHO AVpeKTuBamu
Commission Regulation EU No. 231/2012 («gpykapcbka
thapb6a»); 3MiHK | TUNY - 3MiHa NapameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby - 3BY)XEHHS AONYCTUMUX MeX (Ha
BUNYCK) o1 T. "BU3HAYEHHSA YMCTOTU " A1 TOTOBOrO
NiKapCbKOro 3acoby; 3BY)XXEHHSA AONYCTUMUX MEX 14 T.
"YucToTw. laeHTudikoBaHa gomiwka B 7205-020" gns
CyMillli N1 HANOBHEHHSA Kancyn; 4oAaBaHHs HOBOTO
napameTpy creumdikayii gna ypaniginy, cymiwi gns
HarnoBHeHHs kancyn (p. 3.2.P.3.4) " |geHTudpikauis. Y-
cnekTpodoTomMeTpis"; 4oAaBaHHA HOBOTO napameTpy
cneuudikaLii 419 roToBOro MikapcbKoro 3acoby
"loeHTudikayis. Y® - cnekrpodotomeTpis”; gogaBaHHS
HOBOro nNapameTpy cneuudikauii 415 rotoBoro
nikapcbKoro 3acoby (Ha BUMyck) "BU3HauyeHHs YncToTu.
3anvLWwKoBWil Po34MHHUK i3onponin (Metog MX);
[ofaBaHHsA NokasHMKa "BuU3HauyeHHsA YMCTOoTU.
HeigeHTudikosaHi gomilukn. OguHUYHa
HeigeHTUdikoBaHa Jomiwka" (vetog BETLUX) gns
ypaniginy, cymilli g5 HaNOBHEHHS Kancyn y 3B A3Ky 3
PO3AiNeHHAM JOMILLOK Ha ifeHTuikoBaHi Ta
HeigeHTNIKOBaHI; fofaBaHHS HOBOTO napameTpy
cneumadikauii 4nsa ypaniginy, cymilli 415 HanoBHEHHS
Kancyn "BusHayeHHs unctotn. Cyma BCiX AOMILLIOK"
(BETLLUX) y 383Ky 3 PO3A4i/IEHHAM JOMILLOK Ha
ileHTUikoBaHi Ta HeigeHTUdiKoBaHa; AONOBHEHHS
cneumdikaii Ha rotoBuii Nnikapcbkuii 3acié HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAOM BUNPOGYBaHHS
"BU3HaYeHHA YNCTOTU. HeigeHTudikoBaHa AOMiLLKa.
OpauHuYHa HeigeHTudikoBaHa goMmiwka" (Metos
BETLUX) y 3B°A3Ky 3 po3ifIeHHAM AOMILLOK Ha
iAeHTudiKoBaHi Ta HeigeHTUikoBaHi; LONOBHEHHS
cneumgikaLii HOBUM NOKA3HUKOM 3 BifNOBIAHNM
MeTOA0M BUNPO6YBaHHA A4J15 FOTOBOTO /TiKapCbKOro
3acoby T. "BusHaueHHs uicTot. Cyma BCiX AOMILLIOK"
(BETLLUX) y 383Ky 3 pO3Ai/IEHHAM [OMILLOK Ha
iaeHTndikoBaHi Ta HeigeHTUIKOBaHa; BUTyHYEeHHS
nokasHuka " BU3Ha4yeHHs po3nogisly 4acTok 3a
po3mipom" ans ypaniginy, rpaHys 3 NPOSIOHTOBaHNUM
BUBI/IbHEHHAM, SIK HE3HAYHOTO MOKa3HWKa, OCKi/IbKM
HasiBHWIA TECT TiNbK1 NpW Banigauii Ta npy po3pobuy;
BUYYEHHS MOKasHuKa "BusHayeHHs unctotun” (TLLX)
ONA ypaniginy, rpadyn 3 NposIOHT0BaHNM
BUBI/IbHEHHAM, SIK HE3HAYHOTO MOKa3HWKa, OCKiNbKM
iaeHTudiKaLis Ta BUSHAYEHHS YMCTOTU NPOBOAUTLCSA
AN CyMmilWi N5 HANOBHEHHS Kancyn Ta A/1s roToBOro
NiKapCbKoro 3acoby; BUTyYeHHs nokasHuka
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"lpeHTudpikauisa " (TLWX) gnsa ypaniginy, rpaHyn 3
MPOJIOHrOBAHNM BUBIIbBHEHHAM, SIK HE3HAYHOTO
noKasHuKa , OCKi/Ibkv igeHTudbikauis Ta BUSHAUYEHHS
YMCTOTW NPOBOANTBLCA A5 CYMiLLi 415 HANOBHEHHS
Kancyn Ta A1 roToBOro Nikapcbkoro 3acoby; 3miHa
napameTpiB cneuudikalii roToBoro ikapcbkoro 3acoby,
3amiHa T. "CepefHs Maca Karcy/v Ta OgHOPIHICTb
macu BMicTy kancyn" EP., 2.9.5 Ha T. "OfHopigHIiCcTb
[,030BaHNX oavHuLp " EP, 2.9.40; 3MiHM | Tuny - 3miHa 'y
MeToAax BUNpobyBaHHA rOTOBOTO MiKapCbKoro 3acoby;
3amMiHa MeTogy BUNpobysaHb AnA ypaniginy, cyMmiwi ans
HanoBHeHHs kancyn 3 TWX Ha BETLUX ans nokasHukis
"lgeHTudpikauis” Ta "Bu3HauyeHHa yncTotun”; 3amiHa
MeToay BMNpobyBaHb rOTOBOTO NiKapCbKOro 3acoby 3
TWX Ha BETLWX ans nokasHukis "laeHTudikauis” ta
"Br3HAYEHHSI UUCTOTK"; 3aMiHa MeToAy BUNpobyBaHb
roToBOro sikapcbkoro 3acoby 3 BEPX Ha BETLUX ans
nokasHukiB " KinibkicHe BU3HaYeHHS" Ta "BusHaveHHs
ynucToTn". 3MiHK | TUNY - 3MiHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby, npvBefeHHs napameTpa
cneuundikauii "Mikpo6ionoriyHa uncrora” Ta
BIANOBIAHOrO METOAY KOHTPOIO Y BIANOBIAHICTb A0
BMMOT fil040ro 3aKOHOAaBCTBa, KOHKpeTn3auis
nepioguYHOCTI NPOBEAEHHS KOHTPOJIO MiKpoBionoriyHol
YUCTOTW NP BUMYCKY Ta B KiHLj TEPMiIHY NpuaaTHOCTI

UA/9943/01/02

73.

EBPAHTUN

Karncynun nposioHrosaHol
aii TBepai no 60 mr; 50
ab6o no 100 kancyny
chnakoHi; no 1 donakoHy B
KapTOHHIA KopooLi

Takepa MM6X,
HimeuunHa

HimeuunHa

Takega M'm6X,
Mmicue
BMPOOHULTBA
OpaHieHbypr

HimeyuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMNy - 3MiHa NapameTpiB crneumndikauiii Ta/abo
O0NYCTUMUX MEX A1 AONOMDKHOT PEYOBVHY - 3MiHM
napameTpiB cneuudikauii 419 4ONOMiXXHOT PeUYOBUHUN Y
3B'A3KY 3 3aTBEpKEeHUMM aupekTuBamMu Commission
Regulation EU No. 231/2012, wo 3miHoe gupektusy EU
Food Colour Derictive 2008/128/EC; BUTy4eHHS
napameTpis crneuudikaLii BignoBiaHO AUpeKTMBamMu
Commission Regulation EU No. 231/2012 («gpykapcbka
thapba»); 3miHu | TUny - 3MiHa NnapameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby - 3BY)XXEeHHS AONYCTUMMUX MeX (Ha
BWMNYCK) 415 T. "BU3Ha4YeHHS YiCcTOTH " A58 rOTOBOro
NiKapCbKOro 3acoby; 3BYXXEHHS [ONYCTUMUX MEX AN T.
"YucToTw. laeHTudbikoaHa gomiwka B 7205-020" gns
CyMilli N1 HANOBHEHHS Kancyn; 4oAaBaHHs HOBOTO
napameTpy cneuudikayii gns ypaniginy, cymiwi ans
HanoBHeHHs kancyn (p. 3.2.P.3.4) " |geHTudbikauis. Y-
cnekTpodoTomMeTpis"; 4oAaBaHHSA HOBOTO napameTpy
crneuudikaLii 418 roToBoro Nikapcbkoro 3acoby
"loeHTudikauis. Y - cnektpodotomeTpis”; gofaBaHHS

3a
peyenmom
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HOBOro nNapameTpy cneuudikauii 415 rotoBoro
nikapcbKoro 3acoby (Ha BUnyck) "BU3HavyeHHs YncToTu.
3anvLWwKoBWil PO34MHHUK i3onponin (Metog MX);
[ofaBaHHsA NokasHMKa "BuU3HauyeHHsA YMCToTU.
HeigeHTudikosaHi gomilukn. OguHUYHa
HeigeHTUdikoBaHa Jomiwka" (vetog BETLUX) gns
ypaniginy, cymilli g5 HanoOBHEHHS Kancyn y 3B A3Ky 3
PO3AiNeHHAM JOMILLOK Ha ifeHTuikoBaHi Ta
HeigeHTNIKOBaHi; fofaBaHHS HOBOTO napameTpy
cneumadikauii gnsa ypaniginy, cymilli 415 HanOBHEHHS
Kancyn "BusHayeHHs unctotu. Cyma BCixX AOMILLIOK"

(BETLLUX) y 3B°A3Ky 3 PO3A4i/IEHHAM JOMILLOK Ha
ileHTUikoBaHi Ta HeigeHTUdiKoBaHa; LONOBHEHHS
cneumdikaii Ha rotoBuii Nnikapcbkuii 3acié HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAO0M BUNPOGYBaHHS
"BU3HaYeHHA YNCTOTU. HeigeHTudikoBaHa AOMiLLKa.
OpauHuYHa HeifeHTudikoBaHa goMiwka" (Metos
BETLUX) y 3B°A3Ky 3 po3ifIeHHAM AOMILLOK Ha
iAeHTugiKoBaHi Ta HeigeHTUikoBaHi; LONOBHEHHS
cneumgikaLii HOBUM NOKA3HUKOM 3 BifNOBIAHNM
MeTOA0M BUNPOGYBaHHA AJ15 FOTOBOTO /TiKapCbKOro
3acoby T. "BusHaueHHs uicTot. CymMa BCiX AOMILLIOK
(BETLLX) y 383Ky 3 pO3Ai/IEHHAM [OMILLOK Ha
iaeHTndikoBaHi Ta HeigeHTUIKOBaHa; BUTyHYEeHHS
nokasHuka " BU3Ha4yeHHs po3nogisly 4acTok 3a
po3mipom" ans ypaniginy, rpaHys 3 NPOSIOHrOBaHUM
BUBI/IbHEHHAM, SIK HE3HAYHOTO MOKa3HWKa, OCKi/IbKM
HasiBHWIA TECT TiNbK1 NpW Banigauii Ta npy po3pobuy;
BUYYEHHS MOKasHuKa "BusHayeHHs unctotun” (TLLX)
ONA ypaniginy, rpadyn 3 NPosIOHT0BaHNM
BUBI/IbHEHHAM, SIK HE3HAYHOTO MOKa3HWKa, OCKiNbKN
iaeHTudiKaLis Ta BUSHaYeHHS YACTOTU NPOBOAUTLCA
AN CyMmilWi N5 HANOBHEHHS Kancyn Ta A/1s roToBOro
NiKapcbKoro 3acoby; BUTyYeHHs nokasHuka
"laeHTudpikauia " (TWX) gns ypaniginy, rpaHyn 3
MPOSIOHTOBAHNM BUBI/TbHEHHAM, SK HE3HAYHOro
NnoKasHWMKa , OCKINbKN ifeHTUIKaLis Ta BUSHAYEHHS
YMCTOTU NPOBOAUTLCA ANA CYMilli ANS HANOBHEHHS
kancyn Ta 719 roToBOro /ikapcbKkoro 3acoby; 3miHa
napameTpiB crneuudikaLii roToBoro nikapcbkoro 3acooby,
3amiHa T. "CepeHa maca kancynu Ta ofHOpIgHICTb
Macu BMicTy kancyn" EP., 2.9.5 Ha T. "OfHopigHIicTb
[030BaHNX oanHuLb " EP, 2.9.40; 3MiHu | Tuny - 3MiHa y
MeTofax BUNpoGYyBaHHS rOTOBOrO NikapCbKoro 3acoby;
3amiHa MeToay BUNpobyBaHb A1 ypaniginy, cyMmiwi ans
HanoBHeHHA kancyn 3 TLWX Ha BETLUX A51a nokasHukiB
"lgeHTudpikanis” Ta "BM3HauYeHHA yncToTun"; 3amiHa
mMeToAy BUNPO6yBaHb rOTOBOrO J1iKapCbKOro 3acoby 3
TLWX Ha BETLUX a1 nokasHUKIB "laeHTudikauin" ta
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"Br3HAYEHHSI UUCTOTK"; 3aMiHa MeToAy BUNpobyBaHb
roToBOro sikapcbkoro 3acoby 3 BEPX Ha BETLUX ans
nokasHukiB " KinibkicHe BU3HaYeHHS" Ta "BusHaveHHs
ynucToTn". 3MiHW | TUNY - 3MiHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby, npvMBeeHHs napameTpa
cneuundikauii "Mikpo6ionoriyHa uncrora” Ta
BIANOBIAHOrO METOAY KOHTPOIO Y BiANOBIAHICTb A0
BUMOT fil040ro 3aKOHOAaBCTBa, KOHKpeTu3auis
nepioguYHOCTI NPOBEAEHHS KOHTPOJIO MiKpoBionoriyHol
YYCTOTW NPU BUMYCKY Ta B KiHLi TEPMiHY NpuaaTHOCTI

74.

E3OHEKCA®

niodpinisat Ans po3unHy
ONA iH eKUiin Ta iHdysii
no 40 mr, no 10 mny
chnakoHi; no 1, 5 a6o 10
donakoHiB y navui

MAT "dapmak”

YkpaiHa

Na6opatopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - 3MiHN BHECEHI B TEKCT
MapKyBaHHS o040 Ha3Bm J13 Ta godaHHs iHchopmav,i
pocilicbkoto MOBOI0. BBeIeHHSA 3MiH NPOTArom 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TUny -
AZMiHICTpaTWBHI 3MiHU. 3MiHA Ha3BU NiKapCbKOro
3acoby - AoaaBaHHsA HasBy J13 pocilicbkolo MOBOIO i3
3a3HayeHHsAM 3HaKy ToBapiB Ta nocayr. 3aTBepa)KeHo:
Esonexa E3oHekca® , 3anponoHoBaHo: Esonexa
E30oHekca® 330Hekca® (BBefeHHs 3MiH NPOTAromM 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS)

3a
peyenmom

UA/16029/01/01

75.

EK3EMEBICTA

TabneTku, BKpUTI

NNiBKOBOK 060/10HKOHO,
no 25 mr; no 10 TabneTtok

y 6nicTepi; no 3 6nictepu

B KapTOHHI Kopo6Lyi

Mictpan
Kenitan
MeHemKMeHT
Nimiteq

AHrNifA

BiANOBiAa/bHWIA 3a
BUNYCK
cepii:CiHToH BB,
HigepnaHan
BTOPUHHE
nakyBaHHS:
PotteHgopd
dapma 'vbX,
HimeuunHa
NOBHWIA LMK
BMpOGHULTBA:
CiHTOH XicnaHisi,
C.J1., IcnaHis

HigepnaHnawn/
HimeuunnHa/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu |
MYy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM go
y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTemy
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobM 3 chapmakoHarnagy 3asBHuKa Ans
3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO0 BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0cO6MU, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (BK/IYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi macTep-taiina
cuctemu hapmakoHarnsagy) - 3mMiHa ynoBHOBaXeHO|
ocobu, BiANOBIAA/ILHOT 3a hapmakoHarnsaa;:
Litova pepgakuis: Lybau TeTsHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa CBiT/iaHa
BikTOpiBHA. 3MiHA KOHTAKTHUX AAaHWUX YNOBHOBAXEHOT
ocobu, BignoBigasibHOI 3a dpapmakoHarnag. 3MiHa Micus
30iICHEHHS1 OCHOBHOI AisANIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHs1 MacTep-dhaiina.

3a
peyenmom

UA/16623/01/01

76.

EK3EMECTAH -
BICTA

TabneTkn, BKPUTI
N/iBKOBOK 0GO/TOHKOLO,
no 25 wr; no 10 Tabnetok
y 6nicTepi; no 3 abo no
10 6nicTepiB y nauuj 3

Mictpan
Kenitan
MeHeXMeHT
Nimiteq

AHrNIsA

CingaH ®apma
C.P.N1

PymyHist

BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasis: 3miHu |
MMy - 3MiHW LWoa0 6e3nekn/etekTUBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aralbHEHUX AaHMX NPO cUcCTemy

3a
peyenmom

UA/14554/01/01
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KapToHy

thapmakoHarnsgy, aMmiHa ynoBHoOBaXeHoI ocobu,
BiNOBIAANLHOI 3a 3AiiCHEHHSs hapmakoHarnaay;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHvKa Ans
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHA
BifIMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHsT hapmakoHariaay (BKIKYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemu dhapmakoHarnagy) - 3miHa yrnoBHOBaXeHOi
oco6u, BiANOBIAA/IbHOI 3a hapMakoHarnaz;:
Litova pepaxkuisn: Aybau TeTsHa BikTopiBHa,;
MponoHoBaHa pepakuis: CoTHikoBa CBiTnaHa
BikTopiBHa. 3MiHA KOHTAKTHUX AaHVX YNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a hapmakoHarnag. 3MiHa Micus
3AiiCHEHHA OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLle3HaxoMKeHHs1 MacTep-chaina.

77.

EKCTPAHIN

po34nH Ans
nepuTOHeanbHOro
Aianisy; no 2,5 n posunHy
y N1aCTUKOBOMY MILLIKY,
o6n1agHaHOMy iH'EKULIAHNM
nopToMm i 3'eHyBavem,
BK/1afleHOMY Y Npo30pwii
NnacTMKOBUIA NakeT; no 4
KOMM/IEKTU Y KApPTOHHIl
Kopobui; no 2,5 n
PO34UHY y NNACTUKOBOMY
MiLLKy, 06/1agHaHOMY
iH'EKLiiHMM nopToM, 3
iHTerposaHum 3a
[0MOMOrOI0 1BOX
marictpaneii i Y-
3'eHyBava NOpPOXHIM
NAacTUKOBUM MILLKOM A5
ApeHaxy, BKIafeHnX y
NpO30puiA NNacTUKOBUIA
nakeT; no 4 KOMNIEKTN y
KapTOHHIiA kopobui; no 2,0
11 PO3YMHY Y
NAacTUKOBOMY MiLLKY,
061aaHaHOMY iH'EKUIAHUM
nopTom i 3'egHyBayem,
BK/1afleHOMY Y Npo30pwii
naacTuKoBuii nakeT; No 5
KOMM/EKTIB Y KAPTOHHIl
Kopo6ui; no 2,0 n
PO34MHY Y N1ACTUKOBOMY
MiLLKy, 061agHaHoOMy
iH'EKLiiHMM nopToM, 3
iHTEerpoBaHnM 3a

Bakcrtep
Xenckea C.A.

IpnaHgis

Bakctep Xenckea
C.A.

Ipnangis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHVKa (BnacHWKa peecTpaviiiHoro
noceigueHHs) 3miHa aapecu 3asBHUKa bakctep
Xenckea C.A., IpnaHgisi. BeegeHHS 3MiH NpoTArom 6-tu
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tvny -
AAMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMMopTepa roToBoro ikapcbKoro 3acoby,
BKJ/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
NPOBeAEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAa€e BUPOGHMK/IMNOpTEp, BKIOUAKUN BUMYCK
cepiid) 3miHa agpecu Brpo6HMKa 13 BakcTep Xesckea
C.A., Ipnangis, 6e3 3MiHW Micus BUPOOHULITBA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/3426/01/01
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[0MOMOroL0 BOX
marictpanei i Y-
3'eiHyBa4a NOPOXHim
NAacTUKOBUM MILLKOM AN
ApeHaxy, BKNageHnx y
Npo30puiA NNacTUKOBWiA
nakeT; No 5 KOMNEeKTIB y
KapTOHHiii Kopo6Lli
78. ENENICO NOpOLLIOK NiodoinizoBaHmi Mdpaiizep CLWA BMPOGHMLITBO CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/14379/01/01
AN PO34MHY ANS iHdy3ii EiAy.Ci.Mi. (cbopmyna, Ipnangis/ TUMY - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 200 Of; 1 chnakoH 3 KopnopeiiLuH acenTtnyHe I3painb Cuctema KoHTelHep/ 3akynoptoBasibHUiA 3aci6. 3miHa
MOPOLLKOM Y KapTOHHiiA HanoBHEHHS, 6yb-AKOi YaCTVHW MaTepiasly NepBUHHOT YNakoBKu, LLIO
KopoobLi niocpinisauin), He KOHTaKTYy€e 3 rOTOBUM JliKapCbKUM 3aC060M
nepBUHHE Ta (Hanpuknag, Komip KpULLEYOK 3 KOHTPOsIEM NEPLLOro
BTOPWHHE BiIKPWTTS, KOMIP KOAOBMX Kiflelb Ha amnynax,
nakyBaHHs, KOHTeliHepa A5 ronok (pisHi Buan naactMmacu) (3MiHa,
MapKyBaHHS, AKa He BM/IMBAE Ha KOPOTKY XapakTepucTuky
BMNYCK Cepil: nNiKapcbKoro 3acoby) — BBeEeHHS HOBOI a/TlOMiHIEBOI
dapmauis i KpULLIKM [0 chnakoHa 3 nikapcbkum 3aco60M Bifg, HOBOro
AngxoH KomnaHi BMpo6Huka West Pharmaceutical Services, USA, 6e3
NNC, CWA; 3MiHM NaKyBasIbHOro Matepiasty (Bigbynach 3MiHa B
KOHTPO/b AKOCTI rabapuTHMX po3mipax).
npw BUNYCKy Ta 3miHu | Tvny: 3MiHK 3 aKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
OOCiDKEHHS CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
cTabinbHOCTI: noctavyanbHUKa nakyBasbHUX matepianis abo
Mdpaiizep Ipnaxgis KOMMNAEKTYOUNX (SIKLLLO 3a3Ha4YeHO B JOCLE) (3amiHa abo
dapmacbloTikasc, [0AaBaHHA nocTavasibHUKa) BHECEHHSA 3MiH A0
Ipnangis; marepianiB peecTpaLiiHoro Aockbe: 3MiHa
KOHTPO/b SKOCTI nocTavyajibH1Ka asTlOMIHIEBOIT KPULLIKM A0 dhiakoHa 3
npu BUMYCKY Ta Datwyler Ha West Pharmaceutical Services, USA, 6e3
LOCNIMKEHHS 3MiHM NaKyBa/lbHOro marepiasny.
CTabifIbHOCTI:
MpoTanikc N4,.,
I3painb
79. ENNENPEC TabneTtkn, BKPUTI AT YkpaiHa AT "KMIBCbKNW YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/14816/01/01
NAiBKOBOK 060I0HKOMO, "KNIBCbKWN BITAMIHHUIA TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapcbkuii 3aci6. peyenmom
no 25 mr, no 10 TabneTtok BITAMIHHAIA 3ABO4" CT1abinbHiCcTb. 3MiHa y TepMiHax npuaaTHocTi abo
y 6nicTepi; no 3 6nictepu 3ABO/L" yMmoBax 36epiraHHsi rOTOBOrO J1iKapCbKOro 3acoby
y nauuj (36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
niKkapcbKoro 3acoby) - [1ns TOprosoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro yacy) -
36iNbLUEHHSI TEPMiHY NPUAATHOCTI JliKkapCbKOro 3acoby.
3arBepaXeHo: 2 pokn. 3anponoHOBaHO: 3 POKM.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
80. ENNENPEC TabneTku, BKPUTI AT YkpaiHa AT "KUIBCbKWUN YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/14816/01/02
NNIBKOBOK 060/TI0HKOIO, "KNIBCbKWN BITAMIHHUIA TMny - 3MiHK 3 AKOCTi. FOTOBWIA NikKapCbKuii 3aci6. peuyenmom
no 50 mr, no 10 TabneTtok BITAMIHHW 3ABO" CT1abinbHicTb. 3MiHa Yy TepMiHax NpuaaTHOCTI abo




68

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
y 6nicTepi; no 3 6nictepu 3ABOA" yMoBax 36epiraHHs roTOBOr0 NiKapCbKoro 3acoby
y navui (36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 15 TOprosBoi ynakoBku
(niaTBEPOXXYETHCA AAHUMW PeasibHOro vacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI JliKapCbKOro 3acoby.
3arBepaKeHo: 2 poku. 3anpornoHoBaHoO: 3 POKK.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLPKEHHS.
81. ECKYBIT® Kpanni, no 15 mn a6bo no MNAT YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/3298/02/01
25 mn 'y chnakoHi- "Tanuucpapm” TMNy - 3MiHa NapameTpiB crneuundikauiii Ta/abo peyenma
KpanesnbHuui; no 1 [0NyCTUMUX MEX rOTOBOrO /1iKapCbKOro 3acoby; CynyTHS
hnakoHy-KkpanenbHuLj y 3MiHa - 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro
nadui; no 25 mny niKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
chnakoHi-kpanenbHuL,, BMNpOGYBaHb (BK/IOYa4M 3amiHy abo AOMNOBHEHHS))
3aKPUTOMY KPULLKOIO 3
KOHTpPONEM NepLLoro
pO3KpUTTS; no 1
hnakoHy-KkpanenbHuLj y
nauui
82. ECKYBIT® Kpanni, in bulk: no 15 mn MAT Ykpaina MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | - UA/9510/01/01
abo no 25 mn 'y chnakoHi- "Tanuucdapm” TMny - 3MiHa napameTpiB crneumdikauiii Ta/abo
KpanenbHuLj; no 88 [0MyCTUMMX MeX roTOBOrO NiKapcbkoro 3acoby; cynyTHs
hnakoHIiB KpanenbHuLpb y 3MiHa - 3MiHa y MeToax BUNpobyBaHHS roToBOro
Kopo6i; in bulk: no 25 mn nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
y thnakoHi-kpanenbHuLj, BMNPO6YBaHb (BK/IOYAKOUM 3aMiHy a60 [AONOBHEHHS))
3aKpPUTOMY KPULLIKOKO 3
KOHTpO/IeM NepLUIOro
pO3KpUTTS; no 88
hnakoHiB-KpanenbHuLb y
KOpoobi
83. ECKY3AH® Kancynu nposioHroBaHol Ecnapma Himeuunna BMPOGHULITBO in IpnaHgis/ BHECEHHS 3MiH 10 peECTpaLiiiHNX maTepianis: 3miHu | 6e3 UA/15249/01/01
NOHIr aii no 50 mr; no 10 kancyn X bulk, koHTpOb HimeyunHa TMny - 3MiHK Wop[o 6e3nekn/edheKTUBHOCTI Ta peyenma

y 6nicTepi; no 3, abo no
6, abo no 9 6nictepis y
KapTOHHI kopobuj; no 30
Kancyn y 6nictepi; no 1,
abo no 2, abo no 3
6nicTepn y KapTOHHIN
KopooLi

cepit:
Temmnep IpenaHg
Nimites, lpnangis;
nepBrHHE Ta
BTOPUHHE
nakyBaHHs:
[pareHodhapm
Anotekep MoLub
vm6X, HimeuunHa;
nepBrHHE Ta
BTOPUHHE
nakyBaHHs:
Csicc Kenc I'm6X,
HimeuuunHa;
BMNYyCK cepil:
Ecnapma 'm6X,

thapmakoHarnsagy (iHwi 3MiHK) - 3MiHa TekcTy
MapKyBaHHS. Y 3B'A3KY 3 TEXHIYHOIO HEMOX/UBICTIO
PO3MICTUTW BECb 3aTBEPIPKEHNI TEKCT MapKyBaHHA Ha
ynakosLi wpudtoM Ne 7 3a [igo; 3miHu | Tuny - 3MiHK 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI €Bponelicbkili hapmakonei/MmoHorpadil.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiNOBIAHICTb [0 MOHOrpadii 4PY abo €Bponeiicbkol
hapmakonei, abo iHLWOT HaluioHasTbHOT thapmakonei
nepxasu €C (3MiHa y cneuudpikauisix, nos'asaHa 3i
3miHamu B ®Y, abo €Bponeiickkili hapmakonei, abo
iHWIM HauioHabHIN hapmakonei gepxasu EC) -
MpuBepeHHsA cneundikadii M13 3a NnokasHUKOM
«MikpobionoriyHa ymcToTa» Yy BifgnoBigHICTb 40 BUMOr
EP; 3MiHu | TUny - 3MiHM 3 iKOCTi. FOTOBWIA NiKapcbknii
3aci6. KOHTpo/ib roTOBOro NiKapcbKoro 3acoby (iHLi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

HimeyunHa

3MiHW) - 3MiHa NiIMITIB y MeTOAML BU3HAYEHs 3a
pPO3A4iN0M «PO3UMHEHHS»; 3MiHW | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasbHuii 3aci6. 3MiHa po3mipy
yNakoBKN rOTOBOTO NiKapCbKoro 3acoby (3miHa KinbKOCTi
oavHuUp (Hanpwkiag TabneTok, amnys TOLo) B
ynakoBLi:) - 3MiHa y Ajiana3oHi 3aTBepKeHNUX PO3MipiB
YNaKoBKM; 3MiHW | TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHa po3mipy
yNakoBKN rOTOBOTO NiKapCbKoro 3acoby (3mMiHa KinbKOCTi
oavHuUp (Hanpwkiag TabneTok, amnys TOLo) B
ynakoBLi:) - 3MiHa y Ajana3oHi 3aTBepKeHUX po3MipiB
yMakoBKU - peecTpavis 404aTKOBOI ynakosku (Mo 2
6nicTepy B KAPTOHHIW ynakoBL,i); 3MiHW | TUny - 3MiHK 3

sKocTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.

3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPOJII0 AKOCTI FOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKaA, L0 BiAnoBiAae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He BkAovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - 3aMiHa BUPOOHMKa, Lo
Bignosigae 3a BUNyck cepil; 3MiHK | Tuny - 3MiHn 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/moHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiiNOBIAHICTb [0 MOHOrpadii 4PY abo €Bponeiicbkol
thapmakonei, abo iHLWOi HauioHa/IbHOI dhapmakonel
nepxasu €C (3MiHa y cneuudpikauisix, nos'asaHa 3i
3miHamu B Y, abo €sponelicbkili hapmakonei, abo
iHWWIN HauioHanbHI thapmakonei gepxasu €C) -
npusefeHHs crneundikadii APl 3a NnokasHUKOM
«MikpobionoriyHa uscToTa» y BifNOBIAHICTL A0 BUMOT
EP

84.

ECC/IBEP
DOPTE®

kancynu no 10 kancyny
6nictepi; no 3 abo no 5
6nicTepiB y KAPTOHHIi
ynakoBLi

Habpoc
®apwma M.T.
nra.

IHais

Ha6poc ®apma
Mer. N14,.

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
BMMNpPaB/IEHO TEXHIYHY NOMUIIKY B IHCTPYKLi ANns
MeJMNYHOro 3aCTOCyBaHHS MikapcbKoro 3acoby y po3gini
"Ha3sBa i MicLe3Haxo4KeHHs BUPOOHUKA"

6e3
peyenma

UA/7474/01/01

85.

ECUUATANONP
AMY T APOrEH
OKCANAT

TabneTtkn, BKPUTI
NNIBKOBOK 060/I0HKOIO,
no 10 wmr; in bulk: no 7,7
Kr TabNeToK y nakeTax

TOB "®apma
Crapt”

Ykpaina

BMPOGHMLITBO,
nakyBaHHs1, aHani3
Ta BUNYyCK cepiii:
CiHTOH XicnaHisi,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu |
TMNYy -3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
thapmakoHarnsgy, aMmiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaNbHOI 3a 3ilicHeHHSA chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, K0 BOHA
BifiMiHHa Bifl yNOBHOB&XeHOI 0c06M, BiANOBIAA/IbHOI 3a

UA/13207/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

3[iiCHEeHHs1 hapmakoHarnaay (BK/IK4akum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-ghaiina
cuctemn chapmakoHarnagy) 3miHa ynoBHOBaXeHOI
oco6u, BiANoBifaIbHOI 3a 34iICHEHHS
thapmakoHarnagy: ditova pegakuis: CenesHboBa
OkcaHa HOpiiBHa; MNponoHoBaHa pefakuis:
CopokonetoBa Anna bopucisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0cobu,
BiNOBiAA/IbHOI 32 34iICHEHHA hapmakoHarisay.

86.

ECUUTANONP
AMY T APOrEH
OKCANAT

TabneTtku, BKPUTI
NNiBKOBOK 060/TI0HKOHO,
no 20 wr; in bulk: no 7,7
Kr TabN1eToK y nakeTax

TOB "®apma
Crapt”

YkpaiHa

BUPOBHULTBO,
nakyBaHHs, aHani3
Ta BUNYCK Ccepiii:
CiHTOH XicnaHis,
C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHMx maTepianis: 3MiHu |
UMYy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaNbLHOI 3a 3AilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assHvKa ons
3pjiicHeHHs hapmakoHarnsgy B YKpaiHi, AKL0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3fjiicHeHHs hapmakoHarnagy (BKIHOYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemu hapmMakoHarnsgy) 3MiHa yrnoBHOBaXEHOT
ocobw, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy: fitoua pegakuis: CenesHboBa
OkcaHa HOpiiBHa; MNponoHoBaHa pejakuis:
CopokoneTtosa Anna bopucisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6M,
BiANOBiAANbLHOI 3a 3iicHEHHS chapMakoHarnaay.

UA/13207/01/02

87.

ECUUATANONP
AMY OKCANAT

MOPOLLIOK KpUCTaUTIYHWIA
(cybcTaHuis) y
nonieTMNeHOBUX NakeTax
Ans dapmauleBTUYHOro
3acToCcyBaHHSA

XKelizaH
Xyaxaii
dapmacbioTika
n Ko, Nita.

Kutan

XKelizaH Xyaxai
dPapmacbioTikas
Ko., 14,

Kutai

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu |
MYy - 3MiHK 3 AkocTi. CepTudikar BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiAnoBigHOCTI ab0 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkili hapmakonei:
ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTrdiikaT BigNOBIAHOCTI €BpPONENChHKIN
thapmakonei) - HoBuii cepTudikar Bif Bxe
3aTBEPKEHOr0 BUPOOHMKA - OTPUMAaHHS HOBOIO
cepTudiikaTy BigNoBIigHOCTI €Bponeiichbkili hapmakonei
Ne RO-CEP 2016-178-Rev 01 gns gito4oi peqoBuHU
Escitalopram oxalate Big 3aTBepAXeHOro BUPOGHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutaii
(3amiHa DMF version 1.0 (ot 30.04.2016)

UA/16165/01/01

88.

ETAM3UNAT-
KB

Tabnetku no 250 mr no 10
TabneTtok y 6nictepi; no 5
6nicTepiB y nayui

AT
"Kl/III'BCbKVIVIV
BITAMIHHWI

Ykpaina

AT "KUIBCbKWIA
BITAMIHHUIA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTi. FOTOBWIA NikKapCbKuii 3aci6.
CT1abinbHicTb. 3MiHa Yy TepMiHax NpuaaTHOCTI abo

3a
peyenmom

UA/7572/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
3ABOA" yMoBax 36epiraHHs roTOBOr0 NiKapCbKoro 3acoby
(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 15 TOprosBoi ynakoBku
(niaTBEPOXXYETHCA AAHUMW PeasibHOro vacy) -
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOTO J1iKaPCbKOro
3ac00y Ha OCHOBI MO3UTUBHWX pe3y/bTaTiB
[OBrOCTPOKOBUX AOCAIMKEHb CTABINBHOCTI Yy peasibHoMy
yaci: 3aTBepkeHo: TepMiH NpUAAaTHOCTI. 2 PoKK
3anponoHoBaHo: TepMiH NPUAATHOCTI. 3 POKK
(BBeAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPIKEHHS)
89. ETCET® TabneTku, BKpUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/9658/01/01
060/10HKO10, M0 10 Mr, No PAPM" SAPM" TMNy - 3MiHa y MeTofiax BUNPo6yBaHHsS rOTOBOIO peyernmom
14 Tabnetok y 6nictepi; NiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
no 2, abo no 4, abo no 6 BMNpOGYBaHb (BK/IKOYa4M 3amiHy abo AOMOBHEHHS))
6nicTepiB y KAPTOHHIi
ynakoBLi
90. ETCET® TabneTku, BKpUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/9658/01/02
060/10HKOI No 20 Mr, no PAPM" PAPM" TMny - 3MiHa y MeTofax BUNpo6yBaHHsS roOTOBOrO peyernmom
14 TabneTok y 6nictepi, NiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
no 2, abo no 4, abo no 6 BMNpOGYBaHb (BK/IOYa4M 3aMiHy abo AOMOBHEHHS))
6nicTepiB y KAPTOHHIi
ynakoBLi
91. ETCET® TabneTku, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/9658/01/03
060/10HKOI0, MO 40 Mr no PAPM" PAPM" MMy - 3MiHa y MeTogax BunpobyBaHHsA roToBOro peyenmom
14 Tabnetok y 6nictepi, NiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
no 2, a6o no 4, abo no 6 BMNpOGYBaHb (BK/IKOYaUM 3amiHy abo AOMOBHEHHS))
6nicTepiB y KAPTOHHIi
ynakoBLji
92. ETCET® TabneTku, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHSA roTOBOro 3a UA/9658/01/04
060/10HKOI0, NO 80 Mr no PAPM" PAPM" NikapcbKoro 3acoby (iHLWWi 3MiHM Yy MeToAax peyenmom
14 Tabnetok y 6nicTepi, BMNpOGYBaHb (BK/IHOYaK4M 3aMiHy abo AOMOBHEHHS))
no 2, a6o no 4, abo no 6
6nicTepiB y KAPTOHHIiA
ynakoBLi
93. EYTUPOKC Tabnetku no 25 Mkr; no Mepk KlraA HimeuuunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/8388/01/01
25 TabneTok y 6nicTtepi; TUMY - 3MiHW BHECEHi Y TEKCT MapKyBaHHS yNakoBKu peyenmom
no 2 a6o no 4 6nictepu B nikapcbKoro 3acoby, a caMe: BHECEHHS pefakLinHnX
KapTOHHIA KopooLi npaBokK Ta NpuBeAeHHS iHGhopMaLii y TEKCTI MapKyBaHHS
BIANOBIAHO [0 BHYTPILLHIX BUMOT KOMMaHii LWoa0
0hopMNEHHS NaKkyBasIbHOTO MaTepiasly. BBefieHHsA
3MiH NPOTArom 3-X MicAiLiB nicns 3aTBepAKeHHSA
94. EYTUPOKC Tabnetku no 50 MKr; no Mepk KlraA HimeuunHa Mepk Klr'aA HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/8388/01/02
25 TabneTok y 6nicTepi; TUNY - 3MiHU BHECEHi Yy TEKCT MapKyBaHHS YNakoBKu peyenmom

no 2 abo no 4 6nictepu B
KapTOHHI KopoobLli

nikapcbKoro 3acoby, a came: BHECEHHS peAaKLiiHnX
npaBoK Ta Np1BeAeHHs iHopMaLlil y TEKCTI MapKyBaHHs
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
BiNOBIAHO 4,0 BHYTPILIHIX BUMOr KOMNaHii Wwoao
ochopMIEHHN NakyBasIbHOTO MaTepiasly. BBegeHHs
3MiH NPOTArom 3-X MicsiLiB nicis 3aTBepPAKEeHHSA
95. EYTUPOKC TabneTtkun no 75 Mkr; no Mepk KlraA HimeuuunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHU | 3a UA/8388/01/03
25 TabneTok y 6nictepi; TUMY - 3MiHW BHECEHi Y TEKCT MapKyBaHHS yNakoBKu peyenmom
no 2 a6o no 4 6nictepu B nikapcbKoro 3acoby, a caMe: BHECEHHS pefakLinHnX
KapTOHHIA KopooLi npaBoK Ta NpuBeAeHHs iHGhopMaLii y TEKCTI MapKyBaHHS
BIANOBIAHO [0 BHYTPILLHIX BUMOT KOMMaHii LWoa0
0hopMNEHHS NaKkyBasIbHOTO MaTepiasly. BBefieHHsA
3MiH NPOTArom 3-X MicAiLiB nicns 3aTBepaKeHHSA
96. EYTUPOKC Tabnetkun no 100 MKr; No Mepk KlraA HimeuunHa Mepk Klr'aA HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MmiHu | 3a UA/8388/01/04
25 TabneTok y 6nicTepi; TUNY - 3MiHU BHECEHi Yy TEKCT MapKyBaHHS YNakoBKu peyenmom
no 2 abo no 4 6nictepu B nNikapcbKoro 3acoby, a caMe: BHECEHHS pefakLiinHnx
KapTOHHI Kopoo6Li npaBokK Ta NpMBeAEHHS iH(hopMaLlii y TEKCTI MapKyBaHHs
BiANOBIAHO 4,0 BHYTPILIHIX BUMOr KOMNaHii Wwoao
0chopMNEHHS NakyBasIbHOTO MaTepiasly. BBeeHHA
3MiH NpoTsirom 3-X MicAiLiB nicnsa 3aTBepAKeHHSA
97. EYTUPOKC Tabnetku no 125 mkr; no Mepk KlraA HimeuuunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | 3a UA/8388/01/05
25 TabneTok y 6nictepi; TUMY - 3MiHW BHECEHI Y TEKCT MapKyBaHHS YNakoBKu peyenmom
no 2 abo no 4 6nictepn B NiKapcbKoro 3acoby, a caMe: BHECEHHS pefaKLiiHnX
KapTOHHIA Kopoo6Li npasoK Ta NpuBefeHHs iHdhopMaLii y TEKCTI MapKyBaHHS
BIAANOBIAHO [0 BHYTPILLHIX BUMOT KOMNaHii LWoa0
0hOpMNIEHHS NaKkyBasIbHOTO MaTepiasly. BBefieHHsA
3MiH NpoTArom 3-x MicsiLiB nicnsa 3aTBepAKEHHA
98. EYTUPOKC Tabnetkun no 150 Mkr; no Mepk KlraA HimeuunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/8388/01/06
25 Tabnetok y 6nictepi; TUMY - 3MiHW BHECEHi Y TEKCT MapKyBaHHS yNakoBKU peyenmom
no 2 abo no 4 6nictepu B nikapcbKoro 3acoby, a caMe: BHECEHHS pefaKLinHnx
KapTOHHiiA Kopo6Li npaBokK Ta NpMBeAEHHS iH(hopMaLlil y TEKCTI MapKyBaHHsA
BiAMOBIAHO [0 BHYTPILLHIX BUMOT KOMMaHii Loa0
0chOpMNEHHS NaKkyBasIbHOTrO MaTepiasly. BBeieHHA
3MiH npoTarom 3-x MicsliB NicnA 3aTBepAKEHHSA
99. 3EHTEN™ Tabnetkn no 400 mr; no 1 | MnakcoCmiTKn Benuka nakcoCmiTKnsiiH MiBgeHHO- BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10241/01/01
Tabnetui y 6nictepi; no 1 SH EkcnopT BpuTaHis KoHcblomep AdbprkaHcbka TUMY - 3MiHW 3 AKOCTi. FTOTOBUIA Nikapcbkuii 3aci6. 3MiHK peyenmom
6nictepy B kopobuj 3 Nimiten Xenckep Pecny6nika y BUPOGHMLTBI. 3MiHM BUNPOGyBaHb abo AonycTMMmNX
KapToHYy MisaeHHa Adpprka MeX, BCTAHOB/IEHMX Y crneumdikayisx, nig vac
(NTy) N148 BUPOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby (iHLi 3MiHW)
BHeceHHs 3MmiH fo po3giny 3.2.P.3.4. KoHTponb
KPUTUYHMX CTagiil Ta NPOMDKHOI NpoAyKLii, 30Kkpema:
PO3LUMPEHHSA 3aTBEPKEHNX PO3MIPIB TOBLLMHM
TabneTky Npu KOHTPOAI y NpoLieci BUPO6HMLTBA.
3artBepmkeHo: ToslmHa: 6,65 - 7,00 Mm.
3anponoHosaHo: TosLMHa: 6,65 - 7,20 MM.
100. | 3ONMA®PPEH TabneTtkn, BKPUTI AT "Apavep Monblwa 3aknag Monbwa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/2604/01/01
060/10HKOI0, MO 5 Mr no Papma” dapmavleBTUYHUI TUNY - BUTyYEHHSI BUPOOHUYOI AiNbHULI (BKIOUA0UN peyernmom
30 Tabnetok y bnictepi; Apameq ®apma AinbHuUi ans A®l, npomixHoro npoaykTy abo rotoBoro
no 1 6nictepy y C.A., MonbLua nikapcbKoro 3acoby, AinbHUL AN NPoBeAEHHS

KapTOHHI Kopoo6Li

(BMPOGHMK "in-
bulk", nepsrHHOro

nakyBaHHs1, BUPOBGHMKA, BiNOBIAaIbHOMO 3a BUMYCK
cepiid, MicLie NPoBefIEHHSI KOHTPOSIKO cepii) abo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Ta BTOPVYHHOIO noctavasibH1Ka BUXifHOTO MaTepiany, peareHTy abo
nakyBaHHs); [0MNOMDKHOT PEYOBUHMU - BUNTYYEHHS! BUPOGHUMKa API
Mab'aHiubkuii Onan3zaniHy Pharmaceutical Research Institute,
thapmavueBTUYHWI Poland.BBefeHHs 3MiH npoTaroM 6-Tu micAuiB nicns
3asof Monbga 3aTBEpPAKEHHSA
A.T., Monbwa
(KOHTPO/b AKOCTI
Ta [03BiN Ha
BMNYyCK cepii)
101. | 30/1A®PPEH TabneTtku, BKPUTI AT "Apaves Monbwa 3aknapg MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHMx maTepianis: 3MiHu | 3a UA/2604/01/02
060/10HKOI0, N0 10 Mr no Papma” dapmaueBTUYHNI TUNY - BUSTyYEHHS BUPOOHUYOI AiNbHULI (BKNOYAIOUN peyenmom
30 Tabnetok y 6nicTepi; Apawvep ®apma AinbHuui Ana A®l, npoMixHOro npoaykTy abo rotoBoro
no 1 6nicrepy y C.A, Monblua niKapcbKoro 3acoby, AiNbHUL 415 NPOBeAEHHS
KapTOHHI Kopoo6Li (BMPOGHMK "in- nakyBaHHs, BUPOGHWMKa, BigNOBiAaIbHOTO 3a BUMYCK
bulk", nepsuHHOro cepiid, Mmicue NpoBefEeHHS KOHTPOsO cepil) abo
Ta BTOPVYHHOIO noctavasibH1Ka BUXifHOTO MaTepiany, peareHTy abo
nakyBaHHs); [0MNOMDKHOT PEYOBVHM - BUTYYEHHS BUPO6HUMKa AdPI
Mab'aHiLbkuii OnanszaniHy Pharmaceutical Research Institute,
thapmavLeBTUYHWMIA Poland.BBefeHHs 3MiH npoTaroM 6-Tu micsAuiB nicns
3asof Monbga 3aTBEPAKEHHSA
A.T., Monbwa
(KOHTPO/b AKOCTI
Ta [03BiN Ha
BMNYyCK cepii)
102. | 3SOMETA® KOHUEHTpAaT 415 pO3ynHy Hosapric LLiBeiiuapis Hosaptic ®apma Lseiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/8368/01/01
48 iHdysiid, 4 mr/5 mn no Papma Al LWTenin Al TMny - 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyernmom
5 mn 'y dpnakoHi; no 1 NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKA (BK/THOYaoum, 3a
(h/1aKOHY B KapTOHHii HeobXifHOCTI, MicLe NPOBEeAEHHS KOHTPOJO SAKOCTI),
Kopoo6ui abo BnacHuka mactep-taiina Ha A®l, abo
noctavanbHuka AdIl/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI - 3miHa agpecu
BMPOGHMYOT AinbHuLi Novartis Pharma Schweizerhalle
AG BignoBigansLHoI 3a KOHTPOsIb AKOCTI API
3oneapoHoBa KMCNoTa; 3MiHW | TMny - 3MiHa BUPOGHMKa
BUXiAHOro/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdDl, abo
3MiHa BUPOGHKMKa (BKtOYaKuuM, ge HeobxigHo, micue
NpoBefEeHHS KOHTPO/I0 AKkocTi) AP - 3amiHa BUPOBHUYOI
LOiNbHUL, BiANOBIAAaNBHOI 38 KOHTPO/b AKOCTI API
3onegpoHoBa kucaorta
103. | 3OTEK®-200 TabneTku, BKPUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Ne 10 — 6e3 | UA/11501/01/01
NNiBKOBOK 060/I0HKOHO, Naiigp Naiidy CaeHeuns TMNy - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus peyenma,
no 200 mr no 10 Tabnetok | CaeHcus lMBT. Nimiteq NPOBaYKEHHS AiS/IbHOCTI BUPOOHUMKA (BK/IHOUaoun, 3a Ne 10x10 —
y 6nicTepi; no 1 a6o 10 nra. HeoOXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPOJIO SKOCTI), 3a
6nicTepiB y KAPTOHHIi abo BnacHuka mactep-thaiina Ha A®l, abo peyenmom

Kopoobui

noctavajibHuka Ad1/BnxigHOro
MaTepiany/peareHTy/NPoMiXXHOro NPoAYKTY, Lo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
3aCTOCOBYOTLCSA Y BUPOOHULTBI ADI, 3mMiHA
HaliMeHyBaHHs BMpo6HUka A®I gekcibynpocheHy, 6e3
3MiHM MicLs BUPOGHMLTBA
104. | 3OTEK®-200 TabneTku, BKPUTI OpraHocuH IHais EBepTompxeH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | - UA/11502/01/01
NNiBKOBOK 060/TI0HKOHO, Naidp Naindh CaeHcus MRy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
no 200 wmr in bulk: no CaeHcua MMBT. Nimiteq NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
2500 TabneTok y nra. HeobXifHOCTI, Micue NPOBeAEHHS KOHTPO/O AKOCTI),
NoABIiNHMX NakeTax 3 abo BnacHuka mactep-tharina Ha A®l, abo
ho/brv NONieTUIEHOBOT y noctavasibHuka A®I/BunxigHoro
KapTOHHIA KOpooLi mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPO6HULTBI API, 3miHa
HalimeHyBaHHs BMpobHuka A®I gekcibynpodheHy, 6e3
3MiHM MicL BUPOBHULTBA
105. | SOTEK®-300 TabneTku, BKpUTI OpraHocuH IHAiA EBepTogxeH IHAjisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Ne 10 — 6e3 | UA/11501/01/02
NAiBKOBOK 060I0HKOMO, Naiid Naiid CaeHcuns TMny -3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus peyenma,
no 300 mr no 10 Tabnetok | CaeHcus lMBT. Nimiten NpoBaPKEHHS AiSIbHOCTI BUPOOHUKa (BK/ItOYaoun, 3a Ne 10x10 —
y 6nicTepi; no 1 a6o 10 nra. HeOobXifHOCTI, MicLe NPOBEAEHHS KOHTPO/IO SIKOCTI), 3a
6nicTepiB y KAPTOHHIi abo BriacHuka macTep-taiina Ha A®l, abo peyenmom
KopobLi nocravanbHuka AdPl/BUXigHOTO
marepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPO6HMLTBI A®I, 3mMiHa
HalimeHyBaHHs BMpobHUka A®I gekcibynpochery, 6e3
3MiHV MiCLit BUPO6HMLITBA
106. | 3OTEK®-300 TabneTku, BKPUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/11502/01/02
NNiBKOBOK 060/I0HKOHO, Naiigp Naiidy CaeHeuns TMNy - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
no 300 mr in bulk: no CaeHcua MBT. Nimiteq NPOBaYKEHHS AiS/IbHOCTI BUPOOHUMKA (BK/ItOUaKoun, 3a
2500 TabneTok y nra. HeoOXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPOJIO SKOCTI),
noAgiliHMX naketax 3 abo BrlacHuka macTep-thaiina Ha A®l, abo
¢0/1br NONIETUNEHOBOT Y noctavajibHuka Ad1/BnxigHOro
KapTOHHIA KopooLi mMartepiany/peareHTy/nNPoMKHOro NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI, 3miHa
HaliMeHyBaHHS1 BUpoGHMKa A®| aekcibynpodeHy, 6e3
3MiHM MicUs BUPOGHMLTBA
107. | SOTEK®-400 TabneTku, BKPUTI OpraHocuH IHAis EBepTomxeH IHAjisA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Ne 10 — 6e3 | UA/11501/01/03
NAIBKOBOK 060I0HKOMO, Naid Navid CaeHcuns TMMy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peyenma,
no 400 mr no 10 Tabnetok | CaeHcus lMBT. Nimiteq NpoBapPKeHHSA Ais/IbHOCTI BUPOOHUKA (BK/ItoYaoun, 3a Ne 10x10 —
y 6nicTepi; no 1 a6o 10 nra,. HeoOXiAHOCTI, MicLle NPOBEeLEHHS KOHTPOO AKOCTI), 3a
6nicTepiB y KAPTOHHIi abo BracHuka mactep-thaiina Ha A®l, abo peyenmom
Kopoobui nocravanbHuka AdPl/BMUxigHOro
marepiany/peareHTy/npoMKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCH Y BUPO6HMLTBI A®I, 3miHa
HaliMeHyBaHHs BMpo6HUka A®I fekcibynpochery, 6e3
3MiHV MicList BUPO6HMLITBA
108. | 3OTEK®-400 TabneTku, BKpUTI OpraHocuH IHAjs EBepTomKeH IHAjsA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/11502/01/03
NNiBKOBOK 060/I0HKOHO, Naiigp Naiid CaeHcuns TUNy - 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
no 400 wmr in bulk: no CaeHcu3 IMBT. Nimiteq NpPOBaKEHHS AiS/IbHOCTI BUPOOHUKA (BK/IHOYaKoUK, 3a

2500 TabneTok y
nofBiHMX NakeTax 3

nra.

HeoOXiZHOCTI, MicLie NPOBeAEHHSI KOHTPO/IO SKOCTI),
abo B/1acHuka MacTep-ghaiina Ha A®l, abo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
¢hobr NoNieTUNEHOBOT y nocravanbHuka APl/BMUxigHOro
KapTOHHiiA Kopo6Li marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPO6HMLTBI A®I, 3miHa
HalimeHyBaHHs BMpo6HUka A®I fekcibynpocheHy, 6e3
3MiHV MicLit BUPO6HMLITBA
109. | 3ovyni TabneTku, BKpUTI LepiHr-Mnay LLiBeiuapis Brpo6HMUTBO PpaHuin/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/14120/01/01
NNiBKOBOK 060/I0HKOHO, CeHTtpan Ict Hepo3dhacoBaHOl HigepnaHamn TMNYy - AOMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHMYOT peyenmom
2,5 mr/1,5 mr; no 28 Al NpPOAyKLii, AiNbHUUI (BKAOYaoum AinbHudi ana A®l, npomikHoro
Tabnetok y 6nictepi ( 24 nepBrHHA Ta npoaykTy abo rotToBOro Nikapcbkoro 3acoby, AiMbHULI
(akTnBHI) TabneTtkn 6inoro BTOPVHHA [ONs NpoBefeHHS NakyBaHHS, BUPOOHMKa,
Konbopy Ta 4 (nnaye6o) ynakoBka, BIANOBIA&/IbHOIO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
TabneTkn XXoBTOro KOHTPO/b AKOCTI KOHTPO/IO cepii) abo nocTayasibHyKa BUXigHOTO
KOMbopy); no 1 6nictepy B Ta TeCTyBaHHs mMartepiany, peareHTy abo AOMNOMDKHOI PEYOBUHM (SIKLLO
KapTOHHI KOpO6Lji pa3om cTabinbHoCTI: 3a3HAYEHO Y JOCLE) - BUITYUYEHHSI BUpObHMKa 13
3 KasieHJapeMm Hakeikor [Oenbdapm Ninb OpraHoH (Ipnangis) T4, lpnaHaisa BignosiganbHoro 3a
3 JHAMU TUXKHSA CAC, ®paHuis; BMPOBHULTBO 3a NMOBHUM LMKIOM (BBEAEHHS 3MiH
KoHTposb sikocTi NpoTArom 6-Tn MiCALB NiCNS 3aTBEPMAKEHHS)
Ta TeCTyBaHHA
cTabifibHOCTI:
H.B. OpraHoH,
HigepnaHgu;
Bunyck cepii:
Mepk Wapn i
Joym B.B.,
Higepnanamn
110. | MOKC-TEBA cnpeli gna poToBOi TeBa I13painb TeBa Yex Yecbka BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 6e3 UA/9964/01/01
NOPOXHUHM No 30 My dapmaLeBTiKa IHoacTpi3 c.p.o. Pecny6nika MYy - 3MiHK 3 AkocTi. CepTudikar BignosigHOCTI/TE- peyenma
donakoHi 3 MexaHiYHUM n lHpacTpi3 cepTudikaT BignoBigHOCTI EBponelickkiii
posnunaosayem; no 1 nrg. thapmakonei/MoHorpadii. 3mMiHu, NoB'A3aHi 3
doNakoHy y KOMNeKTi 3 HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
annikaTopom 4151 poToBol MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo
NMOPOXHUHW Yy KOpoobLi iHLWOT HauioHasibHOI dhapmakonei gepxasn EC (3MiHa y
cneuudikauisix, noB's3aHa 3i 3miHamm B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWIA HaLioHaNbHIl
thapmakonei gepxasu €C) - 3miHa y cneuudikawii
noe‘si3aHa 3i 3MiHaMu y €Bponeiicbkili hapmakonei,
3MiHa BHOCUTBLCS BUK/IOYHO ANS1 NPUBEAEHHS Y
BiANOBIAHICTb A0 OHOBIEHOI MOHOTpadii €EBpONencobKol
chapmakonei Ha A®| NoBiAOH Moa0BaHNIA.
111. | NOKC-TEBA cnpeii 4ns poToBOl TeBa I13painb TeBa Yex Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 6e3 UA/9964/01/01
NOPOXHWHK; No 30 My dapmaueBTika IHgacTpi3 ¢.p.o. Pecny6nika TVNYy - 3MiHK Wo40 6e3nekn/ed)ekTMBHOCTI Ta peyenma
dhnakoHi 3 MexaHi4YHUM n lHpacTpi3 thapmakoHarnsgy. BeegeHHs abo 3miHu o
posnunosayem; no 1 nra,. y3aranibHeHVX gaHnx npo cuctemy papmakoHarnsgy

oNakoHy y KOMMIEeKTi 3
annikaTopom 4151 poToBo|
MOPOXHUHWN Y KOpOOLi

(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnagy;

KOHTaKTHOI 0cobu 3 hapmMakoHarisay 3asBHvKa ons
3AiicCHEHHs1 dpapMakoHarnsay B YKpaiHi, SIKLLIO BOHA
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
BigMiHHa BiJ, yNOBHOBaXEHOI 0C06M, BifnoBifanbHOI 3a
3pjiicHeHHs1 hapmakoHarnagy (BKoYatouy KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3MilleHHi macTep-caiina
cuctemu chapmMakoHarnsagy) - [iroya pegaxuis:
YnoBHOBaXeHa ocoba 3asBHUKa, BignoBiganbHa 3a
thapmakoHarnag — Dr. Hedva Voliovitch MD, PhD.
MponoHoBaHa peaakLis: YnoBHoBaxeHa ocoba
3asBHUKA, BiANOBigasibHa 3a hapmakoHarnag — Orit
Stern-Maman. KoHTakTHa ocoba 3asiBHuKa,
BignosigasbHa 3a thapmakoHarnsag B YkpaiHi -
Buctposa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHnX
YMNOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
dhapmakoHarnsg. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
ocobu, BiAnoBifasibHOI 3a hapmakoHarnag B Ykpaiti.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/TbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHss MacTep-
thaiina
112. | INUTPUKC® PO34UH ANS iH'eKLA 5 AT "I'piHgekc" Natsis AT "T'piHaekc", Nartsisi/ BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasliB: TeXHiYHa 3a UA/13534/01/01
mr/mn, no 1 ma B amnyni, NartBist (BUPOBHUK, CnosayuynHa NOMU/IKa B TEKCTi MapKyBaHHS YNakoBKW NiKapCbKOro peyenmom
no 5 amnyn y yapyHKoBiii AKWIA BigNOBIAae 3acoby y p. "2. KinbKicTb Ailo4oi peyoBuHK", came
ynakoBLi (niggoHi); no 2 3a BUNycK cepil, NopsifoK CNiB LWOA0 BMICTY aMny/in poCifiCbKo MOBOHO.
YapyHKOBI YNakoBKv BK/THOHAI0UM 3anponoHoBaHo: 1 mn pacTeopa (1 amnyna)...
(nigaoHn) y nauyj 3 KOHTPO/1b
KapToHYy cepii/BunpobysaH
Hs1); XBM dapma
c.p.o.,
CnosayunHa
(BUPOGHWK
roTOBOro
nikapcbkoro
3acoby (Bci cTagji
BMPOGHMYOro
npotecy, Kpim
BUNYyCKy cepii))
113. | IMINEHEM/ NOPOLUOK AN Mictpan AHrNIsA PAKTA ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | 3a UA/16166/01/01
UWNACTATUH NPUIOTYBaHHS PO3YnHY Kenitan PAPMACBIOTICI UMy - AGMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom
- BICTA Ans iHdysili no 500 MeHeKMeHT C.N.A, Itanis; Ta/abo aapecy 3asiBHVKa (BNlacHWKa peecTpaviiHoro
mr/500 wr; 1 a6o 10 Nimiteq ALIC JOBDAP noceigyeHHs) 3MiHa agpecu 3asBHUKa
CKNAHUX o/1aKoHIB 3 C.n.A,, Itania
NMOPOLLKOM Y KapTOHHil (BUPOGHMLTBO Ta
Kopoobui KOHTPO/b SKOCTI
CTepUIbHOI
CymiLi)
114. | IHOANAMIA, NopoLokK (cybeTaHuis) y Yemo 16epika, IcnaHis IHaycTpiane ITanis BHECEHHS 3MiH A0 peecTpaviiHnx martepiasi: 3MiHu | - UA/9710/01/01
noAaBiliHMX C.A. Kimika, C.P.J1. TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE-

nonieTUNeHOBMX NakeTax
NSt BUPO6HMLTBA
HECTEePU/IbHUX NIKAPCbKNX

cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudlikaTa BignoBiAHOCTI a60 BUIYYEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

dopm

cepTudpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
ana A®l; pns BuxigHoro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BigNoBiAHOCTI EBpONEiChKiit
thapmakone’) - OHOBIeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
CepTudikaTy BifnoBigHOCTI €Bponelickkili hapmakonei
R1-CEP 2008-140-Rev 00 (nonepeaHs Bepcis RO-CEP
2008-140-Rev 00) Bif BXe 3aTBEP)KEHOIO BUPOOHMKA
INDUSTRIALE CHIMICA S.R.L., ltaly ana Adl
iHganamigy. 3miHw | TMny - 3miHn 3 AkocTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEP)KEHOMY [OChE
cepTudpikaTa BiANoOBiAHOCTI EBponeiickkili hapmakoner,
LLIO BK/IHOYAE Nepiof NOBTOPHOIO BUNPOBOYBaHHS)
(nepiog noBTOpPHOrO BUNPobyBaHHA/Mepiog, 36epiraHHs)
- 36inbLIeHHs abo BBeAEHHS nepioay NOBTOPHOIO
BunpobysaHHA/nepiody 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOC/iIKEHb Y peasibHOMY Yaci -
36inblUeHHA TepMiHy nepekoHTposto A®I iHganamigy Ha
OCHOBI NO3NTUBHWX pe3ynbTaTiB AOCNIMKEHD
CTabiNIbHOCTi, MPOBEAEHUX Y peaslbHOMY Yaci:
3aTBepakeHo: TepMiH NepekoHTPOsI0 2 POKU
3anponoHoBaHo: TepMiH NEPEKOHTPO0 5 pokiB

115.

IHOANAMIA-
TEBA SR

TabneTku, BKpUTI
NiBKOBOK 0B0JI0HKOIO,
NposIoHroBaHoi i no 1,5
Mr no 10 TabneTok y
6nictepi, no 3 6nictepn y
Kopoo6ui

paTiodhapm
rmM6X

HimeuunHa

Mepkne M'm6X
(BMpo6HULTBO
Hepo3dacoBaHoro
NpoAyKTY, 403BIN
Ha BUMYyCK cepii;
MepBuHHaA Ta
BTOPMHHA
ynakoBka,
KOHTpO/b cepii)

HimeyuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
MYy - 3MiHK 3 sikocTi. CepTudikat BignosigHOCTI/TE-
cepTudikat BiANOBIAHOCTI €BpONeNChbKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUNTYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin hapmakonei:
anst A®l; onsa BuxigHoro
mMartepiany/peareHTy/NpoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEChKI
thapmakone’) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPXEHOr0 BUPOOHUKA -
noaaHHs oHoBneHoro Ceptudpikata R1-CEP 1997-109-
Rev 04 ana A®| IHganamig, Bif, BXxe 3aTBepaAXeHoro
BMpo6HMKa Laboratori Alchemia SRL, Italy; 3a3HayeHHs
[0[aTKOBOI Ai/TbHUL BUPOGHULTBA MPOMIXHOIO
npopykTy "FERRANIA TECNOLOGIES S.P.A." Ta
AinbHUUi MikpoHisauii A®l "IMS S.R.L."; Bracnigok
BBEJEHHS AiNbHMLI MiKpOHi3auji knacudikytoTb ABa
TUNK cyBCTaHLi: CTaHAAPTHUIA Ta MIKPOHI30BaHWiA, ki
PO3PIi3HATLCA 3a NOKa3HMKOM "Po3Mip YacTok", Wwo
nojaHuid go cneumdikadii. 4ns gaHoro sikapcbkoro
3aco6y BMKOpPUCTOBYETLCA AP| cTaHAAPTHOrO TUMy.

3a
peyenmom

UA/8999/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

3areBepaxeHo: R1-CEP 1997-109-Rev 01,
3anponoHoBaHo: R1-CEP 1997-109-Rev 04; 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/lE-

cepTudikaT BignoBigHOCTI EBponeiichkiii

thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiAMnoBigHOCTI ab0 BUMYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ana A®l; pns BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BUKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BigNoBiAHOCTI EBpONEiChKiit
thapmakone’) - OHOBIEHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
Ceptucpikata R1-CEP 1998-075-Rev 03 ansa Adl
IHpanamig, Bif BXe 3aTBEpAXEHOro BUPOOHMKa
Bioindustria L.I.M. S.P.A, Italy; Buny4yeHHs1 1O4ATKOBOrO
BUNPOBYBaHHA Ha BMICT CYMNyTHIX AOMILLOK METOLOM
PignHHOT xpomaTtorpadii y 3B'A3Ky i3 BBEAEHHAM
HOpMyBaHHs fomiwkn C. 3aTtBepaxeHo: R1-CEP 1998-
075-Rev 02, 3anponoHosaHo: R1-CEP 1998-075-Rev
03; 3miHu | TMny - 3MiHK 3 aKkocTi. A®L. KoHTposnb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo AonycTUMmx
MeX, BU3HaUYeHUX Yy cneumdikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPWCTOBYOTLCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHW) - BHECEHHSA 3MiH A0 Cneuundikauii/MeTogis
BMNpo6yBaHHA A®I Big BUPOGHMKA rOTOBOIO
nikapcbkoro 3acoby, 3okpema: po3pobneHa 3arasibHa
cneundikaLlisi, ska OXON/Ite KOHTPOSIb AKOCTI 471 ABOX
BMPO6HUKIB APIl; fofaBaHHS HOBOTO MokasHuka "Po3mip
4acToK" 3 BUKOPUCTaHHAM MeToay JlaszepHoi audpakuii;
BUAAIEHHSA NoKasHuka "Baxki meTanu" 3 BiANOBIAHUM
MeTOA0M BUNPOBYBaHHSA; BBEAEHHSAM HOPMYBaHHS
nowmiwky C BignosigHo B1Mor moHorpadii EP; 3MiHu |
TUMY - 3MiHKM 3 AKocTi. A®l. KoHTponb A®Il. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPVCTOBYETbLCA Y NpoLieci BUpo6HuLUTBa AP (iHLUi
3MiHM Y MeTofax BUNpobyBaHHSA (BK/OYaUM 3aMiHy
ab60o gonoBHeHHs)) A®| abo BUXiAHOro/NpPoOMIKHOrO
NpoAyKTy) - BHECEHHS 3MiH Ao Cneuudikauii / MeTogis
BMNpo6yBaHHA A®| IHganavia, 30kpema: BBeAEeHHs
anbTepPHATUBHOIO METOAY 3 BUKOPUCTaHHAM a3oBoi
Xpomatorpadii 3a NoKasHMKOM "3a/INLLKOBI KifIbKOCTi
OpraHiYHUX Po34MHHUKIB. TpreTunamiy", o
3a3HaveHHuii y gopatky ao CEP Big BUpo6HUKa
Bioindustria L.I.M. S.P.A., Italy

116.

IHCNIPOH®

TabneTky BKpUTI MNiBKOO
060/10HKOI0 N0 80 Mr, no

MAT
"Knismegnpen

YkpaiHa

MNAT
"KviBMegnpenapa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta

3a
peyenmom

UA/11435/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

10 Tabnetok y 6nictepi,
no 3 6nictepu B nauLi

apar”

hapmakoHarnagy (iHwWi 3MiHK) , OHOBJ/IEHHS BXe
3aTBepKeHOro TeKCTy MapKyBaHHsA BTOPUHHOI Ta
NepBUHHOT YNaKoBKM NiKapCbKOro 3acoby (BHECEHHS
no3HavyeHb OAVHVLb BYMIPOBAHHS, 3 BUKOPUCTaHHAM
niTep natuHCbKoro andasiTy), BBEAEHHS 3MiH NPOTArOM
6-TU MicsLIB NicNs 3aTBEPAKEHHS

117.

IHPE3O/I® 40

pO34uH aNs iHgysili no
250 mn a6o no 500 mny
chnakoHi; no 10 cpnakoHis
Y KapTOHHIli kopobLi

BEPIIH-XEMI
Al

HimeyunHa

BEPNIH-XEMI Al

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu |
TMNy: 3MiHW 3 AKOCTi. FOTOBUIA NiKapcbkuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roTOBOrO J1ikapCbKOro 3acoby

(36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 15 TOproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMW PeasibHOro Yacy) -

36iNbLUEHHA TepMiHY npuaatHocTi gns MN3.
3aTBepmkeHo: 24 micaui. 3anponoHoBaHo: 36 MicsL,iB.

BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics

3aTBEPAKEHHSA. 3MiHM | TMny: 3MiHK 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax 36epiraHHsi rOTOBOro
nikapcbKkoro 3acoby (3miHa B ymoBax 36epiraHHs
roTOBOrO Jlikapcbkoro 3acoby abo nicns
PO3UYMHEHHS/BIAHOBNEHHS) - 3MiHA B YMOBax 36epiraHHs
rOTOBOrO /iKapCbKOro 3acoby, a came 3aTBepXeHO:
«36epiraTv Npn Temnepartypi He Buwle 25°C Tay
3axuLLLeHOMYy Big, Aji csiTna micLi»
3anponoHoBaHo: «36epiratv Npy TemMneparypi He BuLLe
30°C! 36epirati do1akoHW y 30BHILLHIV yNakoBLi Bif Aji
cBiTna». «He 3amopoxysartul» 3MiHW BHECEHI B
IHCTPYKLi0 A8 MeAMYHOro 3acTocyBaHHS y pp. "TepMiH
npugatHocTi" Ta "YMOoBM 36epiraHHa", Sk Hacnigok —
BifNOBiAHI 3MiHM Y TEKCT MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBeAeHHsA 3MiH NPOTAroM 6-Tn
MicsILiB Mmicnsi 3aTBepAKEHHS.

3a
peyenmom

UA/0192/01/02

118.

KANbLIIO
FNIOKOHAT

Tabnetku no 500 mr; no
10 TabneTok y cTpunax;
no 10 TabneTok y
6nictepi; no 1 6nictepy B
nauu

MNAT
"Tanuudgpapm”

YkpaiHa

NAT
"Tanuudapm",
Ykpaina; MNMAT

"Kuismegnpenapa
T", YKpaiHa

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
TUMY - OHOBJ/IEHHS BXe 3aTBEPAYKEHOrO TEKCTY
MapKyBaHHA BTOPUHHOT Ta NepBUHHOT YNakoBKN
NiKapcbKoro 3acoby 3 BHECEHHAM [04ATKOBOI

iHchopmawii (BHECEHHS No3HaYeHb OAMHULb
BUMIpPIOBaHHS, 3 BUKOPUCTAHHAM JliTep NTAaTUHCLKOTO
andasiTy Ta Tow0). BBeAeHHS 3MiH NpoTArom 6-Tu
MicsLiB MicNs 3aTBEPAKEHHS

6e3
peyenma

UA/8542/01/01

119.

KAHAMILUWH

MOPOLLIOK A/15 PO3YNHY
ans iv'ekuii no 1,0 r;
chniakoHu 3 nopoLukom; 10
hNakoHiB 3 NOPOLLKOM Y
KOHTYPHIli YapyHKOBIlA
yNakoBLi; M0 1 KOHTYpPHil
YapyHKOBIli ynakoBLi B

MAT
"Kuismegnpen
apart”

YkpaiHa

MNAT
"Kuismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMY - 3MiHW WoA0 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
YNaKoBKM MiKapCbKOro 3acoby L0 3a3HaYeHHs
MDKHaPOAHUX NO3HAaYeHb OAVHULIL BUMIPIOBAHHS.
BBegeHHS 3MiH NPOTAroM 6-Tu MicALiB nic/s
3aTBEPAKEHHSA

3a
peuyenmom

UA/7637/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
nauui
120. | KAHAEKOP® Tabnetku no 32 mr, no 7 KPKA, a.4., CnoseHis KPKA, 4.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasnis: 3MiHu | 3a UA/11678/01/04
Tabnetok y 6nictepi; no HoBo mecTo, MecTo TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE- peyenmom
2, abo no 4, abo no 8, CnoseHis cepTudikaTt BignoBigHOCTI €Bponelichkkilt
abo no 12, a6o no 14 hapmakonei/moHorpadii. NMogaHHa HoBoro abo
6nicTepiB y KAPTOHHIiA OHOBJ/IEHOrO cepTudpikaTa BiAnoBigHOCTI abo BUNYYEHHS
Kopobui; no 14 TabneTok cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei:
y 6nictepi; no 1, abo no ans A®l; ansa suxigHoro
2, abo no 4, abo no 6, mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
abo no 7 6nictepiB y BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANs [ONOMDKHOT
KapTOHHIiA kopobui; no 15 peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEiChKiii
Tabnetok 6nictepi; no 2, thapmakonei) - HoBuii cepTudpikat Big HOBOro
abo no 4, abo no 6 BMPOGHMKa (3aMiHa abo AOMOBHEHHS) NMOAAHHS HOBOrO
6nicTepiB y KAPTOHHIi cepTudpikaTa BiANoOBiAHOCTI EBpoNelichKiin hapmakonei
Kopoo6ui Ne RO-CEP 2016-132-Rev 02 gn1s Aitouoi peqoBuHN
Candesartan cilexetil Bif, HOBoro BUpo6Huka
CEP holder: KRKA d.d. Novo mesto, Smarjeska cesta 6,
8501 Novo mesto, Slovenia
Site of production:
1. Zhejiang Menovo Pharmaceutical Co., Ltd., Ne8, Jing
13 Road, Hangzhou gulf Shangyu Economic and
Technological Development Zone Shangyu City,
Zhejiang, 312369, China
2. KRKA d.d. Novo mesto, Tovarniska ulica 20, 8270
Krsko, Slovenia
Manufacturing site of intermediate (crude Candesartan
Cilexetil):
Anhui Menovo Pharmaceutical Co., Ltd.,
Guangde Economic and Technological Development
Zone, Guangde, Anhui Province, 242200, China
121. | KAHAEKOP® Tabnetku no 16 mr, no 7 KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11678/01/03
Tabnetok y 6nictepi; no HoBo mecTo, mMecTo, CnoBeHis Tuny - 3MiHn 3 sakocTi. CepTuddikaT BignosigHoCTI/IE- peyenmom
2, abo no 4, abo no 8, CnoBeHis cepTudikaT BignoBigHOCTI EBponeichKiii

abo no 12, a6o no 14
6nicTepIB Y KAPTOHHIN
Kopobui; no 14 TabneTok
y 6nicTepi; no 1, abo no
2, abo no 4, abo no 6,
abo no 7 6nictepis y
KapTOHHI kopo6ui; no 15
TabneTtok 6nictepi; no 2,
abo no 4, abo no 6

thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudcpikaTa BignoBigHOCTI EBponeiichbkili hapmakoner:

ana A®l; gns BuxigHoro

marepiany/peareHTy/npomMKHOro NPOAYKTY, WO

BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans AONOMDKHOT
peyoBuHM (cepTudpikat BifgNoBiAHOCTI EBpONEiChKiit
dhapmakonei) - HoBuii cepTudikaT Big HOBOro

BMpO6HMKaA (3amiHa abo AONOBHEHHS) NOAAHHS HOBOrO
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

6nicTepiB y KAPTOHHIi
Kopoo6Li

cepTudpikaTa BiANoBiAHOCTI E€Bponelichbkiin hapmakonel
Ne RO-CEP 2016-132-Rev 02 s gitoyoi peqoBuHN
Candesartan cilexetil Bif, HOBOro BUpo6Huka
CEP holder: KRKA d.d. Novo mesto, Smarjeska cesta 6,
8501 Novo mesto, Slovenia
Site of production:

1. Zhejiang Menovo Pharmaceutical Co., Ltd., Ne8, Jing
13 Road, Hangzhou gulf Shangyu Economic and
Technological Development Zone Shangyu City,

Zhejiang, 312369, China
2. KRKA d.d. Novo mesto, Tovarniska ulica 20, 8270
Krsko, Slovenia
Manufacturing site of intermediate (crude Candesartan
Cilexetil):
Anhui Menovo Pharmaceutical Co., Ltd.,
Guangde Economic and Technological Development
Zone, Guangde, Anhui Province, 242200, China

122.

KAHAEKOP®

Tabnetkv no 8 mr, no 7
TabneTtok y 6nictepi; no
2, abo no 4, abo no 8,
abo no 12, a6o no 14
6nicTepiB y KAPTOHHIi
Kopobui; no 14 TabneTok
y 6nicTepi; no 1, abo no
2, abo no 4, abo no 6,
abo no 7 6nictepis y
KapTOHHI kopo6ui; no 15
TabneTtok 6aictepi; no 2,
abo no 4, abo no 6
6nicTepiB y KAPTOHHIiA
KopoobLi

KPKA, a.4.,
Hoso mecTo,
CnoBeHis

CnoBseHis

KPKA, a.4a., Hoso
mecTo, CroBeHis

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BiAnoBigHOCTI ab0 BUMyYEHHS
cepTugikaTa BignNoBigHOCTI EBponenchkin hapmakonei:
ans A®l; gnsa BuxigHoro
marepiany/peareHTy/npomMKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BifgNOBiAHOCTI EBpONEiChKilt
thapmakonei) - Houii cepTudpikar Big HOBOro
BMPO6HMKa (3amiHa abo AONOBHEHHS) NOAAHHS HOBOrO
cepTudpikaTa BignoBigHocTi E€Bponelickkili hapmakonet
Ne RO-CEP 2016-132-Rev 02 ans fito4oi peqoBuHu
Candesartan cilexetil Big, HOBOro BUpo6HUKa
CEP holder: KRKA d.d. Novo mesto, Smarjeska cesta 6,
8501 Novo mesto, Slovenia
Site of production:

1. Zhejiang Menovo Pharmaceutical Co., Ltd., Ne8, Jing
13 Road, Hangzhou gulf Shangyu Economic and
Technological Development Zone Shangyu City,
Zhejiang, 312369, China
2. KRKA d.d. Novo mesto, Tovarniska ulica 20, 8270
Krsko, Slovenia
Manufacturing site of intermediate (crude Candesartan

3a
peyenmom

UA/11678/01/02




82

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Cilexetil):
Anhui Menovo Pharmaceutical Co., Ltd.,
Guangde Economic and Technological Development
Zone, Guangde, Anhui Province, 242200, China
123. | KAHAEKOP® Tabnetkv no 4 mr, no 7 KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/11678/01/01
Tabnetok y 6nictepi; no HoBso mecTo, mMecTo, CroBeHis Tuny - 3MiHu 3 akocTi. CepTudikaT BignosigHOCTI/lE- peyenmom
2, abo no 4, abo no 8, CnoBeHis cepTudikaT BignoBigHOCTI EBponelickkiii
abo no 12, a6o no 14 hapmakonei/moHorpadii. NMogaHHs HoBoro abo
6nicTepiB y KAPTOHHIi OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a60 BUNTYYEHHS
Kopobui; no 14 TabneTok cepTudpikaTa BignoBigHOCTI EBponeiickkili hapmakonei:
y 6nicTepi; no 1, abo no ans A®l; ana suxigHoro
2, abo no 4, abo no 6, mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
abo no 7 6nictepiB y BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
KapTOHHI kopobui; no 15 peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiCHKilt
Tabnetok 6nicTepi; no 2, thapmakonei) - HoBuiA cepTudpikat Big HOBOro
abo no 4, abo no 6 BMPOGHMKa (3aMiHa ab0 AOMNOBHEHHS) NOAAHHS HOBOrO
6nicTepiB y KAPTOHHIi cepTuddikaTa BiANOBIAHOCTI EBpoONeNichKin hapmakonel
KopooLi Ne RO-CEP 2016-132-Rev 02 gns fito4oi peqoBuHU
Candesartan cilexetil Big HOBOro BUpoGHMKa
CEP holder: KRKA d.d. Novo mesto, Smarjeska cesta 6,
8501 Novo mesto, Slovenia
Site of production:
1. Zhejiang Menovo Pharmaceutical Co., Ltd., Ne8, Jing
13 Road, Hangzhou gulf Shangyu Economic and
Technological Development Zone Shangyu City,
Zhejiang, 312369, China
2. KRKA d.d. Novo mesto, Tovarniska ulica 20, 8270
Krsko, Slovenia
Manufacturing site of intermediate (crude Candesartan
Cilexetil):
Anhui Menovo Pharmaceutical Co., Ltd.,
Guangde Economic and Technological Development
Zone, Guangde, Anhui Province, 242200, China
124. | KANOTIA3NA® | TabneTku, no 10 MNAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/5474/01/01
TabneTok y 6nictepi; no 2 | "KuiBmegnpen "Kvismegnpenapa TUMY - 3MiHW LWOAO 6e3nekn/etheKTUBHOCTI Ta peyenmom
6nictepn y nauui apart" T thapmakoHarnagy (iHLi 3MiHK); OHOBMIEHHS BXe
3aTBEPKEHOro TEKCTY MapKyBaHHA BTOPUHHOT Ta
NepBUHHOT YNakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM
fopartkosoi iHopmaLii (BHECEHHSA NMO3HAYEHb OANHULLL
BMMIPIOBaHHS, 3 BUKOPUCTAHHAM J1iTeP NaTUHCHKOTO
andasiTy Ta Towo). BBEAEHHA 3MiH NPOTAromM 6-Tn
MicCSIL|iB MiCNs 3aTBEPAKEHHS
125. | KAPBAJIEKC TabNeTKN NPOJIOHTOBaHOI TOB YKpaina [.J1.®apma 'm6X ABCTpist BHECEHHS 3MiH 10 peecTpaLiiHnX maTtepiasis: 3MiHu | 3a UA/6914/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

300 M
PETAP/,

4ii no 300 mr mr no 10
Tabnetok y 6nictepi; no
10 6nicTepiB y KAPTOHHIl
Kopooui

"BAJIEAHT
®APMACBIOT
IKAN3"

TUNy - NOAAHHA HOBOrO cepTudikaTa BifgnoBigHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2012-135-Rev
00 Ana [iroyoil peyoBUHH Bif, BXE 3aTBEPAXKEHOIO
BMpo6HUKa. BnacHukom CEP cTana ogHa 3 BUpo6HMUYMX
ainsHok BupobHuka A®l Zhejiang Raybow
Pharmaceutical Co., Ltd.; 3miHu | Tvny - nogaHHs
OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI €Bponechkili
thapmakonei Ne R1-CEP 2002-221-Rev 05 gns gitovoi
PeYOoBMHM Bifl BXXE 3aTBEPLKEHOTO BUPOOHUKA; 3MiHN |
TUNYy - NOAaHHA OHOBJ/IEHOrO cepTudiikaTta BiANoBIAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 1999-109-Rev
05 ons Ajtoyoi pe4yoBUHM Bif, BXXE 3aTBEPLKEHOTO
BMPOGHMKA i3 3MIHOK Ha3BUW BUPOGHWKA; 3MiHU | TURY -
noAaHHA HOBOro cepTudpikaTa BiANoOBIAHOCTI
€sponelicbkin dpapmakonei Ne R1-CEP 1997-102-Rev
05 gns fiovoi peyoBrHU Bif, HOBOrO BUPOBGHUKA; 3MiHK |
TUMY - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2005-011-Rev
05 ANns Ajtoyvoi pevyoBrHN Bif, HOBOro BUPOBGHMKA

peyenmom

126.

KAPBAJIEKC
600 Mr
PETAP/,

TabneTkn NPOsIOHrOBaHOI
4ii no 600 mr mr no 10
Tabnetok y 6nictepi; no
10 6nicTepiB y KAPTOHHIl
Kopoo6Li

TOB
"BAJIEAHT
OAPMACBIOT
IKAN3"

Ykpaina

I..dapma Nm6X

ABcTpis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHu |
TUMY - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2012-135-Rev
00 one Ajtoyoi peyoBUHW Bif, BXXE 3aTBEPLKEHOTO
BMpo6HUKa. BnacHnkom CEP cTana ogHa 3 BUpOGHMUYMX
ninsHok B1po6Huka A®l Zhejiang Raybow
Pharmaceutical Co., Ltd.; 3miHu | TMny - nogaHHs
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI EBponenichbkili
hapmakonei Ne R1-CEP 2002-221-Rev 05 ans gitouoi
PEYOBUHM Bif, BXE 3aTBEPL)KEHOrO BUPOOHWKA; 3MiHN |
TUNYy - NOAAHHA OHOBJIEHOTO cepTudiikaTa BifnoBiAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 1999-109-Rev
05 onA Ajtoyoi peyoBUHW Bif, BXXE 3aTBEPL)KEHOTO
BMPOBHMKA i3 3MIHOK Ha3BU BUPOGHWKA; 3MiHK | TUny -
nofaHHA HOBOro cepTuddikara BiANOBIAHOCTI
€sponelicbkiii hapmakonei Ne R1-CEP 1997-102-Rev
05 ons Ajtoyoi pe4oBUHM Bif, HOBOrO BUPOGHHMKA; 3MiHM |
TUNy - NOAAHHA HOBOrO cepTudikaTa BignoBigHOCTI
€sponelicbkiii hapmakonei Ne R1-CEP 2005-011-Rev
05 Ans Ajtoyoi pevyoBrHN Big, HOBOro BUPOGHMKA

3a
peyernmom

UA/6914/01/01

127.

KAPAYPA®

Tabnetku no 1 mr, no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KApTOHHIA
ynakoBLi

Mdpaiizep IHK.

CLWA

Bupo6bHuuTBO
npenapary in bulk,
KOHTPO/b SIKOCTI
npy BUMYyCKy,
nakyBaHHs, BUNYyCK
cepit:
P-®dapm DxepmaHi
'mM6X, HimeyunHa;
Bupo6HMUTBO

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
LiNbHULI BUPOBGHULITBA A/18 YACTMHN abo BCbOro
BMPOBHMYOrO NPOLLECY roTOBOTO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOIO NMakyBaHHS) — BBEAEHHSA
BMPOGHUYOI AinbHUL Mdhaiizep MeHdekvypuHr
[onuneng Mm6X, HimewunHa sk anbTepHaTUBHOT
OiNbHULIL ANA BTOPUHHOIO NakyBaHHA (BBeAeHHSA 3MiH

3a
peyenmom

UA/5972/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

npenaparty in bulk,
KOHTPO/b AKOCTI
npy BUMYCKy,
nakyBaHHS, BUNYyCK
cepii:
Mdpaiizep
MeHtohekyypuHr
[Loiiunens rvoX,
HimeuunHa

NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPIKEHHS); 3MiHK |
TUNy - 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkunii 3aci6. 3mMiHn
y BUPOGHMLTBI. 3amMiHa abo BBefEeHHS 40AATKOBOI
LinbHULI BUPOBHULITBA A/181 YACTUHN abo BCbOro
BMPOBHMYOro NPOLLECyY rOTOBOrO J1iKapCbKOro 3acoby
(AiNbHUUSA NS NEPBMHHOIO NakyBaHHS) - BBEAEHHS
BMPOGHUYOI AinbHUL Mdhaiizep MeHodekvypyHr
[Loiiunens M6X, HimeuunHa sk anbTepHaTUBHOI
AiNbHULI 4719 NePBUHHOTO NakyBaHHSA (BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPIKEHHS); 3MiHK |
TUNy - 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkunid 3aci6. 3MiHn
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUWMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKOro
3aco6by (3amiHa abo fofaBaHHS BUPOOHMKA, LU0
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMNyck cepii) - He
BK/THOHAK0UM KOHTPOL/BUNPOGYBaHHSA cepii - BBeAeHHs
BMPOGHMYOT AinbHMLj Mdhaiizep MeHodekyyprHr
[Honunena MvbX, HimewunHa sik abTepHaTVBHOI, LLIO
Bignosigae 3a Bunyck cepii N3 (BBegeHHSA 3MiH
NpoOTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS); 3MiHW |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHTbCA
BUMYCKy cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHN) — NpuBEAEHHS OYHKL BUPOGHMKa
N3 y BignoBigHICTL [0 3aTBEpXEHUX Y €Bponi, a came
BUYyYEHHSA (DYHKLT KOHTPO/IIO SKOCTI (CTabiNbHICTb) y
3aTBepxeHoro BupobHuka P-dapm Oxepmani M'm6X,
HimeuuunHa, sika 6yna 3aTtBepkeHa B YKpaiHi
NOMWUIIKOBO. Y KpaiHax EC BUPOOHUK He
BMKOHYBaB/BUKOHYE (DYHKLIii KOHTPOJIHO AKOCTI
(cTabinbHicTb). Bei iHWI dyHKUiT: BUpobHMUTBO in-bulk,
KOHTPO/b NPV BUMYCKY, NaKyBaHHSA, BUMYCK cepii ans
[aHOro BUPOBHMKA 3a/TULLIATECA HE3MIHHUMM

128.

KAPAYPA®

Tabnetku no 2 mr, no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KApTOHHIA
ynakoBLi

Mdpaiizep IHK.

CLWA

Bupo6bHuuTBO
npenapary in bulk,
KOHTPO/b SIKOCTI
npy BUMYyCKy,
nakyBaHHs, BUNYyCK
cepii:
P-®dapm DxepmaHi
'm6X, HimeuunHa;
Brpo6HMUTBO
npenaparty in bulk,
KOHTPO/b AKOCTI
npy BUMYyCKY,
nakyBaHHS, BUNYyCK
cepii:
Mdpaiizep
MeHtohekYypuHr

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTI. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBefEeHHSA 40AATKOBOT
LiNbHULI BUPOBHULITBA A/181 YACTUHN ab0o BCbOro
BMPOBHMYOrO NPOLLECY rOTOBOTO J1iKapCbKOro 3acoby
(AiNbHULSA ON18 BTOPUHHOIO NakyBaHHS) — BBEAEHHS
BMPOGHUYOI AinbHUL Mdhaiizep MeHodekvypuHr
[onuneng Mm6X, HimewunHa sk anbTepHaTUBHOI
JiNbHULI 4518 BTOPMHHOIO NakyBaHHs (BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS); 3MiHK |
TMny - 3MiHK 3 SKOCTI. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBefEeHHSA 40AATKOBOT
LiNbHULI BUPOBHULITBA A/181 YACTUHN ab0o BCbOro
BMPOBHMYOrO NPOLLECY rOTOBOTO J1iKapCbKOro 3acoby
(AiNbHUUSA ANS NEPBMHHOIO NakyBaHHS) - BBEAEHHS
BMPO6HUYOI AinbHUL Mdhaiizep MeHdekvypuHr

3a
peyenmom

UA/5972/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Hoiunena rmoéxX,
HimeuunHa

Loiunena Mm6X, HimeuwunHa sk anbTepHaTUBHOT
AiNbHULI 4118 NEPBUHHOTO NakyBaHHA (BBefeHHs 3MiH
NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMKEHHS); 3MiHM |

TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK

y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA

BUMYCKY Cepii Ta KOHTPOJII0 SAKOCTi FOTOBOTO NiKaPCbKOro
3acoby (3aMiHa abo fofaBaHHA BUPOOHMKA, L0

BignoBigae 3a BBe3eHHS Ta/abo BMNYycK cepii) - He
BK/THOHAK0UN KOHTPO/Ib/BUNPOGYBaHHSA cepil - BBeAeHH:

BMPOGHUYOI AinbHUL Mdhaiizep MeHodekvypuHr
[Loiiunens Mv6X, HimeyunHa sk anbTepHATUBHOI, WO

Bignosigae 3a Bunyck cepii 113 (BBegeHHA 3MiH
NPOTArom 6-Tu MiCAILiB MicNs 3aTBEPIKEHHS); 3MiHK |

TUNy - 3MiHW 3 IKOCTi. FTOTOBWIA Nikapcbkunii 3aci6. 3mMiHn
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHN) — NpMBEAEHHS OYHKLil BUPOGHUKA
'N3 y BigNOBIZHICTb A0 3aTBEpPMAXEHMX y €BpONi, a came
BUYYEHHS (DYHKLLT KOHTPOJTH SIKOCTi (CTaBINbHICTb) y
3arBepakeHoro BupobHuka P-®apm Ixepmani M'm6X,
HimeuumnHa, sika byna 3aTBepmxeHa B YKpaiHi
NOMU/IKOBO. Y KpaiHax EC BUPOBOHUK He
BVKOHYBaB/BUKOHY€E (DYHKLIii KOHTPOIHO AKOCTI
(cTabinbHicTb). Bei iHwi dyHKLii: BUpobHMLTBO in-bulk,
KOHTPO/b NPV BUNYCKY, NaKkyBaHHSA, BUMYCK cepii Ans
[laHOro BUPO6HMKA 3a/IMLLIATHCA HE3MIHHUMKN

129.

KAPOYPA®

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHI
ynakoBLi

Mdpaiizep IHK.

CLWA

Brpo6HMUTBO
npenaparty in bulk,
KOHTPO/b AKOCTI
npy BUMYyCKY,
nakyBaHHS, BUNYyCK
cepii:
P-dapm JxepmaHi
'M6X, HimeuuunHa;
Brpo6HMUTBO
npenapary in bulk,
KOHTPO/b SIKOCTI
npu BUMYyCKy,
nakyBaHHS, BUNYyCK
cepit:
Mdpaiizep
MeHtodhekuypuHr
Loiunena rmoéxX,
HimeuunHa

HimeyuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMny - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6GHMLTBI. 3amiHa abo BBefEHHSA 40AATKOBOI
OiNbHWLI BUPOBHMLTBA /18 YacTHK abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AinbHULA NS BTOPUHHOIO NakyBaHHS) — BBEAEHHS
BMPO6HUYOI AinbHML Mdhaiizep MeHodekvypuHr
[Hoiunena Mm6X, HimeuwunHa sk anbTepHaTUBHOT
JOiNbHULI 418 BTOPUHHOIO nakyBaHHs (BBefeHHs 3MiH
NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMAKEHHS); 3MiHM |
TMny - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBefEHHSA 40AATKOBOI
OiNbHWLI BUPOBHMLTBA /18 YacTHK abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHUUSA ANA NEPBMHHOIO NakyBaHHS) - BBEAEHHSA
BMPO6HUYOI AinbHML Mdhaiizep MeHodekvypuHr
Loiunena Mm6X, HimewunHa sk anbTepHaTUBHOT
AiNbHULI 4719 NEPBUHHOTO NakyBaHHA (BBeAeHHs 3MiH
NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMAKEHHS); 3MiHM |
TMny - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJII0 SAKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKE, LU0

3a
peyenmom

UA/5972/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BiAgnoBifae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/1I0YAK0UM KOHTPO/b/BUNPOGYBaHHSA cepii - BBeAeHHA
BMPO6HUYOI AinbHML Mdhaiizep MeHodekvypyHr
Hoiunena Mv6X, HimeuyunHa sik anbTepHaATVBHOI, LLIO
Bignosigae 3a sunyck cepii N3 (BeegeHHA 3MiH
NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMKEHHS); 3MiHM |
TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJII0 SAKOCTi FOTOBOTO NiKaPCbKOro
3aco06y (iHLi 3MiHK) — NpUBEEHHS OYHKLi BUpOGHMKa
'N3 y BigNOBIZHICTb [0 3aTBEPAXEHMX Yy €BPONi, a came
BUIyYEHHS (DYHKLT KOHTPOJTIO SKOCTI (CTabiNbHICTb) y
3aTBEPAXEHOr0 BMPO6HUKa P-dapm [xepmaHi FTM6X,
HimeuumnHa, sika byna 3aTBepmxeHa B YKpaiHi
NOMWIIKOBO. Y kpaiHax EC BUpo6HUK He
BMKOHYBaB/BUKOHYE (PYHKLLiT KOHTPOJIO SAKOCTI
(cTabinbHicTb). Bei iHWwi dyHKLi: BUpobHMLTBO in-bulk,
KOHTPO/Tb NPV BUMYCKY, NaKyBaHHSA, BUMYCK cepii Ans
[1aHOro BMPOBHMKA 3a/IMLLIAaTbCA HE3MIHHUMKN

130.

KITPYJA®

KOHL,EHTpaT A/15 po34nHy
Ans iHdoysin, 25 mr/mn, no

4 M KOHLEHTpaTy y

donakoHi; no 1 dpnakoHy 3
npenaparom B KapTOHHIl

KopoobLi

LepiHr-Mnay
CeHTtpan Ict
Al

LLiseiuapis

BMPOGHUK
Hepo3dacoBaHol
npoAayKLUiT,
KOHTPO/b AKOCTI
Ta TecTyBaHHA
cTabinbHoCTI,
nepBuHHe
nakyBaHHs:
MCA IpnaHgis
(Kapnoy),
IpnaHgjs;
KOHTPO/b SIKOCTI
Ta TecTyBaHHS
cTabinbHOCTI:
MCJ, IHTepHelHN
m6X/MC[,
IpnaHgis (BpiHHi),
Ipnangis;
H.B. OpraHoH,
HigepnaHgu;
KosaHc
Nabopatopi3
Nimites (KoBaHc),
Benvka bputaHisi;
TecTyBaHHS
cTabinbHOCTI:
HysicaH MM6X,
HimeuunHa,;
BTOPWHHE
nakyBaHHs1, 403BiN

IpnaHgis/
Benvka
BputaHia/
HimeyunnHa/
Benbris

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHu |

TUny - AGMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS

Ta/abo aapecy 3asiBHMKA (BNlacHWKa peecTpaviiHoro

NOCBIAYEHHS) - 3MiHa aApecy 3asBHVKa aHrNiiCbKO0
MOBOIO

3a
peyernmom

UA/16209/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Ha BUMYCK cepii:
LWepiHr-Mnay
Na6o H.B.,
bBenebris
131. | KNOTPUMA3O | TabneTku BariHasbHi No OpraHocuH IHAis EBepTogxeH IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/8794/02/01
n 100 wr, no 6 TabneTok y Naid Naiid CaeHcuns TUMY - BUTyYEHHSI BUPOOHUYOI AiNbHMLI (BKIOUAI0UN peyenma
cTpuni; no 1 ctpuny 3 CaeHcus MBT. Nimiteq AinbHuUl ans A®I, npomixHoOro NpoAykTy abo rotoBoro
an/ikaTopoM Yy KapTOHHIl nrg. nNikapcbKoro 3acoby, AinbHNUL AN NPOBEAEHHS
nauuj; no 6 TabneTok y nakyBaHHs, BUpOGHWKa, BigNOBiJa/IbHOTO 3a BUMYCK
6nictepi; no 1 6nictepy 3 cepiid, MicLe NpoBefieHHS KOHTPOSIKO cepii) abo
an/ikaTopoM Yy KapTOHHIl rnocTavasibHvKa BUXiAHOro maTepiasty, peareHTy abo
nauw,i [OMOMIKXHOT PEYOBUHMU - BUTyYeHHS BUPO6HMKa AdI
Guangzhou Hanpu Pharmaceutical Co., Ltd, China
noB’si3aHe i3 BUPOBHNYOI0 HEOOXIAHICTIO BBEAEHHSA
HOBOro BMpOG6HMKa A®I; 3miHuM Il TMny - 3MiHa BUPOGHMKA
BUXiAHOro/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOBHNYOMY npoueci Adl, abo
3MiHa BUpO6HUKa (BK/TloYatoun, fe HeobxigHo, micue
NpoBeAeHHS KOHTPOO AKocTi) A®l. BBefeHHs
BMpO6HMKa AP| 3 HafaHHAM mMacTep-thaiina Ha AdI -
Amoli Organics Private Limited, India
132. | KOAEIHY KpUCTaniuHUiA MOPOLLIOK CaHeka CnoBatbka CaHeka Cnosaubka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | - UA/15945/01/01
POCDAT (cybeTaHuis) y noggiiHux | ®apmacbiotika | Pecny6nika dapmacboTikan3 Pecny6nika TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
FEMITCIAPAT noslieTUNEHOBMX MiLKax n3a.c. a.c. cepTudikaT BignoBigHOCTI EBponeiichkiii
4ns hapmaleBTUYHOro thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
3aCcTOCyBaHHA HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo
iHLIOT HavujioHanbHOI chapmakonei fepxasu €C (3MiHa y
cneundikauisix, nos'sa3aHa 3i smiHamm B 1dY, a6o
€Bponeiicbkiii hapmakonei, abo iHLWIA HaLioHaNbHIl
hapmakonei gepxasu €C) - MNpuBeaeHHsA cneyndikaii
Ta aHaniTMYHNX MeTOAVK Y BIANOBIAHICTb A0 MOHOrpadil
«KogeiHy chocdpar remirigpar» YMHHOT €BpoNencbKol
dhapmakonei
133. | KOHTPOJ/IOK® | TabneTkn Takega M'mM6X HimeuunHa BMPOBHMUTBO 3a HimeyunHa BHECEHHS 3MiH A0 peecTpaviiHnx martepiasi: 3MiHu | 3a UA/0106/01/02
racTpopesncTeHTHi no 20 NMOBHUM LUKOM: TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom

Mmr; no 14 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHIA KopooLi

Takepa M'm6X,
micue
BMPOGHULTBA
OpaHieHbypr,
HimeuunHa;
HaHeceHHs
NoKpUTTS Ha sapa
TabneTok:
ApnsaHc dPapma
m6X, HimeuyunHa

cepTudikaT BignoBigHOCTI EBponelickkiii

thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BiAnoBigHOCTI ab0 BUNYYEHHS
cepTudpikaTa BiANoBiAHOCTI EBponeiickkili hapmakonei:

ans A®l; gnsa BuxigHoro

mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
pevoBUHM (cepTrdiikaT BigNOBIAHOCTI €EBPONENChHKIN
thapmakonei) - OHOB/EHWIA cepTudpikar Bif yxe
3aTBEPKEHOro BUPOGHYKA -

noJaHHs OHOB/IEHOro cepTudpikata BigNoBiAHOCTI

€ponelicbkili dhapmakonei Ne R1-CEP 2007-246-Rev
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

02 (3atBeppxeHo: R1-CEP 2007-246-Rev 01) ans
Aitoyoi pevosnHN Pantoprazole sodium sesquihydrate
Bif BXe 3aTBepmxeHoro BmpobHuka TAKEDA GMBH, sk
Hacnigok (3aTBepxeHo: Re-test period: 6 micAuiB;
3anponoHoBaHo; Re-test period: 24 micaui). 3MiHn | TURY
- 3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiAMnoBigHOCTI ab0 BUMYyYEHHS
cepTudpikaTa BiANoOBiAHOCTI EBponeiickkili hapmakonei:
ana A®l; pns BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BigNoBiAHOCTI EBpONEiChKiit
thapmakone’) - OHOBIEHUIA cepTuddikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHocTi E€Bponelickkili hapmakonet
Ne R1-CEP 2007-246-Rev 03 15 Aitoyoi peqoBuHN
Pantoprazole sodium sesquihydrate Big Bxe
3aTBEpAXeHoro Bupo6Huka Takeda GmbH, sik Hacnigok
BUAAIEHHS BUPO6HMYOT AinbHu Takeda GmbH,
Production site Singen, Robert Bosch Strasse 8 78224
Singen, Germany

134.

KOHTPO/TOK®

TabneTkn
racTpopesncTeHTHi no 40
Mmr; no 14 Tabnetok y
6nictepi; no 1 a6o no 2
6nicTepy B KAPTOHHIA
Kopoo6ui

Takega M'M6X

HimeuunHa

HaHeCeHHs
NoKpUTTS Ha agpa
Tabnetok: AgBaHc
dapma 'm6X,
HimeuuunHa;
BMPOGHMLITBO 3a
NOBHUM LIVIK/TOM:
Takepa 'm6X,
micue
BMPO6HULTBA
OpaHieHbypr,
HimeuunHa

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/IE-
cepTudikat BiANOBIAHOCTI €BpONeNChbKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUNTYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin hapmakonei:
anst A®l; onsa BuxigHoro
mMartepiany/peareHTy/NpoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEChKI
thapmakone’) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -

NnoAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2007-246-Rev
02 (3atBeppxeHo: R1-CEP 2007-246-Rev 01) ans
aitoyoi pevoBnHN Pantoprazole sodium sesquihydrate
Bif, BXe 3aTBepxeHoro BupobHuka TAKEDA GMBH, sk
Hacnigok (3aTBepaxeHo: Re-test period: 6 micsuiB;
3anponoHoBaHo; Re-test period: 24 micAui). 3MiHn | TURY
- 3MiHM 3 AkocTi. CepTudikat BignosigHoCTI/TE-
cepTudikar BiANOBIAHOCTI €EBpONeichbKil
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOT0 cepTudikaTa BifnoBigHOCTI a60 BUTYYEHHS

3a
peyenmom

UA/9054/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

cepTudpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
ana A®l; pns BuxigHoro
matepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BigNoBiAHOCTI EBpONEiChKiit
thapmakone’) - OHOBIeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHoCTi E€Bponelickkili hapmakonet
Ne R1-CEP 2007-246-Rev 03 15 Aitoyoi pevoBuHN
Pantoprazole sodium sesquihydrate Big Bxe
3aTBEpAXeHoro Bupo6Huka Takeda GmbH, sik Hacnigok
BUAAIEHHS BUPO6HMYOT AinbHuL Takeda GmbH,
Production site Singen, Robert Bosch Strasse 8 78224
Singen, Germany

135.

KOMALWN®

TabneTku; no 6 a6o 10
Tabnetok y 6nictepax; no
10 Tabnetok y 6nictepi;
no 1 a6o no 2 6nictepu B
nauui

MNAT
"Tanuucpapm”

YkpaiHa

MNAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPIKEHOr0
TEKCTY MapKyBaHHA BTOPUHHOT Ta NEPBUHHOT YNakoBKN
NikapcbKoro 3acoby (BHECEHHS NO3HaYeHb OANHULL
BMMIPIOBaHHS, 3 BUKOPUCTAHHAM J1iTeP NaTUHCHKOTO
andasiTy Ta BUAaneHHs iHpopmaLiii CTOCOBHO
“Kopnopauii Aptepiym“). BBeieHHs 3MiH NpOTSArom 6-1u
MicsLiB MiCNsA 3aTBEPAKEHHS

6e3
peyenma

UA/2930/01/01

136.

KCENOAA®

TabneTku, BKpUTI
NAIBKOBOK 0B0JI0HKOIO,
no 150 wmr, no 10
TabneTtok y 6nictepi; no 6
6nicTepiB y KAPTOHHIi
ynakoBLi

& . XodhpmaHH-
Na Pow Nita

LLiBeiuapis

Ekcenna rm6X
eHp Ko. KT,
HimeuunHa

(Bnpo6bHMLTBO

Hepo3dacoBaHOl
NPOAYKLi,
BMNpPO6YyBaHHs
KOHTPOJIHO0 SIKOCTI);
Mpoaykroc Pouw
C.A. pe C.B.,
Mekcuka
(Bnpo6bHMLTBO
Hepo3dhacoBaHo|
nNpoAyKLUiT,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs,

BMNpPOOYyBaHHSA

KOHTPO/IHO0 SIKOCTI);
Pow dapma AT,
HimeuunHa
(BunpobyBaHHs
KOHTPOJIHO0 SIKOCTI);
®.XothpmaHH-/15
Pow /114,

HimeuunHa/
Mekcuka/
LLBeiuapis

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHu 11
TUNY - 3MiHW [0 IHCTPYKLUIT 4151 MEAVYHOTO
3acTOCyBaHHS MikapCbKoro 3acoby Ao po3ainy
"Oco6nMBOCTI 3aCTOCyBaHHA". BBeAEHHS 3MiH MPOTAroM
6-Tn MicsAUIB NicNs 3aTBEPLKEHHS

3a
peyenmom

UA/5142/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

LBeiiuapis
(Bunyck cepii);
®.XohpmaHH-/15
Pow NTp4,
LBeliuapis
(MepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
BMNPOOYBaHHS
KOHTPOJHO SIKOCTI)

137.

KCENOJA®

TabneTtkn, BKPUTI
NNiBKOBOK 060/TI0HKOIO,
no 500 wmr, no 10
Tabnetok y 6nictepi; no
12 6nicTepiB y KapTOHHIl
ynakoBLi

®.XothpmaHH-
Na Pow N1,

LLiseiuapis

Ekcenna rméexX
eHpa Ko. KT,
HimeuunHa

(BnpobHMuTBO

Hepo3dacoBaHol
npoAayKLUil,

BMNpobyBaHHSA

KOHTPOJIO0 SIKOCTI);
MNpoaykroc Polu
C.A.geCB.,
Mekcuka
(Brpo6bHUUTBO
Hepo3dacoBaHOl
NpoAyKLUii,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,

BUNPOBYBaHHSA

KOHTPOJIHO0 SIKOCTI);
Pow ®apma AT,
HimeuunHa
(BunpobyBaHHs
KOHTPOJIO0 SIKOCTI);
®.XohpmaHH-/15
Pow Ntg,
LLBeiuapis

(Bunyck cepil);

®.XothpmaHH-/15
Pow 114,
LLseiiuapis

(MepBuHHe Ta
BTOPWHHE
nakyBaHHs,

BMNpobyBaHHSA

KOHTPOJIO0 SIKOCTI);
LllaHxaii PoLu
dapmacboTikan3
Nita, Kntai
(Brpo6bHMUTBO

HimeyunHa/
Mekcuka/
LLBeiiuapisi/
Kutai

BHECEHHS 3MiH 0 peecTpaLiinHux maTepiasis: 3miHu I
TUMY - 3MiHW A0 IHCTPYKLiT 4719 MeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Oco6nmBOCTI 3acTOCyBaHHA". BBeAeHHS 3MiH MPOTSArom
6-TV MicALIB MiCNA 3aTBEPKEHHS

3a
peyernmom

UA/5142/01/02
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Ymosu

Homep

n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayitiHo
20
nocsi0YeHHs1

Hepo3dhacoBaHol
npoaykuii

3a

UA/16706/01/01

138.

NETPOBICTA

TabneTku, BKpUTI
NiBKOBOK 0B0JI0HKOIO,
no 2,5 mr no 10 TabneTok
y 6nicTepi; no 3 6nictepu
B KapTOHHIi KopobLyi

Mictpan
Kenitan
MeHeKMeHT
Nimiteq

AHrNis

CiHTOH XicnaHis,
C.N.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMNYy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBiAANbLHOI 3a 34ilicHeHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
3[jiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLO BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarnaay (BK/IYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi macTep-thaiina
cuctemn chapmakoHarnsgy) - 3miHa ynoBHOBaXeHO
ocobw, BignoBiganbHOI 3a thapmakoHarnsag: Aivoua
pegakuis: ly6ay TeTsiHa BikTopiHa; MponoHoBaHa
pepakuis: CoTHikoBa CBiTnaHa BikTopiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0cobMu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa micus
3[iICHEHHSI OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.
BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu |

peyenmom

3a

UA/5773/01/01

139.

NIAA3A-
BIO®APMA

MOPOLLIOK A1 PO3UMHY
ONns iH'ekuin no 64 Of; 5
hNakoHiB 3 MOPOLLKOM Y
6nicTepi; no 2 6nictepn y
nauui 3 KapToHy

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3
"BIO®PAPMA"

YkpaiHa

TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUIA 3aci6. 3miHa y
NepBVHHIl yNakoBLji rOTOBOrO /liKapCbKoro 3acoby (Tun

KOHTeliHepa abo AofaBaHHA HOBOrO KOHTelHepa) -
BunyyeHHsi nepBUHHOI YNakoBKy, L0 He NpU3BOAUTbL A0

MOBHOTO BU/TyYEHHS NiKapCbKOro 3acoby 3 NEBHO
cunoto aii abo y neBHili nikapcbkiii oopmi - BunyueHHs
YNakoBKM MiKapCbKoro 3acoby: 5 amnyn 3 NOpPOLLKOM Y

6nicTepi; No 2 6icTepy y Nayli 3 KAPTOHY.

peuyernnmom

UA/16130/02/01

140.

NIHE3ONIA
KPKA

pO34uH ANs iHdysiii 2
mr/mn no 300 mny
cucTemi gns
BHYTPILLHLOBEHHOTO
BBeJeHHs; no 1 cuctemi
NS BHYTPILLHLOBEHHOTO
BBE/IeHHS B NakeTi 3
namiHoBaHoi honbru; no
1 a6o 10 nakeTiB y
KopooLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
TPeTUHHE
nakyBaHHS:
C.K. IHthbomep,
dnroig3 C.p.n.,
PymyHis
TPEeTUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYyCK cepil:
KPKA, a.4., Hoso
mMecTo, CrioBeHis

KOHTPO/b Ccepii:

PymyHis/
CnoseHis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
MYy - 3MiHK 3 fKocTi. A®l. CTabinbHICTb. 3MiHa nepiogy
NOBTOPHKX BUNpobyBaHb/nepiogy 36epiraHHa abo yMoB

36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPKEHOMY
[ocbe cepTudpikaTa BignosigHoCTI EBponelickkiii
thapmakonei, LWo BK/IKYaE nepiog NoBTOPHOrO
BMNpo6yBaHHS) (Nepiog NOBTOPHOTO
BUNpobyBaHHsA/nepiof 36epiraHHs) - 36ibLIeHHA abo
BBE/EHHS Nepiody NOBTOPHOrO BUNPOGYBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/KEHb Y
peasibHOMY 4aci - 36i/1bLLEHHSA Nepiody NOBTOPHUX
BUNPo6yBaHb Ana AdI niHesonigy: 3aTBepmakeHo: 24
Micaui 3anponoHoBaHo: 36 MicAuiB. BBegeHHSA 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHS.

3a
peuenmom
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
KPKA, a.4., Hoso
mMecTo, CroBeHis
TPEeTUHHE
nakyBaHHs:
KPKA, a.4., Hoso
mecTo, CrioBeHist
141. | NIHE3ONIA4 TabneTku, BKPUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu | 3a UA/16130/01/01
KPKA NNiBKOBOK 060/TI0HKOHO, Hoso mecTo bulk", nepenHHe MYy - 3MiHK 3 fKocTi. A®l. CTabinbHICTb. 3MiHa nepiogy peyernmom
no 600 mr no 10 TabneTok Ta BTOPUHHE NOBTOPHMX BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
y 6nicTepi, no 1 6nictepy nakyBaHHs, 36epiraHHs A®I (3a BiACYTHOCTI y 3aTBEpPIKEHOMY
B KQpPTOHHI kKopooLi KOHTPO/b cepii Ta [ocbe cepTudpikaTa BignoBigHOCTI EBponelichKii
BWMYCK Cepil: hapmakonei, Lo BK/Ya€e nepios NoBTOPHOrO
KPKA, a.4., Hoso BUNPO6YBaHHS) (Nepios NOBTOPHOIO
mecTo, CrnoBeHis BMNPOGYBaHHs/Nepiog, 36epiraHHs) - 36ibLLEHHS 260
KOHTpO/b cepii: BBE/EHHS Mepiogy NOBTOPHOro BUNPOGyBaHHs/nepioay
KPKA, a.4., Hoso 36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Y
mecTto, CroBeHis peasibHOMY 4aci - 36i/bLLEHHS Nepiody NOBTOPHMUX
BunNpobyBaHb Ana APl niHesonigy: 3aTBepmxeHo: 24
Micaui 3anponoHoBaHo: 36 MicAuiB. BBegeHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCiA 3aTBEPMAKEHHS.
142. | nonpun Tabnetku no 5 mr, no 20 BocHanek g.4. BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/1839/01/01
BOCHAJ/EK® Tabnetok y 6nictepi; no 1 I'epuerosuH lepueroBuHa TMNy - 3MiHa NapameTpiB cneumdikauiii Ta/abo peyenmom
6nicTepy B KAPTOHHIl a L0NYCTUMMX MEX rOTOBOTO JTiKapCbKOro 3acoby,
Kopoo6Li BBEJIEHHA NepioANYHOCTI KOHTPOO A4 M.
Mikpo6ionoriyHa unctoTa , "TecT NpoBOANUTLCH He
MeHLLIe HiX Ansa 1 cepii Ha pik BignosigHo Bumor ICH
Q6a"
143. | NOPU3AH® Tabnetku no 10 mr, no 10 MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/0905/01/01
Tabnetok y 6nictepi, no 1 "KniBmegnpen "KniBmegnpenapa TUMNY - OHOBJIEHHSA BXE 3aTBEPAXXEHOro TEKCTY peyenma
6nictepy y nauui apar” T MapKyBaHHSA BTOPUHHOT Ta NepBUHHOT YNakoBKN
NiKapcbKoro 3acoby 3 BHECEHHAM A0AATKOBOI
iHcbopmawii (BHECEHHSI NO3HAYEHb OANHMLb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM fiTep NaTUHCbKOro
ancasiTy Ta ToL0). BBEAEHHA 3MiH NPOTArOM 6-TI
MicsILiB Mic/sa 3aTBepAKEHHHS
144. | NOTEIHA TabneTku cy6niHrBasIbHi AT "Apavep Monbwa Mab'saHiLbKui MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaiis: 3a UA/5244/02/01
no 50 mr no 30 TabneTok Papma hapmaueBTUYHWIA 3MiHK | TUNy - BBEAEHHA ab0 3MiHM [0 y3aralbHeHNX peyernmom
y KOHTeHepax; no 30 3asog Monbha JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefjeHHs
TabneTok y KOHTelHepi; AT y3arasibHeHUX faHvx Npo cuctemy hapmakoHarnagy,

no 1 koHTeliHepy y
KapTOHHI kopo6uyj;

no 15 tabnetok y
6nicTepi; no 2 6nictepu B
KapTOHHI KOpoo6Li

3MiHa YNOBHOBaXEHOT 0CO6MU, BignoBiganLHOI 3a
3[jiCHEeHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3

thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo

3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemu

thapmakoHarnsgy); 3MiHa KOHTaKkTHUX JAaHnX
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNoOBigaNbHOI 3a
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
3fiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0c0obK, BiANOBIfANbHOT 3a 3AiiCHEHHSA
chapmakoHarnagy B YkpaiHi. 3amiHa Micus 34iiCHEHHS
OCHOBHOI fjsiNIbHOCTI 3 hapmakoHarnsagy. 3amiHa
MicLle3HaxopKeHHsi MacTep-thaiina cuctemu
thapmakoHarnsgy
145. | NOTEIHA Tabnetkun cybniHrBasibHI AT "Apaves Monbwa Mab'saHiLbKui MonbLia BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHa 3a UA/5244/02/01
no 50 wmr; no 30 TabneTok Papma” hapmaueBTUYHMi 3asBHVKa (BnacHWKa peecTpauiiHoro nocBigYeHHs) peyenmom
y KOHTelHepax; no 30 3aBof Monbga (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): BeeaeHHs
TabneTokK y KOHTelHepi; AT. 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS
no 1 KoHTelHepy y
KapTOHHI kopo6uyj;
no 15 tabnetok y
6nicTepi; no 2 6nictepu B
KapPTOHHI KOpooLj
146. | NOTEIHA TabneTku BariHabHi No AT "Apaves Monba Mab'saHiLbKui MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/5244/01/01A
50 mr no 15 TabneTtok y dapma” hapmavueBTUYHWi UMYy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenmom
6nictepi; no 2 6nictepn B 3aBog, Monba thapmakoHarnsgy. BeegeHHs abo 3miHu o
KapTOHHiiA KOpo6Li AT. y3arasibHeHUX faHnx Npo cucTemy drapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANbLHOI 3a 3AilicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa Ans
3pjificHeHHs hapMakoHarnsgy B YkpaiHi, AKLL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBigansHOI 3a
3fjiicHeHHs hapmakoHarnsagy (BKIHOYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemmn chapmakoHarnsgy) - 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BifNOBigabHOI 3a
3[jiCHEeHHSsT hapMakoHariagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6u, BignoBigasibHOI 3a 34iACHEHHS
hapMakoHarnagy B YkpaiHi. 3amiHa mMicus 34iiCHeHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3amiHa
MiCLle3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarnsgy
147. | MATHIIO pO34uH NS iH ek, 250 TOB "lOpis- Ykpaina TOB "lOpis-Papm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/14030/01/01
CYNb®AT mr/mn, no 5 mn aéo 10 mn Papm” UMYy - 3MiHK 3 AKocTi. CepTudikat signosigHocTi/lE- peyenmom

B amny”ni; no 5 amnyn B
KOHTYPHili YapyHKOBIi
YNaKkoBLii; N0 2 KOHTYPHI
YapyHKOBI YNakoBKW B
nauui 3 KapToHy

cepTudikat BiANOBIAHOCTI €BpoNeichbkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTta BiAnoBigHOCTI abo BUNYYEHHSA
cepTuguikaTa BignoBigHOCTI €EBponenchkin hapmakonei:
ans A®l; ana suxigHoro
marepiany/peareHTy/npomMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; ANns 4OMOMIKHOT
peyoBuHM (cepTudpikat BifgNOBiAHOCTI EBpONEiChKiii
dhapmakonei) - Houii cepTudpikaT Bif, BXe
3aTBEPXEHOr0 BUPOOHMKA - NOJaHHS HOBOTO
cepTudikaTa BignoBigHOCTI €Bponeiickkiii hapmakonei
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Ne RO-CEP 2016-148-Rev 00 ans fito4oi pevoBuHU
Magnesium sulfate heptahydrate Big, Bxe
3aTBep/AxeHoro BupobHuka Macco Organiques, s.r.o,
Yecbka Pecny6ika
148. | MAAIHET TabneTtkn, BKPUTI Mmi6e Mv6X HimeuunHa Mmi6e Mm6X HimeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/15840/01/01
NAiBKOBOK 060I0HKOIO, ApuHaiimitTen ApuHaiimiTTens TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
no 0,03 mr/2 mr no 21 b thapmakoHarnagy. 3MiH1 y KOPOTKiil xapakTepucTuLi
Tabnetui y 6nictepi; no 1 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLi
abo no 3, abo no 6 AN MeAnyHOro 3acToCyBaHHSA
6nicTepiB B KAPTOHHiIl reHepuUHUX/riopuaHNX/6ionofibHMX NikapCcbkMx 3ac06iB
Kopoo6ui nicns BHECEHHS TiEl camoi 3MiHU Ha pedhepeHTHUI
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX aHnX) 3MiHW BHECEHI [0 IHCTPYKLUIi Y
po3ain "MokasaHHA". Ta po3ginu: "dapmakonoriyHi
BnacTmsocTi", "MpoTunokasaHHs", "Blaemogis 3 iHWyMm
nikapcbknMKM 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco61BOCTi 3acTocyBaHHS" (y T. 4. "3acTocyBaHHS Y
nepiog, BariTHocTi abo rogyBaHHs rpyaar"), "Cnocib
3acTocyBaHHA Ta go3un"” (y 1. u. "Aitn"), "MobiyHi peakui”
BiANOBIAHO A0 iHhopmaL,i pethepeHTHOro NnikapcbKoro
3acoby BE/IAPA®. BBeeHHS 3MiH NpPOTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHS.
149. | MATEPUHKWN eKCTpaKT pigkui MAT Ykpaina MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | - UA/12519/01/01
TPABU (cybceTaHuis) y 6o4kax "Tanuucdapm” TUMY - 3MiHKW 3 AKocTi. A®l. Bupo6HULTBO. 3MiHN B
EKCTPAKT noniMepHux ans npoueci BupobHuuTea APl (He3HayHa 3miHa y npoueci
PIAKUIA BMPOGHULITBA BMPO6HULTBa API) - BHECEHHS 3MiH [0 po3giny 3.2.S.2.
HecTepusIbHNX NiKapCbKux Mpouec BnpobHnuTBa A®I, 30KpEMa: BUKNAAEHHS
chopm TEKCTY KOPOTKOro OMNMCy TEXHOMOTYHOrO NpoLecy Ta
TEXHONOrIYHOI cxemun BUpobHULTBa APl B HOBIl
pepakuii. TexHonoriyHuiA npouec, cTagii Ta onepavii
BMPOBHMLTBA 3a/TULLMANCH HE3MIHHUMN
150. | ME3ATOH Kpansi ouHi, 25 mr/mn; no ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/0511/01/01
5 mMn y dpnakoHi; no 1 06MexeHo 06MeXeHoH TUMY - 3MiHU 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. 3MiHK peyenmom
h1aKoOHY 3 KPULLIKOK- BiANOBiAA/bHI BiANOBIAALHICTIO y BUPOBGHULTBI. 3MiHa po3Mipy cepil (BKIoYaoum
KpanesibHMLE y nadi 3 cTHo "[ocnigHnii 3aBog fianasoH po3mipy cepil) roTOBOrO JlikapCbKOro 3acoby
KapToHy "LocnigHnit "rHuIC" (iHWi 3miHW) - BBEEHHA 00AaTKOBOro po3Mipy cepii
3aBof, roTOBOrO /iKAPCbKOro 3acoby A1 3aTBEPLKEHOI
“rHLAC OiNbHULI BUPOGHMLTBA TOBapNCTBO 3 0OMEXEHO

BignosiganbHicTio "®APMEKC M'PYMN", Ykpaina
[itoya pepakuis

Posmip cepii cknagae:

100 n (20000 chnakoHiB No 5 mn)

300 n (60000 donakoHis No 5 mn) Po3mip cepii cknagae:

100 n (20000 chnakoHiB No 5 mn)

300 n (60000 dpnaxkoHiB no 5 mn)
MponoHoBaHa pegakLiis

[opaTkoBuit po3mip cepii cknagae:
10 n (2000 chnakoHiB o 5 mn)
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
30 5 (6000 chnakoHiB No 5 mn)
50 1 (10000 dhnakoHiB no 5 mn)
151. | MEMBPAN TabneTku, BKpUTI AT YkpaiHa AT "KMNIBCbKIW YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/14982/01/01
NNiBKOBOK 060/I0HKOHO, "KNIBCbKWN BITAMIHHUIA TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkuMii 3aci6. peyenmom
10 mr no 10 TabneTok y BITAMIHHAIA 3ABOL" CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo
6nictepi; no 3 abo 6 3ABOL" ymMoBax 36epiraHHs roToBOro NikapcbKoro 3acoty
6nicTepiB y navui (36iNbLUEHHA TEepMiHY NPUAATHOCTI FTOTOBOrO
nikapcbKkoro 3acoby) - 15 Toproeoi ynakoBKu
(nigTBEPOKYETLCA AaHMMK peasibHOro yacy) -
36iNbLUEHHSA TepPMiHY NPUAATHOCTI JTiKapCbKOro 3acoby.
3arBepoKeHo: 2 poku. 3anpornoHoBaHO: 3 POKMU.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.
152. | MENAKT NOpPOLLOK AN Takepa ®paHuis Brpo6HMUTBO ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/13171/01/01
KOHUEHTpaTy Ans ®paHuia CAC Hepo3dacoBaHo| ABcTpis/ MMy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenmom
avcnepcii ans iHdysiin no nNpoAyKLUiT, LLiBeiiuapisi/ hapmakoHarnsgy. BeegeHHs abo 3miHn go
4,0 wr; 1 conakoH 3 nepsnHHa dpaHuin y3araJlbHeHUX faHux Npo cuctemy dpapmakoHarnsay
NOpOLLKOM 3 1 hinbTpom ynakoBka, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
Y KapTOHHIli kopobLi KOHTPO/b AKOCTI thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
cepii: BiANOBIAaNbHOI 3a 3ilicHeHHS chapmakoHarnagy;
BCM KOHTaKTHOI 0cobu 3 hapMakoHarsay 3asBHvKa ons
dapmacbloTikan3 3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
C.M.A., ITanisa BiIMiHHa BiJ YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI 3a
BTopuHHa 3[jiCHEeHHs1 hapmakoHarnaay (BKIYakum KOHTaKTHI
ynakoBka, [403BiN [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-chaiina
Ha BUMYCK cepii: cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXeHOi
Takena ABCTpis 0co6u 3asBHMKa, BiANOBIAALHOI 3a hapmakoHarnsag.
'm6X, ABCTpist [Litova pepakuisa: Simon Ashworth BS, MBBS,
KOHTpOsb AKOCTI DipPharmMed. MponoHoBaHa pegakuis: Sumit Munjal,
cepit: MBBS FRSPH MSc DLSPHTM MRQA. 3miHa
Congiac AT, KOHTaKTHUX AaHUX YNOBHOB&XEHOT 0CO6M 3asBHUKA,
LLiBefuapis BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
KoHTpOsib sAKoCTi 3MiHa KOHTaKTHOT 0C06M YNOBHOBaXKEHOT 0CO6U
cepii 3asBHYKa, BignoBigasibHOI 3a chapmakoHarnsag B Ykpaii
("CTepwnbHicTb" . Oitoua pegakuin: KniwmH AHTOH Mukonainosmy.
Ta "Po3mip yacTok MponoHoBaHa pepfakuis: CamoHeHko MapvHa
B CyCneHsii. BonogmmupiBHa. 3MiHa KOHTaKTHUX SaHUX KOHTaKTHOI
Hesunanmi 0ocobu ynoBHOBaXXEHOT 0CO6YM 3asiBHMKA, BignoBiganibHOT
yacTku'"): 3a (hapmakoHarnsg, B YkpaiHi.
KoHthapma
®paHuis CAP/I,
®paHuis
153. | MENEHAM MOPOLLOK A1 PO3UNHY MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3miHu | 3a UA/10759/01/02
onsiH'ekuinno 0,5r; 1 "KuiBmegnpen "KnisBmegnpenapa TVNYy - 3MiHK Wo40 6e3nekn/edekTMBHOCTI Ta peyenmom
ch/1akoH 3 NOPOLLKOM Y apar” ™ dhapmakoHarnsgy - 3MiH1M BHECEHI B TEKCT MapKyBaHHS

nauu

yMakoBKM NMiKapCbKOro 3acoby o0 3a3HauYeHHs
MiXHaPOAHUX MO3Ha4YeHb OAVHULIb BUMiPIOBAHHS.
BBefEeHHSA 3MiH NPOTAroM 6-Tn MicauiB nicas
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
3aTBEPAKEHHS
154. | MEPAJIC® cnpeii HasaslbHWiA, AfpaH- Xopsartis Anpax- Xopsartis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 6e3 UA/12207/01/01
po3umH 0,05 % no 10 mn aneHcbKuii laneHcbkuii TUNY - 3MIHN BHECEHI B TEKCT MapKyBaHHS yMakoBK/ peyenma
ab60 no 15 M po3unHy y Na6opaTopiii Na6opaTopii 4.4, NiKapcbKoro 3acoby LoA0 3a3HaYEHHS MiXXHAPOAHUX
hnakoHi 3 403y0Unum a.4. no3HayYeHb OAMHVLb BUMIPIOBaHHSA. BBeeHHs 3MiH
npuCcTpoEM; no 1 NPOTAroM 6-Tn MiCALiB NiCNA 3aTBEPIYKEHHS
(h/1aKOHY B KapTOHHii
Kopoobui
155. | MEPAJIC® cnpeii Ha3asIbHUIA, AapaH- Xopsaris Anpan- Xopsaris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/12207/01/02
po3umH 0,1 % no 10 mn [aneHcbkuit [aneHcbKuit TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKu peyenma
a60 Mo 15 M po3umnHy y Nab6opaTtopiii NlabopaTopii 4.4, NiKapCbKOro 3acoby L0A0 3a3HAYEHHST MiXXHAPOLHMX
chnakoHi 3 4O3yH0UUM a.4o. no3Ha4yeHb OAVHMLL BUMIpOBaHHA. BBegeHHS 3MiH
npucTpoem; no 1 NPOTAroM 6-TW MicALiB NicNsA 3aTBepIKEHHS
hNakoHy B KAPTOHHIl
KopobLy
156. | MEPTEHIN TabneTku, BKPUTI BAT "TefieoH YropLmHa BMPOGHULITBO, YropLumHa BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3miHu | 3a UA/11705/01/02
NNiBKOBOK 060/TI0HKOHO, PixTep" KOHTPO/b SKOCTI TUNy - NOAAHHS HOBOTO CepTudikaTy BiAMOBIAHOCTI peyenmom
no 5 mr no 10 TabneTok y Ta BUNYCK cepil: €Bponelicbkiin hapmakonei RO-CEP 2015-188-Rev 01
6nictepi; no 3 6nictepu B BAT "lepfeoH ana A®l Bif BXe 3aTBEpPAKEHOr0 BUPOOHMKA; 3 MiHW |
KapTOHHIN ynakoBLUi PixTep" TMny - NpuBeAEeHHSA cneundikaii A®I posyBacTaTtuHy
KauibLito Y BigNoBIAHICTb A0 Aitoyoi MoHorpadii EP;
3MiHU | TUMY - BBEAEHHA BUPOGHMKA NPOMKHOrO
NPOAYKTY, O BUKOPUCTOBYETLCA Y BUPOOHNYOMY
npoueci A®I
157. | MEPTEHIN TabneTku, BKPUTI BAT "T'efeoH YropLmHa BMPOGHMLITBO, YropuuHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/11705/01/03
NAIBKOBOK 060I0HKOMO, PixTep" KOHTPO/b SKOCTI TUMY - NOAAHHSA HOBOrO cepTudikaTy BifgnoBiAHOCTI peyenmom
no 10 mr no 10 Tabnetok Ta BUNYCK cepil: €Bponelicbkiit hapmakonei RO-CEP 2015-188-Rev 01
y 6nicTepi; no 3 6nictepu BAT "lepeoH ana A®l Bif BXe 3aTBEPAKEHOTO BUPOOHMNKA; 3 MiHW |
B KQPTOHHIlA ynakoBLi PixTep" TUMy - NpuBeaeHHs cneundikauii A®l posyBactaTuHy
KauibLito Y BigNoBigHICTb A0 Aitoyoi MoHorpadii EP;
3MiHU | TUNY - BBEAEHHA BUPOBHMKA NPOMIKHOrO
NPOAYKTY, WO BUKOPUCTOBYETLCA Y BUPOOHNYOMY
npoueci A®I
158. | MEPTEHIN TabneTkun, BKPUTI BAT "T'efieoH YropmHa BMPOGHMLITBO, YropumHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHu | 3a UA/11705/01/04
NAiBKOBOK 060I0HKOMO, PixTep" KOHTPO/b AKOCTI TUMY - NOAAHHSA HOBOrO cepTudikaTy BignoBigHOCTI peyenmom
no 20 mr no 10 Ta6neTok Ta BMNyCK cepil: €Bponelicbkiit hapmakonei RO-CEP 2015-188-Rev 01
y 6nicTepi; no 3 6nictepu BAT "lepeoH ana A®l Big Bxe 3aTBEPAKEHOTO BUPOOHMKA; 3 MiHW |
B KQpPTOHHIl ynakoBLi PixTep" TUMy - NpuBeaeHHs cneundikadii A®I posyBactaTuHy
KauibLilo Y BiANoBIAHICTb A0 Aitoyoi MoHorpadii EP;
3MiHY | TUNy - BBEAEHHA BUPOBHMKA NPOMIKHOIrO
NPOAYKTY, WO BUKOPUCTOBYETLCA Y BUPOOHNYOMY
npoueci A®I
159. | METOK/MOMPA | po3uuH Ans iH'ekui, 5 My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/3802/01/01
migay Mr/mn; no 2 ma B amnyni; akuioHepHe akuioHepHe TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo peyenmom
riagPOXNOPUA | no 5 amnyny kaceri; no 2 TOBapUCTBO TOBapuCTBO [O0NOMDKHOT PpevyoBUHU - 3MiHa Ha3Bu A®I, y 3B’A3Ky 3
KaceTu B nauui 3 KapTOHY "HaykoBo- "HaykoBo- npuBeAeHHsAM A0 Aitouoi MoHorpadii EP
BMPOGHUYNIA BMPOGHUUNIA «Metoclopromide hydrochloride monohydrate»
LEeHTp LEeHTp (BBefieHHs 3MiH NpoTArom 3-x MicsiliB nicns
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1

"BopLuariscbk
WA Ximiko-
thapmaveBTUy
HWi1 3aBoa"

"BopLuariBcbKuii
XimiKO-
hapmaueBTUYHWI
3ason"

3aTBEPKEHHS); 3MiHU | TUnNY - 3MiHM 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaviii
Ta/abo fonyCTMMUX MeX, BU3HAYEHNX Y cneuundikauisx
Ha A®I, a6o BUXigHWI/NPOMDXHWIA NPOAYKT/pearexT, Wo
BVIKOPVCTOBYIOTbCSA Y Npoueci BUpobHuytea Ad|
(BMyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BUJ/TYYEHHS 3aCTapifioro NokasHvka)) - BUNyYeHHs
nokasHuka «Baxki meTanu» 3i cneyudikadii A®I
MeTOK/I0NPOMIZY Figpoxnopuay, y 38’a3ky 3
npuBeAeHHAM Yy BiANOBIAHICTb A0 MOHorpadii EP; 3miHW
| TMny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
MeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieCi BUPO6HULTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPOBYBaHHS) - 3MiHa METOAUKM KOHTPOJIO 3a
nokasHukoM «laeHtudiauis (metog B, C)»
MeTOKNONPOMIAY Figpoxaopuay, 3 NpUBEAEHHAM Y
BiANoBIAHICTL A0 MoHOrpadii EP «Metoclopromide
hydrochloride monohydrate»; 3miHu | Tuny - 3miHun 3
akocTi. CepTudpikart BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: gns A®I; ana
BMXifHOro martepiany/peareHTy/npoMKHOrO NPOAYKTY,
LLLO BUKOPUCTOBYIOTBLCA Y BUPOOHNLTBI ADI; Ans
[OMOMDKHOT peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA cepTuchikat
BiJ y)Ke 3aTBEep)KEHOro BUPOGHMKa
CynyTHSA 3MiHa
- 3MiHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONMYCTUMUX MEX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHK) - NOAAaHHA OHOB/IEHOro cepTudpikaty
BinoBigHOCTI €Bponelicbkoi hapmakonei Ne R1-CEP
2004-075-Rev 04 Big 3aTBEpAXEHOr0 BUPO6HUKa AdDI
MeToknonpomiay rigpoxnopugay Ipca Laboratories
Limited, IHaia. Ak Hacnigok, NpuBefeHHs [0
cneumdikauii A®I 3a nokasHnkom «CynpoBigHi
OOMILLKM» Y BIANOBIAHICTb EP; 3MiHW | TUNY - 3MiHK 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiZANOBIAHICTb [0 MOHOrpadii 4PY abo €Bponeiicbkol
thapmakonei, abo iHLWOi HauioHasIbHOI dhapmakonel
Aepxasu €C (3MiHa y cneumdpikauisix, nos'ssaHa 3i
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
3miHamu B @Y, abo €Bponeiickkili hapmakonei, abo
iHWIili HauioHanbHI hapmakonei aepxasu €C) - 3MiHKN

Ao cneumndikauii Al MeTokonpomigy rigpoxiopugy, y
3B’A3KY 3 NPUBEAEHHAM Y BiANOBIAHICTb A0 MOHOrpadii
EP «Metoclopromide hydrochloride monohydrate»: -
BBEJEHO MOoKa3HWK «/lomilka E»; - 3mMiHn B po3gini
«CynpoBigHi fomilkun» (3MiHa meTogy TLUX Ha BEPX);
3MiHK | TUNY - 3MiHK 3 AKOCTi. FTOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUM NPOMIKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA NPV BUPOOHULITBI
rOTOBOrO JlikapCcbkoro 3acoby (He3HauHa 3miHa y
npoueci BUpoGHULTBA)
CynyTHS 3MiHa
- 3MiHK 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3mMiHN y
BUPOGHUUTBI. 3MiHa po3mipy cepii (BkYaoum
AianasoH po3mipy cepii) roToBOro JlikapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHEHO 06’€MHUIA METOZ, KOHTPO/TO
HamoBHEHHS amny/ Ha BaroBuid y npoLeci BUPobHMLTBa
'N3. Ak HacnigokK, yToUHEHHs po3mipy cepii /13
(kinbkocTi amnyn). 3aTBepmxeHo: O6’eM A03yBaHHSA
PO34MHY CTaHOBUTL: 2,15 MN — anda amnyn 2 min
CraHgapTHa cepis I'T1 doopmyeTbCs i3 0AHOT0
3aBaHTaXEHHS EMKICHOTO TEXHOOTNYHOr0 06/1aAHaHHSA
— peakTopy cTauioHapHOro, Ta CTaHoBUTL:21750 amnyn
(ouikyBaHuiA BUXig 22760 — 21750 amnyn), L0 cknajae:
2175 nak. Ne 5*2 (ouikyBaHwWi1 Buxig 2276 — 2175 nak. Ne
5*2) 3anponoHoBaHo: O6’eM HaMOBHEHHS NOBUHEH 6YTU
He MeHLwe 2,20 mn
CraHpapTHa cepis I'T1 doopmyeTbes i3 04HOT0
3aBaHTaXeHHs (50 /1) EMKICHOro TEXHONOrYHOro
06nafHaHHA — peakTopy CTauioHapHOro, i CTaHOBUTL:
21100 amnyn no 2 mn, wo cknagae: 2110 nax. Ne 5*2.
[JonycTtumi BiaxuneHHs no suxody M B iHCTPYKUIT 3
nakyBaHHs Ha aaHuii JIM: 22300 — 21100 amnyn, Wwo
cknapae 2230 — 2110 nak. Ne 5*2; 3miHu |l Tuny - 3miHn
3 AkocTi. APl. BupobHMUTBO. 3MiHa BUpOOHUKA
BVXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYOTbCS Y BUpO6HNYOMY npoueci A®l, abo
3MiHa BUPOGHKKa (BKtOYauuW, ae HeobxigHo, micue
NpoBefieHHs1 KOHTPO/II0 AKocTi) AP (3a BifCyTHOCTI
cepTuddikaTa BiANOBIAHOCTI EBpoONeNichKin hapmakonel
y 3aTBepL)KEHOMY A0ChE)(BBEEHHA HOBOTO BYPOGHNMKA
A®I 3 HagaHHsAM MacTep-chaiina Ha Adl) -
CynyTHS 3MmiHa
- 3MiHK 3 AkocTi. APL. KoHTposnb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo

BMXIiHWA/NPOMiDXHUIA NpOAYKT/peareHT, o
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
BVIKOPVCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI
(monoBHeHHA cnevmdikalii HOBUM NOKa3HUKOM SKOCTI
Ta BignoBiAHNM METOAOM BUMPOOYBaHHS) -BBEAEHHS
BMpo6HUuKka A®lI Amsa-Anonima Masterie Sientiche &
Affini S.p.A., ITania. Ak Hacnifgok, 3MiHW 3a NOKa3HUKOM
«3a/IMLLKOBI Ki/TbKOCTi OpraHiYHMX PO3YNHHMKIB»
160. | MIPAMIAE3® PO34UH HaLLKIpHWIA, KHBMIM Ykpaina TOB "Bupo6Huye YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu | 6e3 UA/0237/01/01
cnupToswuii, 0,1%, no 100 "ICHA" 06 eHaHHA TMny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenma
My doakoHi; no 1 "TeTtepis", CurcTema KoHTelHep/3aKynopioBasibHUIA 3aci6 (iHLi
(h/1aKOHY B KapTOHHii YkpaiHa,; 3MiHW) - BBEEHHS BTOPUHHOI ynakoBku: no 100 mny
nauu TOB dhnakoHi, no 1 chnakoHy B KAPTOHHIN nayui 3
"TepHodhapm", BiANOBIAHUMY 3MiHaMK y p. "YnakoBka". 3aTBepAXeHO:
YKpaiHa no 100 mn y pnakoHax 3anponoHosaHo: no 100 mny
thnakoHi, No 1 chnakoHy B KAPTOHHIN nayui. 3MiHN
BHeCeHi B po3ain "YnakoBka" (404aBaHHs BTOPUHHOI
yNakoBKM) B iIHCTPYKL,iO 4151 MEAMYHOIO 3aCTOCYyBaHHS
nikapcbKoro 3acoby, Sk HacNifoK - 3aTBEPAXKEHHS
TEKCTY MapKyBaHHA BTOPUHHOI YMakKoBKY.
161. | MOAEN/b TabneTtku, BKPUTI TOB "TeBa Ykpaina BMPOOHULITBO HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14091/01/01
NbIOP 060/10HKOI0; MO 21 Ykpaina" Hepo3cacoBaHol Xopsartis TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom
Tabnetui y 6nictepi, no 1 NpoAYyKLUiT, Ta/abo agpecy 3asiBHVKa (BnacHuKa peecTpaviiHoro
6nicTepy B KOPO6L nepBuHHa Ta NoCBIAYEHHS) 3MiHa aZpecy 3asiBHUKa
BTOPUHHA
ynakoBka,
KOHTPO/b SIKOCTI:
XaynT ®apma
MtoHcTep MTM6X,
HimeuunHa,
[03BiN Ha BUMYCK
cepit:
MNIBA Xpsarcka
4.0.0., XopearTisi
162. | HAKNO®EH Tabnetku KPKA, a.4., CnoBeHis nepBuHHE Ta CnoseHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3480/02/01
PETAPL NPOJSIOHroBaHHOT Aii no HoBo mecTo BTOPUHHE HimeuyunHa Tuny - 3MiHu 3 akocTi. CepTudikaT BignosigHOCTI/lE- peyenmom
100 wmr, no 10 TabneTok y nakyBaHHs, cepTudikat BiANOBIAHOCTI €BpoNeichbKil
6nictepi, no 2 6nictepn y KOHTpO/b Ta thapmakonei/moHorpadii. NMogaHHs HoBOro abo
KapTOHHiiA KOpooLi BUNYCK cepil : OHOBJ/IEHOrO cepTudpikaTta BiAnoBIigHOCTI abo BUNYYEHHS

KPKA, a.4a., Hoso

mecTo, CNnoBeHis;

Brpo6HMUTBO «in
bulks:
XeHHir

ApuHaiimiTTenb

m6X & Ko. KT,
HimeyunHa

cepTuguikaTa BignoBigHOCTI €EBponenchkin hapmakonei:
ans A®l; ana suxigHoro
marepiany/peareHTy/npomMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHMUTBI API; ANns 4OMOMIKHOT
peyoBuHM (cepTudikat BigNOBIiAHOCTI EBpONEiChKiii
dhapmakonei) - OHoBNeHWIA cepTudikar Big, yxe
3aTBEPAXEHOro BUpO6HMKa. [ofgaHHA OHOB/IEHOTO
cepTudpikaTa BiANoOBiAHOCTI EBponelichbKiin hapmakonei
Ne R1-CEP 1997-041-Rev 04 (3aTBepgxeHo: R1-CEP
1997-041-Rev 03) gnsa gitoyoi pevoBmnHu Diclofenac
sodium Big, Be 3aTBepAKeHoro BupobHuka Unigue
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Chemicals (A Division of J.B. Chemicals &
Pharmaceuticals Ltd.) - 3miHu | Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapCbknii 3aci6. 3MiHW Y BUPOOHULTBI.
3amiHa abo BBeleHHA 00AaTKOBOT AiNTbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHUYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (4inbHWUSA, Ha
AKili npoBOAATLCA OyAb-sKi BUPOGHMYI cTagii, 3a
BUHSATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOTO
Ta BTOPVHHOTIO NakyBaHHSA, A1 HECTEPUSTbHNX
nikapcbknx 3acobis) - 3amiHa ginbHuui KPKA, a.4., Hoso
mMecTo, CnoseHisa Ha Henning Arzneimittel GmbH &
Co.KG, HimeuunHa ans supo6HuyTsea in bulk gns
BMPO6HMYOro npouecy M3 Ta 3a3Ha4eHHA BUPOBHNUNX
chyHKUili AnA 3aTBEpKeHOro BUPo6HMKa M13 KPKA,
a.4., Hoo mecto, CnoseHis

163.

HATPIIO
DOPMIAT

KpUCTaniuHniA MOPOLLIOK
(cybeTaHuis) y Millkax
nonieTNeHoBux ans
BMpOBOHULTBA
HECTEPW/IbHUX NTIKapCbKMX

thopm

ToBapucTBO 3
obmexeHoro
BiANoBiAa/bHI
CTHO
"PAPMXIM"

YkpaiHa

ToBapucTso 3
06MexeHoto
BiANOBiAA/IbHICTIO
"OAPMXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu |
TUMY - BUYYEHHS BU3HAYEHHS OPraHiyHNX PO3YNHHUKIB
aLeToHy Ta ToNyosy 3 nokasHuka «3anLLKOBI Ki/TbKOCTi
OpraHiyHuX po34nHHUKIB» cneuudikauii Ha ADI; 3miHu |

MRy - po3gin «padiyHe oopMIEHHS YNakoBKu»
3aMiHEHO po37i1oM «MapKyBaHHS»;
3MiHM | TUNY - 3MiHWM aHaNITUYHOT METOANKM 3a
MOKa3HNKOM «3a/TLLKOBI KifTbKOCTi OpraHivyHmnX
PO34YMHHKKIB» (MPOGONIATOTOBKA).
3MiHu | TUNy - 3MiHK B Npoueci BupobHuuTea Ad®I
(He3HayHa 3miHa y npoueci BUpobHuuTBa Adl); cynyTHa
3MiHa- 3MiHa y napameTpax cneuudikauiin Ta/abo
L0NyCTUMMUX MEX, BU3HAYEHUX Y creundikaLisax Ha Adl,
ab60o BUXIAHWA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYHTLCS Y Npoueci BUpobHMuTBa AdI

UA/12150/01/01

164.

HATPIIO
Xnopug,

pO34uH aNst iHgysild, 9
mr/mn no 100 mn, 200 mn
a60 400 mMn B nsiLKax
CKNSHUX

NAT
"ranuucapm”

YkpaiHa

TOB thipma
"HoBodhapm-
BiocuHTes",
YkpaiHa,;

MAT "Fanuudpapm"
YKpaiHa

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu I
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NNikapCbkunii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro fikapcbKoro 3acoby (3miHa
Macu/06'eMy BMICTY KOHTeliHepa 6aratogo30Boro
CTepu/IbHOro Nikapcbkoro 3acoby (abo 0AHOA030BOrO,
4acTKOBOro BUKOPUCTaHHA) Ta 6aratof030B0ro
nNikapcbkoro 3acoby 6ioNorivYHOro/iMyHO/10r4YHOro
MOXOKEHHS N5 NapeHTepasibHOro 3aCTOCYBaHHS) -
BBE/leHHs A04aTKOBOI ynakoBku no 100 M y naswkax
CK/SIHWX, 3 BHECEHHSM BiANOBIAHMX 3MiH A0 MKA N13 n.
«l/13BN1eKaeMbIil 06 beM» Ta p. «YNakoBKa»; 3MiHW
BHECEHI B p034in "YnakoBka" B iHCTPYKLi0 AN
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y 3B’A3Ky
3 BBEIEHHSIM 4,04aTKOBOI ynakosku (no 100 mny
NASLWKaX CKAAHKUX) Ta K HACNifOK - 3aTBEPAKEHHS
TEeKCTYy MapKyBaHHS 404aTKOBOI YNakoBKM MiKapCbKoro
3aco6y. BBefieHHs 3MiH NpPOTSArom 6-T MicsiLiB micns

3a
peyenmom

UA/4131/02/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
3aTBEPAKEHHS
165. | HATPIO PO34nH NS iH'eKLiA 9 MAT Ykpaina MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/4131/01/01
xnoeung mr/ma no 5 mn abo 10 mn "ranuucapm” MMy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenmom
B amnyni, no 5 amnyn y chapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEepAKEHOro
6nictepi, no 2 6nictepn y TEKCTY MapKyBaHHSI BTOPUHHOT Ta NEPBMHHOI YNakoBKM
nadui; no 5 M a6o 10 mn NikapcbKoro 3acoby 3 BHECEHHAIM [04ATKOBOI
B amnyni, no 10 amnyny iHbopMmawLii (BHECEHHSI NO3HAYEHb OAUHULb
Kopoo6ui BMMIPIOBaHHS, 3 BUKOPUCTAHHAM J1iTeP NaTUHCbKOTO
andasiTy Ta TowW0). BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicAILiB Micns 3aTBepIKEHHS
166. | HE®PANBXNK PO34uH ANs iH'eKui 20 BIOKOAEKC PpaHuis BIOKOJEKC, PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/6564/01/01
Mr/2 M, No 2 Mn B dpaHuis TUMY - 3MiHW BHECEHI Y TEKCT MapKyBaHHS yrnakoBKn peyenmom
amnyni; no 5 amnyn Ha (BignoBiganbHuii nikapcbKoro 3acoby y 3B'A3Ky i3 AogaBaHHAM B p. 17
NiAA0HI B KAPTOHHIN 3a BUNyck cepii); (BigoMocTelA, Lo BKa3yTbCS Ha 30BHILLHIV yNnakoBLy)
ynakoBLi OENb®APM TYP, iHcbopMmaLii LoA0 HAassBHOCTI NOroTuny npeAcTaBHuKa
®paHuisa 3asBHVKa. BBegeHHs 3MiH npoTarom 6-T MicauiB nicns
(BMPOGHMLITBO) 3aTBEPKEHHS
167. | HI®YPOKCA3W | TabneTku, BKpUTI MNAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/1370/01/01
A NNIBKOBOK 060/I0HKOHO, "KuiBmegnpen "Knismegnpenapa TVNYy - 3MiHK Wo40 6e3nekn/edekTMBHOCTI Ta peyenmom
no 200 mr no 10 TabneTok apar” T hapMakoHarnsgy, OHOB/IEHHS BXe 3aTBEPKEHOIO
y 6nicTepi, no 1 abo 2 TEKCTY MapKyBaHHS BTOPUHHOI Ta NePBUHHOI yNaKoBKU
6nicTepn B nauuj NiKapcbKoro 3acoby 3 BHECEHHAM [04aTKOBOT
iHbopMmauii (BHECEHHSI NO3HAYEeHb O4UHULb
BUMIPIOBaHHS, 3 BUKOPUCTAHHSM NiTep NaTUHCHKOro
andhasiTy Ta Towo). BBeAeHHs 3MiH MPOTAromM 6-Tu
MiCALiB Micna 3aTBepAKeHHs
168. | HOOTPOMIN TabneTkun BKpUTI HOCBb ®apma Benbris HOCB ®apma C.A. Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/0054/04/02
NAIBKOBOK 060I0HKOMO, C.A. TMny - 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/lE- peyenmom

no 800 wmr, no 15
TabneTtok y 6nictepi; no 2
6nicTepy B KAPTOHHI
nauui

cepTudikaT BignoBigHOCTI EBponeiichkiii

thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiAMnoBigHOCTI ab0 BUMYYEHHS
cepTudpikaTa BiANoOBiAHOCTI EBponeiickkili hapmakonei:

ana A®l; pns BuxigHoro

marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO

BUKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BigNoBiAHOCTI EBpONEiChKiit
thapmakone’) - OHOBMIeHUIA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHMKA -

OHoB/EHWIA cepTUIKaT Bif YXe 3aTBEPLKEHOTO
Bupo6Huka(b.lll.1. (a)-2,IA), nogaHHs OHOB/IEHOrO
CeptucpikaTy BignoBigHocTi EBponelickkiii chapmakonei
R1-CEP 2004-083-Rev 05 (nonepeaHs sepcis R1-CEP
2004-083-Rev 04) Big, BXe 3aTBEPAKEHOTO BUPOGHMKA
NorthEast Pharmaceutical Group Company, Limited,
Kutaii gna A®| nipauetamy
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

169.

HOOTPOMIN

TabneTkn BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 1200 wr, no 10
Tabnetok y 6nictepi; no 2
6nicTepy B KAPTOHHIl
nauwi

HOCB dapma
C.A.

Benbrisa

IOCB ®dapma C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
MRy - 3MiHK 3 AkocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichKiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiAnoBiAHOCTI abo BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ans A®l; ana suxigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikat BiANOBIAHOCTI EBpONEiChKiit
dhapmakonei) - OHOBNeHWIA cepTudikar Big, yxe
3aTBEPAKEHOr0 BUPOBHMKA -

OHoB/EHWIA cepTudikaT Bif yXe 3aTBEPKEHOT0
supo6Huka(b.lll.1. (a)-2,IA), nogaHHA OHOBEHOTO
CepTudpikaTy BignoBigHOCTI EBponelickkiii hapmakonei
R1-CEP 2004-083-Rev 05 (nonepeaHs Bepcia R1-CEP
2004-083-Rev 04) Big, BXe 3aTBEPAKEHOIO BUPOGHMKA
NorthEast Pharmaceutical Group Company, Limited,
Kutali gna A®I nipauetamy

3a
peyenmom

UA/0054/04/01

170.

HOoOTPOMIN

TabneTkv BKpUTI
NAiBKOBOK 060I0HKOIO,
no 1200 wmr, no 10
Tabnetok y 6nictepi; no 2
6nicTepy B KApTOHHIA
nauui

HOCBb ®apma
C.A.

Benbris

OCB ®apma C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHu |
UMYy - 3MiHK 3 AKocTi. A®l. BupobHuLTBO. 3MiHa
BMPOBHMKA BMXIAHOrO/NPOMIXHOr0O NPOAYyKTYy/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npouieci AdI,
abo 3miHa BUpo6HYKa (BK/OHYaK4K, ae HeobxigHo,
MicLLe NpoBeAEHHS KOHTPOsILO sikocTi) AdI (3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI €EBponeicbkiii
hapmakonei y 3aTBepAXeHOMY J0CbE)(3MiHN J0
3axofiB, NoB'A3aHUX 3 KOHTposieM A®I, abo fofaBaHHSA
AOiNbHWL|, Ae NPOBOANTLCA KOHTPO/L/BUNPOOYBaHHSA
cepii) BBeAeHHS [0AaTKOBOI BUPOOHNYOI OyHKLT
«BunpobyBaHHA KOHTPOSIIO SIKOCTi» [0 BXe
3aTBEPAKEHOT «BMpPOBGHMLTBO» A/15 3aTBEPAKEHOTO
BMpo6Huka A®I nipaueTtamy Hikal Ltd, India Ha CTagji
Ne 2 «CuHTE3 nipauetamy».

3a
peyernmom

UA/0054/04/01

171.

HooTPOMIN

TabneTkv BKpUTI
N1iBKOBOK 060/OHKOLO,
no 800 wmr, no 15
TabneTtok y 6nictepi; no 2
6nicTepn B KApTOHHIA
nauui

HOCB dapma
C.A.

Benbris

OCB ®apma C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMYy - 3MiHK 3 AKocTi. A®l. BupobHuLTBO. 3MiHa
BMPOOHMKa BMXIAHOTO/NPOMIXHOrO NPOAYKTYy/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npouieci Adl,
ab0o 3miHa BUpOo6HYKa (BKIOYaKUK, ae HeobxigHo,
MicLLe NpoBeAEHHS KOHTPOsIO sikocTi) AdI (3a
BiICYTHOCTI cepTudikaTta BifgnoBigHOCTI €EBponeicbkiii
chapmakonei y 3aTBepykeHoMy [OCbE)(3MiHN A0
3axofiB, NOB'A3aHUX 3 KOHTposieM A®I, abo fofaBaHHSA
OiNbHWL|, e NPOBOANTLCA KOHTPO/L/BUNPOOYBaHHS
cepii) BBeeHHS [0AaTKOBOI BUPOOHNYOI oyHKLT
«BunnpobyBaHHA KOHTPOJIIO SIKOCTi» [0 BXEe
3aTBEpPAKEHOT «BMpOBGHMLTBO» A/15 3aTBEPAKEHOT0
BMpo6HUKa A®I nipauetamy Hikal Ltd, India Ha Ctagaii

3a
peuyernnmom

UA/0054/04/02
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Ne 2 «CuHTE3 nipauetamy».
172. | HOPBACK® Tabnetkn no 5 mr no 10 Mcpaiizep IHK. CLWA BUpPOGHYK, HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/5681/01/01
Tabnetok B 6nicTepi; no 3 BiANOBigabHUIA 3a CLIA TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
abo no 6 6nictepiB y BMPOOHULITBO y BUPO6GHULTBI. 3aMiHa abo BBeAEHHS A04aTKOBOI
KapTOHHI ynakosLi npenapary in bulk, AiNbHWL BUPOBHMLTBA /18 YacTuHK abo BCbOro
nakyBaHHs, BMPOGHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
KOHTPO/b AKOCTI (4iNnbHUUA oNA BTOPUHHOTO NakyBaHHS) - BBEAEHHS
Ta BUNycK cepil: anbTepHaTUBHOI AiNbHULI BUpo6HMLTBA - MNcharizep
P-dapm JxepmaHi MeHtodekuypuHr foiiuneng MveX, HimewunHa gns
M6X, HimeuunHa; BTOPVHHOIO NakKyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
Brpo6HuK, (BBeggeHHs 3MiH MpoTAroM 6-Tv micsAuiB nicns
BiANOBigabHUIA 3a 3aTBEPMKEHHS); 3MiHM | TMny - 3MiHW 3 AKOCTIi. FoTOBUIA
nakyBaHHs, nikapcbkunii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
KOHTPO/b AKOCTI BBE/EHHS A0ATKOBOI AiNIbHULI BUPOOHULTBA 415
Ta BUMYCK Cepii: 4yacTuHM abo BCbOro BUPOBHNYOro NpoLEecy roToBoro
Mdpaiizep NiKapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOIO
MeHtodhekuypuHr nakyBaHHS)- BBEEHHS a/lbTEPHATUBHOT AiNbHUL
[Hoiuneng rmoéX, BMPOGHULTBA - MNdhaiizep MeHodekvypuHr JoiiuneHs,
HimeuuunHa; MM6X, HimeyunHa onsi nepBUHHOIO NakyBaHHS rOTOBOro
BUpPOGHYK, NiKapcbKoro 3acooy.
BiANOBiAA/IbHWIA 32 BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
BMPOOHULITBO 3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA
npenapary in bulk: nikapcbknit 3aci6. KOHTPOb rOTOBOrO NikapCbKoro
Mdpaiizep 3acoby. 3miHa y MeToaax BUNpo6yBaHHS roTOBOrO
dapmactoTikans niKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
NNC, CWA BMNpobyBaHb (BKIOUaUM 3amMiHy abo AONOBHEHHS)) -
[IOMOBHEHHSA METOZiB KOHTPO/IO AKOCTI NiKapCbKOro
3acoby anbTepHaTMBHUM METOL0M BUNPOOYBaHHS -
meTogom BEPX y BiANOBIAHOCTI 3 BHYTPILLHLOKO
meToaukolo TM-01-1719A ans "peHTudukaums
aMnoaunmnHa, KoNMYecTBeHHoe onpeaenexHne
amiogunuHa, ConyTCTBYHOLLME NPUMECH, OAHOPOAHOCTb
cogepxaHus". BBegeHHs 3MiH MpOTAroM 6-Tv micsLiB
nicns 3aTBepKeHHS; 3MiHU | TNy - 3MiHKU 3 AKOCTI.
[OTOBMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
abo gogasaHHs BMPOOHUKA, LLIO Bignosigae 3a
BBE3EHHSA Ta/abo BMNyck cepii) - Bkovyatroun
KOHTPONb/BUNPOGYBaHHS Cepil - BBEAEHHS
anbTepHaTUBHOI AiNbHULI BUpo6HMLTBA - MNcharizep
MeHtodekuypuHr Joiuneng M6X, HimeuunHa,
Bi4NOBIAA/IbHOT 38 KOHTPO/b AKOCTI Ta BUNYCK cepil
roTOBOrO /1iKapCbkoro 3acoby. BeefeHHs1 3MiH NpoTArom
6-T1 MicsLIB Nicns 3aTBEPAKEHHS
173. | HOPBACK® Tabnetku no 10 mr no 10 Mdcpaiizep IHK. CLWA Brpo6HuK, Himeuunna/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/5681/01/02
Tabnetok B 6nicTepi; no 3 BiANOBigabHUI 3a CWA TMny - 3MiHK 3 SKOCTI. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
abo no 6 6nictepiB y BMPOGHULITBO Yy BUPOGHULTBI. 3aMiHa abo BBeAEHHSI A0AATKOBOI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

KapTOHHI ynakoBLi

npenaparty in bulk,
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BUNYCK cepil:
P-®dapm xepmaHi
M6X, HimeuunHa;
Bupo6HuK,
BiANOBIfaNbHMIA 3a
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BUNycK cepil:
Mdpaiizep
MeHtohekyypuHr
[Loiiunens rvoX,
HimeyunHa;
Bupo6HuK,
BiANOBIaNbHMIA 3a
BMPOGHMLITBO
npenaparty in bulk:
Mdpaiizep
dapmactoTikans
nc, CWA

LinbHULI BUPOBHULITBA A/181 YACTUHN abo BCbOro
BMPOBHMYOro NPOLECy roTOBOrO J1iKapCbKOro 3acoby
(@iNbHUUA ANA BTOPMHHOIO MakyBaHHS) - BBEAEHHS
anbTepHaTUBHOI AiNbHULI BUpo6HULTBA - MNdhalizep
MeHtodhekuypuHr Joiiuneng Mw6X, HimeuunHa gnsi
BTOPVHHOIO NaKyBaHHSA rOTOBOrO JliKapCbKOro 3acoby

(BBeAEHHS 3MiH NPOTAroM 6-T MicsALiB nicns
3aTBEPMAKEHHS); 3MiHW | TUNY - 3MiHW 3 IKOCTI. TOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMUTBI. 3amiHa abo

BBEJEHHS [04AaTKOBOI AifIbHULi BUPOOHMLUTBA ANs
YacTVHM abo BCbOro BUPOOGHMYOro NpoLLecy roToBoro

nikapcbKoro 3acoby (AiNbHWUSA 415 NEPBYHHOMO

nakyBaHHs)- BBEIEHHSA a/lbTePHATUBHOI AiNbHUL
BMPOGHMLTBA - Mdhaiizep MeHtodekuypuHr Joiunens
vM6X, HimeuunHa ons nepBMHHOIO NakyBaHHS rOTOBOrO
nikapcbKkoro 3acoby.

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkunii 3aci6. KOHTPOIb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax BMNpobyBaHHS rOTOBOro
NiKapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNpoByBaHb (BK/1OHYAKOUM 3aMiHy ab0 AONOBHEHHS)) -
[ONOBHEHHA METOAiB KOHTPOJIH0 AKOCTI MIKapPCbKOro
3acoby anlbTepHaTMBHUM METOL0M BUNPOOYBaHHS -
MeTozom BEPX y BiANOBIAHOCTI 3 BHYTPILUHLOIO
meToaukoo TM-01-1719A gns "NaeHTudukauyms
amM1o04unNMnHa, KoNMYecTBeHHOe onpegenexne
am104MnnHa, ConyTCTBYIOLLME NMPUMECH, OAHOPOLHOCTb
cofepxaHus". BBefeHHs 3MiH NpoTAaroM 6-Tu micsuis
nicns 3aTBepMKeHHs; 3MiHu | TUny - 3MiHU 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO MiKapCbKOro 3acoby (3amiHa
abo fofaBaHHA BUPOOGHWMKA, Lo BignoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkatoyaoun
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS
anbTepHaTUBHOI AiNbHULI BUpo6HULTBA - MNdhaiizep
MeHtodekuypuHr JoiiuneHg M6X, HimeuunHa,
BiANOBIAA/IbHOI 32 KOHTPO/b SKOCTI Ta BUMYCK cepii
roTOBOrO /liKapcbKoro 3acoby. BBeieHHA 3MiH NPOTArom
6-TV MicsLiB NicNs 3aTBEPKEHHSA

174.

HOP®J/TOKCAL,
NH-340POB'A

TabneTku, BKpUTI

NNiBKOBOK 060/10HKOHO,

no 400 wmr, no 10

Tabnetok y 6nictepi; no 1

6nicTepy y KapTOHHIiA
Kopoo6ui

ToBapucTBO 3
obmexeHoto
BiANOBIAA/bHI
CTIO
"®apmaueBTun
YyHa KoMnaHis
"3p0pos'a”

YkpaiHa

BCi cTagii
BUPOBHULTBA,
KOHTPO/b cepii:
ToBapucTso 3

06MexeHoto
BiANOBIAA/LHICTIO

"®APMEKC
IPYT", YKkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMY - 3MiHW 3 AKOCTi. FTOTOBUIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/IYaum
Jianas3oH po3Mipy cepil) roTOBOro /likapCbKoro 3acoby
(36inbLeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPLKEHUM
pO3MipoMm) - BBELEHHS 404ATKOBOrO po3mipy cepii
roTOBOrO J1iKapCbKOro 3acoby A1 3aTBepmAKeHOT
OiNbHUL BUPO6HMLITBA TOBApUCTBO 3 0OMEXEHOID

3a
peyenmom

UA/3948/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
BCi cTagii BignosiganbHicTio "®APMEKC I'PYI", YkpaiHa;
BMPOOHMLTBA, 3arBepmkeHo: Po3mip cepii cknagae: 15,000 Tuc. yn.
KOHTpO/b cepii, (93,000 kr) 3anponoHoBaHo: Po3Mip cepii cknagae:
BUNYyCK cepil: 15,000 Tuc. yn.(93,000 kr) JomaTkoBuii po3mip cepil:
ToBapucTso 3 30,000 Tunc. yn.(186,000 kr)
06MeXeHOI0
BiANOBIAA/ILHICTIO
"papmMaLeBTnYHa
KomnaHis
"3popos'a”,
YKpaiHa
175. | HO-WNA® Tabnetku no 40 mr, Ne 12: | TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropuwHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/0391/01/02
no 12 tabneTtok y ABeHTIC dapmaLeBTUYHNUX TUMy- 3MiHa NnapameTpiB cneuundikauiii Ta/abo peyenma
6nictepi; no 1 6nictepy B Ykpaina" Ta XiMiyHMx [OMYCTUMNX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLi
KapTOHHI kopo6uj; Ne 24: MpopaykTis 3MiHW); BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB nicns
no 24 tabnetkn y Mpatisit Ko. iTa,. 3aTBEPMKEHHS; 3MiHM | TUNY- 3MiHA napameTpis
6nicTepi; no 1 6nictepy B cneumdikauii Ta/abo 4ONyCTUMUX MEX FOTOBOro
KapTOHHI kopo6uj; Ne 60: nNiKapcbKoro 3acoby (BUly4eHHs1 HE3HAYHOrO MoKa3HMKa
no 60 TabneTok y (Hanpvknag 3acTapinioro nokasHuka, Takoro sk 3anax Ta
[03y04OMY KOHTEHepi, cmMak, abo igeHTudikauis 6apBHUKIB UM CMaKoBUX
3aKPUTOMY KPULLIKOHO 3 [06aBok)). BBeaeHHs 3MiH MpPOTAroM 6-Tv MicsLiB nicns
3aXUCHOHK CTPIYKOIO Bif 3aTBEPKEHHS; 3MiHM | TUNY- 3MiHA napameTpis
BigKpUTTS; no 1 cneumdikauii Ta/abo 4ONYCTUMUX MEX FOTOBOro
[03y04OMY KOHTelHepy B nikapcbKoro 3acoby (BHECEHHS 3MiH A0 [OChE Mic/s
KapTOHHI kopo6ui; No OHOB/IEHHS 3arasibHOT CTaTTi Ha rOTOBY J1iKaPChKY
100: no 100 TabneTok y hopmy y idY/EBponelicbkili hapmakoner) -
chnakoHi, no 1 donakoHy B npuseaeHHs T. Mikpo6ionoriyHa uMcToTa 415 roToBOro
KapTOHHI Kopobui 3 nikapcbKoro 3acoby BianosiaHO A0 BUMOr EP. BBeaeHHs
Hakenko Ha KopobLi 3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPMAXKEHHS; 3MiHN
AN KOHTPOJIIO NepLLoro | TMNy-3miHa y meToAax BUNpobyBaHHSA roTOBOrO
BiOKPUTTSA niKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OUaouM 3amiHy abo JOMNOBHEHHS)).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS; 3MiHM | TMNy- 3MiHa Yy MeToAax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby
(BrnyyeHHst MeToAy BUNPOOYBaHHS, AKLLO BXe
3aTBEPMXEHNI aNbTepHaTUBHUIA MeToa). BBeaeHHS
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPMAXKEHHS; 3MiHN
| TMNY-3miHa napameTpiB cneumndikaviii Ta/abo
[0NyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby
(3BY)XEHHS AONyCTUMUX MeX). BBEeAEeHHS 3MiH NpoTArom
6-TV MicALIB NiCNsA 3aTBEPKEHHS; 3MiHM | TUMy- 3MmiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /1iKapCbkoro 3acoby. BeefeHHs1 3MiH NpoTArom
6-T1 MicsLIB Nicns 3aTBEPAKEHHS
176. | OMNPIMEA® TabneTky NPOsIOHrOBaHOI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/14075/02/01
4ii no 0,26 mr no 10 Hoso mecTo mecTo, CrnoBeHis HimeuunHa TMny - 3MiHa y MeTofax BUNpo6yBaHHsSi TOTOBOTO peyernmom

TabneTtok y 6ricrepi; no 3

(BMPOGHMUTBO "“in

NiKapcbKoro 3acoby. He3HauHi 3MiHM 10 METOAMNKM




Ne Hassa

Popma sUMYCKY
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n/n JliKapcbKo20

3acoby

abo 9 6nicTepiB y

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

177.

OMPIMEA®

KapTOHHiiA Kopo6Li

TabneTk NposIoHroBaHol

bulk", neperHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/Ib Ta
BUNYCK cepil);
Na6op N+C Ar,
HimeuunHa
(KOHTpOnb
MiKpo6iosorivHOl
yncToTu cepii (y
BUNaaKy
KOHTpPO/IHO cepil
TAL ®apma
m6X)); TAL
dapma 'm6X,
HimeuunHa
(koHTpOnb cepii);

HimeyunHa
(nepBuHHe Ta
BTOPUHHE

cepii)

TAL ®apma 'm6X,

nakyBaHHA, BUMYCK

«CynpoBigHi JOMILLKM»

aii no 0,52 mr no 10
Tabnetok y 6nictepi; no 3
abo 9 6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4a., Hoso
MecTo, CnoBeHis
(BMpOGHMLTBO "in
bulk", neperHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUMyCK cepii);
Na6op N+C AT,
HimeuyunHa
(kOHTpO/Ib
MiKpO6ionorivHOl
yncToTH cepii (y
BUNaaKy
KOHTPO/IH0 cepii
TAL ®apma
m6X)); TAL
dapma 'vbX,
HimeuyunHa
(koHTpOb cepii);
TAL dapma M'M6X,
HimeuunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYyCK

cepii)

CnoseHis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMny - 3MiHa y MeTofax BUNPOGYBaHHS rOTOBOrO
nikapcbKoro 3acoby. He3HauHi 3MiHM [0 MeTOANKN
«CynpoBigHi JOMILLKMN»

3a
peyenmom

UA/14075/02/02




Hassa
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n/n

178.

JliKapcbKO20
3acoby

OMPIMEA®

Popma sUMYCKY

TabneTky NPosIOHroBaHol

3asiBHUK

KPKA, a.4.,

KpaiHa

CnoBseHis

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

179.

OMPIMEA®

Aii no 1,05 mr no 10

abo 9 6nicTepiB y
KapTOHHiiA Kopo6Li

Tabnetok y 6nictepi; no 3

HoBo mecTo

KPKA, a.4., Hoso
mecTo, C/ioBeHis
(BMpOGHMLTBO "in
bulk", neperHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/Ib Ta
BUNYCK cepil);
Na6op N+C Ar,
HimeuunHa
(KOHTpOnb
MiKpO6io1orivHOT
yncToTu cepii (y
BUNaaKy
KOHTpPO/IIO cepil
TAL ®apma
m6X)); TAL
dapma 'm6X,
HimeuunHa
(koHTpOnb cepii);
TAL ®apma 'm6X,
HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHS, BUNYyCK
cepii)

CnoseHis/

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
MMy - 3MiHa y MeTogax BunpobyBaHHSA roTOBOro
nikapcbKoro 3acoby. He3HauHi 3MiHM [0 METOAVKM
«CynpoBigHi JOMILLKM»

3a
peyenmom

UA/14075/02/03

aiino 2,1 mr no 10

abo 9 6nicTepiB y
KapTOHHIA KopooLi

TabneTkyn NposIoHroBaHol

Tabnetok y 6nictepi; no 3

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4a., Hoso
mecTo, CnoBeHis
(BMpOGHMLTBO "in
bulk", neperHHe
Ta BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib Ta
BUMYyCK cepii);
Na6op N+C AT,
HimeuunHa
(kOHTpO/Ib
MiKpO6ionorivHOl
yncToTH cepii (y
BUNaaKy
KOHTPO/IHO cepii
TAL ®apma
m6X)); TAL
dapma M'vbX,
HimeuunHa
(koHTpOb cepii);
TAL dapma M'M6X,
HimeuyunHa

(nepBuHHe Ta

CnoseHis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
™Mny - 3MiHa y MeTofax BUNPOGYBaHHS rOTOBOO
nikapcbKoro 3acoby. He3HauHi 3MiHM [0 MeTOANKN
«CynpoBigHi JOMILLKMN»

3a
peyenmom

UA/14075/02/05




Ne Hassa

Popma sUMYCKY
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n/n JliKapcbKo20

3acoby

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

180.

OMPIMEA®

TabneTky NPosIOHroBaHoI

KPKA, a.4.,

CnoBeHis

BTOPVHHE
nakyBaHHs, BUNYCK
cepii)

181.

OMNPIMEA®

4ii no 2,62 mr no 10
Tabnetok y 6nictepi; no 3
abo 9 6nictepiB y
KapTOHHI Kopoo6Li

TabneTky NposIoHroBaHol

HoBo mecTo

nakyBaHHA, BUMYCK

KPKA, a.4., Hoso
mecTo, C/ioBeHist
(BUpOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BMNYCK cepil);
Na6op N+C AT,
HimeuunHa
(KOHTpOnb
MikpobiosoriyHol
yncToTu cepii (y
BUNaaKy
KOHTpO/ItO cepil
TAL ®apma
m6X)); TAL
dapma 'm6X,
HimeuunHa
(koHTpOnb cepii);
TAL ®apma 'm6X,
HimeuunHa
(nepBuHHe Ta
BTOPWHHE

cepii)

CnoseHis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
MMy - 3MiHa y MeTogax BunpobyBaHHSA roTOBOro
nikapcbKoro 3acoby. HesHauHi 3MiHM [0 METOAVKM
«CynpoBigHi JOMILLKM»

3a
peyenmom

UA/14075/02/06

4ii no 3,15 mr no 10
Tabnetok y 6nictepi; no 3
abo 9 6nicTepiB y
KapTOHHiA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBseHis

KPKA, a.4a., Hoso
mecTo, CrnoBeHis
(BMpOGHMLTBO "in
bulk", nepeunHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTpO/Ib Ta
BUMNYyCK cepii);
Na6op NN+C AT,
HimeuyunHa
(kOHTpO/Ib
MiKpo6ionoriyHol
yncToTu cepii (y
BUNaaKy
KOHTPOSIHO cepii
TAL ®apma
m6X)); TAL
dapma M'vbX,

HimeyunHa

CnoseHis/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMny - 3MiHa y MeToax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby. He3HauHi 3MiHU 40 MeTOANKN
«CynpoBigHi JOMILLKM»

3a
peyenmom

UA/14075/02/07
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n/n

JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

182.

OMPIMEA®

(koHTpOsb cepii);
TAL ®apma 'm6X,
HimeuunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii)

183.

OPAMOP®

TabneTkn NPOsIOHrOBaHOI
aiino 1,57 mr no 10
Tabnetok y 6nictepi; no 3
abo 9 6nicTepiB y
KapTOHHI KopooLi

PO34YUH OpasibHUA, 2

KPKA, a.4.,
HoBo mecTo

N.MonTeHi i K.

CnoBeHis

ITanisa

KPKA, 4.4., Hoso
mecTo, CroBeHis
(BMPOGHMLTBO "in
bulk", nepBnHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYCK cepil);
Na6op N+C Arl',
HimeuunHa
(KkOHTpO/b
Mikpob6ionoriyHoi
yncToTyn cepii (y
BUNagKy
KOHTpO/It0 cepii
TAL dapma
m6X)); TAL
dapma 'vbX,
HimeuunHa
(koHTpOnb cepii);
TAL ®apma 'M6X,
HimeuunHa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS1, BUMYCK
cepii)

CnoseHis/
HimeyuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu |
TMNy - 3MiHa y MeTofax BUNpo6yBaHHS roToOBOro
nikapcbKoro 3acoby. He3HauHi 3MiHN 1O METOAMUKN
«CynpoBigHi OMILLKMN»

3a
peyernmom

UA/14075/02/04

mr/mn; no 100 mny
dhnakoHi; no 1 dpnakoHy 3
KPWLLKOIO Ta MipHUM
KOBMAYKOM Y KapTOHHil
ynakoBLi

aei dparenni

AnitTi Cocieta

ni Ezepuuuio
C.n.A.

N.MonTeHi i K. gei
®.nni AniTTi
Cocieta gj
E3epuuuio C.n.A.

ITanisa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTNBHOCTI Ta
chapmakoHarnsagy. BeefeHHa abo 3miHn o
y3arasibHeHUX faHnx Npo cucTemy drapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANbLHOI 3a 3AilicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assBHvKa Ans
3pjificHeHHs hapMakoHarnsgy B YkpaiHi, AKLL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3fjificHeHHs hapmakoHarnsagy (BKIHOYAaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemu dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0cobu, BiAnoBifasibHOI 3a 3AjiCHEHHSA
dhapmakoHarnsgy.

3a
peyenmom

UA/16032/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
184. | OPrANYTPAH pO34uH ANs iH'ekuiid, 0,5 LWepiHr-Mnay LLiBeiiuapis BupobHuuTBO HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8192/01/01
® mr/mn, no 0,5 mny CeHTtpan Ict Hepo3cacosaHol Higepnangn TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUPOGHUYOT peyenmom
nonepegHL0 Al npoaykuii Ta AiNbHUUI (BKAOYaoum AinbHudi ana A®l, npomikHoro
HanoBHEHOMY LUNPWL; NO nepBuHHa npoAayKTy abo rotoBoro Nikapcbkoro 3acoby, AiNbHUL
1 wnpuuy pasom 3 ynakoBka, AN NpoBeAeHHS NakyBaHHS, BUPOOHMKA,

TOMIKOK 3 3aXMCHUM
KOBMAYKOM Yy BiAKPUTOMY
nAacTKoBOMY 10TKy; N0
5 NOTKIB Y KapTOHHIiA
Kopoobui

KOHTPO/b SIKOCTI:
BeTTep-®apma
®epTuryHr MrmoX i
Ko. KT,
HimeuunHa,
KoHTponb sikocTi:
BetTtep-®apma
depTuryHr rméx i
Ko. KT,
HimeyunHa;
BTopuHHa
ynakoBka,
KOHTPO/b SIKOCTI,
[l03BiN Ha BUMYCK
cepii:

H.B. OpraHoH,
HigepnaHan

BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLie NpOBeAEHHS
KOHTPONIO cepil) abo nocTavasibHUKa BUXIAHOIO
mMartepiany, peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLO
3a3HayeHo y JOCbE) - BUSTyYEHHA BUPO6HUka 13
OpraHoH ( IpnaHgis) NTg, lpnaxais , wo signosigae 3a
BTOPUHHE NaKyBaHHS, KOHTPO/Ib SAKOCTIi, BUMYCK cepii, a
TakoX 3MiHW BHECEHO A0 IHCTpyKLUii AN MeguyHoro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"BupobHuk", "Micue3sHaxomkeHHs BUPOGHMKa Ta agpeca
MiCLil MPOBaXEHHS NOr0 Ais/IbHOCTI" (BUTyYEHO
O[HOTO 3 BUPOGHMKIB), Ta, IK HACMIZOK, 10 TEKCTY
MapKyBaHHS yrnakoBku. BBefieHHS 3MiH npoTarom 6
MiCALIB MicNsA 3aTBEPAKEHHS; 3MiHW | Tuny - 3MiHK
wono 6esneku/edpekTmBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHW) - 3MiHV BHECEHO A0 IHCTPYKUIT AN MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3giny "Ymosu
36epiraHHa" (o4aHO0 3acTepPeXeHHs WoAo 36epiraHHsA y
HeJoCTynHOMY Ans AiTeld miclj), Ta, K Hacnigok, Ao
TEKCTY MapKyBaHHS ynakoBku. BBefjeHHSA 3MiH MPOTAroM
6 MicAUiB nicna 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO NikapCbKOro 3acoby (BUTyYEHHS
yMakoBKW MEBHOTO PO3MIpY) - BUTYYEHHS YNakoBKy No
0,5 Mny nonepefHbL0 HaNnoOBHEHOMY LUNpuL; no 1
LUMPUMLY Pa3oM 3 Fo/IKO 3 3aXMCHMUM KOBNAaYkoM y
BiAKPMTOMY MNACTUKOBOMY NOTKY; MO 1 NOTKY Y
KapTOHHI KOopoo6Li, 3 BiANOBIAHUMY 3MiHAMX B pO34ini
YnakoBka; a TakoX 3MiHW BHECEHO A0 IHCTpyKUii Ans
MEeANYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby Ao
po3giny "YnakoBka" (BUTy4eHO yrnakoBKy NeBHOro
po3Mipy), a TaKoX 4,0 TEKCTY MapKyBaHHS YNakoBKY.
BBefieHHs1 3mMiH NpoTarom 6 micAuis nicns
3aTBepMKEHHS; 3MiHW || Tuny - 3MiHW Woao
6e3nekn/ediekTMBHOCTI Ta thapMakoHarniagy. 3MiHn y
KOPOTKiil XapakTepucTunLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MenYHOro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHMu 3
chapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "MNMokasaHHA" (3 po3ainy "Cnocié 3acTocyBaHHs
Ta 031" nepemillieHo nonepeAHbO BXe 3aTBepKeHWi
TeKCT: "Y KNiHIYHWX AOCNiMKEeHHAX npenapaT
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

OpranyTpaH® 3acTOCOBYBa/IN 3 PEKOMOGIHAHTHUM
NIOACHKMM (OOsTiKY/TOCTUMY/IHOYUMM ropMoHOM (p®CI)
abo kopudponiTponiHom asibdya, CTUMYNSTOPOM
chonikynis NponoHroBaHoi Aii."), "Cnoci6 3acTocyBaHHs
Ta [o3n" (BHECEHO pPefaKTOPChKi BUMPaBEHHS), a
Takox [0 po3ainis "MpoTnnokasaHHsa", "OcobnmBocCTi
3acTocyBaHHsA", "YnakoBka" (BHeceHO iHthopmaL,ito
CTOCOBHO asieprii Ha narekc).

BBefeHHs1 3mMiH npoTarom 6 micAuis nicns
3aTBEPAKEHHS

185.

NMAHKPEATUH
DOPTE

TabneTtkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI in bulk
Ne 800: no 10 TabneTok y
6nictepi; no 80 6nicTepis
y KOpo6U;j

NAT
"BiTamiHn"

Ykpaina

MAT "BiTamiHn"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux maTepiasis: 3miHu I
TUNY - BBEAEHHS a/IbTEPHATVBHOIO BUPOGHUKA Aito4oi
pPEYOBUHM NaHKpeaTuH, BigNoBigHO B crnieuudikaLito i
MEeTOAM BXiAHOrO KOHTPOJIK0 BBOAWUTHLCS NOKA3HUK
«3a/TMLLKOBI KiNTbKOCTi OpraHiYHnX PO34MHHWKIB -
aueToH» 3 Mexeto BMicTy «He 6inblue 0,5%
(5000ppm)» Anst 3anpPONOHOBAaHOro BMPOGHMKa AdI.
CynyTHS 3MiHa - 3MiHa y napameTpax cneuudikawiii
Ta/abo fonycTUMUX MeX, BUSHAUYEHNX y cneumdikaLlisx
Ha A®l, abo BMXigHWIA/NPOMDKHWIA NpOAYKT/peareHT, LWwo
BVIKOPVCTOBYIOTBCSA Y Npoueci BupobHuutea Ad|
(8onoBHEHHS cnevumdikaLii HOBUM NOKAa3HUKOM SKOCTI
Ta BifNoBigHVM METO40M BUNPOByBaHHS)

UA/11376/01/01

186.

NMAHKPEATUH
DOPTE

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 10
TabneTtok y 6nictepi; no 2
abo no 5 6nictepiB y
nauuj 3 KapToHy

MNAT
"BiTaMiHn"

YkpaiHa

MAT "BiTamiHn"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHu 11
TUNY - BBEAEHHS a/IbTEPHATVBHOIO BUPOGHUKA Ajito4oi
peyoBMHM NaHKpeaTyH, BigNoBigHO B cneuudikauito i
METOAM BXiJHOrO KOHTPOJIH0 BBOAUTHLCS MOKA3HUK
«3a/INLLKOBI KifIbKOCTi OpraHiYHUX PO3YNHHUKIB -
aueToH» 3 Mexeto BMicTy «He 6inbLue 0,5%
(5000ppm)» 415 3aNpONOHOBAHOro BUPOGHMKA ADI.
CynyTHS 3MiHa - 3MiHa y napameTpax cneuugikadii
Ta/abo fonyCcTMMUX MeX, BU3HAYEHNX Y cneumdikauisx
Ha A®l, a6o BMXigHWIA/NPOMDKHWIA NpOAYKT/peareHT, LWo
BMKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM SKOCTI
Ta BiANOBIAHUM METOAOM BUNPOGYBaHHS)

6e3
peyenma

UA/0337/01/01

187.

MPAKCBANHA
®

po34nH Ans
iH ekujin/indoysii, 2,5 r/50
M/1, No 50 My doN1aKoHi;
no 2 do1akoHn y
KapTOHHI KOpoOLj

Bepinrep
IHrenbxaim
IHTEpHeLHN

rM6X

HimeuunHa

anbTepHaTuBHa
na6oparopis ans
KOHTPO/O TecTy
"CTepubHICTb":
CIC IHcTuTyT
dpeseHiyc MM6X,
HimeuunHa

anbTepHaTMBHA
naboparopia ons
KOHTPOO TecTy
"CTepwbHICTb":
Jlabop /1+C Arl,

HimeyunHa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu |
MMy - 3MiHK 3 KOCTi. A®I. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCSA Y npoueci BUpo6HuyTBa AD| (iHLWi
3MiHM Y MeTofax BUNPo6yBaHHSA (BK/OYaUM 3aMiHy
ab6o gonosHeHHs) A®| abo BUXIAHOro/NPOMIKHOrO
NPOAYKTY) - 3MiHA TOYHOCTi KpUTEpIto NpuitHATHOCTI (CV
%Test) ons Bu3HayeHHs1 Fab-3B'A3yt040i aKTUBHOCTI
(SPR)QA54365 N poboyoro ctaHAapTHOro 3paska
Lito4oi povoBuHN 3 «CVUWTEST ?3%» Ha «CV%TEST ?
5%»

3a
peyenmom

UA/15467/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
HimeuunHa
BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BUNYCK cepil:
Bepinrep
IHrenbxaim
®apma 'm6X i Ko.
KI, HimeyunHa
188. | MPOXXEKTA® PO34uH A8 iH'eKUi, 20 MNAT "®dapmak” YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12798/01/01
BO/mn no 1 mn B amnyni; TUMY - 3MiHW 3 SKOCTi. FTOTOBUIA Nikapcbkuii 3aci6. 3MiHK peyenmom
no 10 amnyn y nauuj; no 1 y BUPOBGHMLTBI. 3MiHa po3Mipy cepil (BKIOYaum
M B amnyrii; no 5 amnyn Aianas3oH po3Mipy cepil) roTOBOro /likapCbKoro 3acoby
y 6nicTepi; no 2 6nictepu (36inbLeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
B nauuj po3Mipom) -
BBEJEHHS A0AaTKOBYX po3MmipiB cepii: 30 i1 (27 000
amn), 50 n (45 000 amn), 100 n (90 000 amn) [0 BXe
3aTBEpKEHMX po3mipiB cepivi 10 a (9000 amn)
189. | NPOKCIYM® TabneTku, BKpUTI MPO®PAPMA ManbTa Na6opatopioc IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13996/01/01
060/10HKOH, IHTEpHeLHN HopmoH C.A. TUNy - BBEEHHA HOBOro BUPOo6HVKa APl MaHTonpason peyernmom
KMLLKOBOPO34MHHI, Nno 40 TpeanHr NOSCH LABS PRIVATE LIMITED, IHgjis 3 nogaHHam
Mr no 8 TabneTok y Nimitep HoBoro Ceptudikata R1-CEP 2012-205-Rev 00
6nicTepi; no 4 6nictepn y
KapTOHHIM nayui
190. | NPOTE®NA3IA | kpanni no 30 mn abo no TOB "HBK Ykpaina BMPOGHULITBO 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/4220/01/01
® 50 MmNy ckisgHomy "Ekochapm" NMOBHUM LINKNOM; TMny - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpOGHUYOT peyenmom

onakoHi 3 NpobKoto-

KpanenbHuueto, no 1
(h/1aKOHY B KapPTOHHiiA
nauui

BMNYyCK cepil:
TOB "HBK
"Ekocpapm”

OinbHUUI (BKIKOYatouM ginbHULi 4ns APl MPOMiDKHOTo
npoaykTy abo roToBOro Nikapcbkoro 3acoby, AiNbHULI
AN NpoBefeHHs NakyBaHHs, BUPOOHUKA,
BIAMOBIAA/IbHOIO 3a BUMYCK CepiiA, MicLie NPOBeAEHHS
KOHTPO/O cepil) abo nocTayasnbHyKa BUXigHOTO
mMartepiany, peareHTy abo AONOMDKHOI PEYOBUHM (SIKLLO
3a3Ha4yeHo y A0CbE) - BUTyUYeHHS BUPO6HMKa 13
(MpoTednasia®, kpanni) MpAT "Bionik", Ykpaina
(3anuumnnu 3aTBepxeHoro BupobHuka M3 TOB "HBK
"Ekodhapm”, YKpaiHa, W0 BUKOHYE Ti caMi (pyHKLUii, L0
BUNyYeHUIA). BunyyeHHsi BUpo6Huka A®I (pigkoro
ekcTpakTy MpoTtednasig) MpAT "Bionik", YkpaiHa.
BBegeHHs 3MiH NpoTsrom 3 MicsAuiB 3 gatn
3aTBepKeHHSA. 3MiHU | TUny - AGMIHICTPaTUBHI 3MiHN.
BunyyeHHss BUPOGHMYOT AinbHUL (BKIHOYAK0UN [iNbHAL
ana A®l, npomikHOro npoAykTy abo rotoBoro
nikapcbKoro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs, BUPOBHMKa, BiANOBifa/IbHOTO 3a BUMYCK
cepiii, MmicLe NPoBeAEHHST KOHTPOIO cepii) abo
nocTavajibHMKa BUXiAHOro MaTepiasy, peareHTy abo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1

[L,0MOMDKHOT PEYOBMHM (AIKLLO 3a3HAYEHO Y [OCLE) -
BUNy4YeHHs BupobHuka M3 (MpoTednasia®, kpanni)
TOB “TepHodhapm “, YkpaiHa (3anvwmnm
3aTBepKeHoro BupobHuka M3 TOB "HBK "Ekodhapm”,
YkpaiHa , Lo BUKOHYE Ti caMi cpyHKL,T, L0 BUNYyYEHNIA).
BunyueHHsi BUpobHuka A®I (pigkoro ekcTpakTy
MpoTtednasig) TOB “TepHochapm “, YkpaiHa. BBegeHHsA
3MiH NPOTAroM 3 MiCALIB MiC/A 3aTBEPLKEHHSA. 3MiHN |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpOGHUYOT
OinbHULI (BKIOYaoun AinbHUL Ana APl NpoOMiDKHOro
npoAyKTy abo roToBOro NikapcbKoro 3acoby, AinbHULI
N5 NPOBELieHHNA NaKyBaHHA, BUPOOHNKa,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo noctadyasibHyKa BUXigHOTO
marepiany, peareHTy abo AONOMIKXHOI PEHOBUHM (SKLLO
3a3HayYeHo y 0CbE) - BUSTyYEHHs1 BUpobHuKa MN13
(MpoTedhnasig®, kpanni) MpAT "®diTodapm”, YkpaiHa
(3anmwmnm 3aTBEpaKeHoro Bupo6bHuka MN13 TOB "HBK
"Ekochapm”, YkpaiHa , o BUKOHYE Ti caMi OyHKLi, Lo
BUyYeHuid). BunyyeHHs BupobHuka A®I (pigkoro
ekcTpakTy MNpotednasig) MpAT "®iTodapm”, YkpaiHa.
BBefeHHs 3MiH NpoTarom 3 MicAuiB nicns
3aTBEPMHKEHHSA. 3MiHM | TUNy - AOMIHICTPATUBHI 3MiHN.
BunyyeHHs: BUPOOHMYOT AinbHUL (BKIHOYAK0UU [iTbHUL
ans A®l, npomiXkHOro NpoAykTy abo roToBoro
nNikapcbKoro 3acoby, AinbHNUL AN NPoBEAEHHS
nakyBaHHs, BUPOGHWKa, BiANOBiAaSIbHOTO 3a BUMYCK
cepiid, Micue NpoBefeHHS KOHTPOSIIO cepil) abo
nocTavasibHMKa BUXiAHOro maTepiasty, peareHTy abo
[OOMOMDKHOT PEYOBMHY (SKLLIO 3a3HAYEHO Y AOCHE) -
BWIYYEHHS BUPOOHMYOT AinbHUL 415 dhacyBaHHSA
roToBOI NPOAYKLi, BUNYCKy cepii BUpo6Huka MAT
"dapmak”, YkpaiHa (3anuwmvnv 3aTBepaKeHoro
BMpo6bHuKa TOB "HBK "Ekodhapm”, YkpaiHa , Lo
BWKOHYE Ti cami (YHKLi, L0 BUYYeHWiA).BBeAEHHS 3MiH
npoTArom 3 micsAiB nicns 3aTBepAXKeHHs. 3MiHn | Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOBHMKA
BVXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYOTbCS Y BUpO6HNYOMY npoueci A®l, abo
3MiHa BUPOGHKKa (BKtOYauuW, ae HeobxigHo, micue
NpoBefieHHs1 KOHTPO/II0 AKocTi) AP (3a BifCyTHOCTI
cepTuddikaTa BiANOBIAHOCTI EBpoONeNichKin hapmakonel
y 3aTBepAXEeHOMY A0Cbe)(iHLWi 3MiHW) - 3a3HaYEeHHS
BMpo6Huka A®I (pigkoro ekctpakty MNpotecdnasig) TOB
"HBK "Ekochapm", YkpaiHa, skuii ofHO4YacHoO €
BMPOGHMKOM /13 Ta 0XON/IHE NOBHUI LMK
BMPOGHULITBA, MOYNHAKOUMN 3 NOAPIGHEHHS NiKAPCHKOI
POC/IMHHOT CUPOBUHW, Ti eKCTparyBaHHs, ofepXaHHA
pigkoro ekctpakty MpoTtednasia i lioro gpacyBaHHs y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

CKNSIHI (h1aKOHM.

191.

PAMASIA H

Tabnetkn, 2,5 mr/12,5 mr
no 10 TabneTok y
6nictepi; no 3 6nictepu
abo 10 6nictepiB y
KapTOHHI Kopoo6Li

"KcaHTic
dPapma
Nimiten"

Kinp

AkTaBic NT[,

ManbTa

BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasnis: 3MiHu |
Tuny - 3miHn 3 sakocTi. CepTuddikaT BignosigHocTI/l E-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BiAgnoBigHOCTI ab0 BUMYYEHHS
cepTudpikaTa BigNoBiAHOCTI EBponeiickkili hapmakonei:
ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANs [OMNOMDKHOT
peyoBUHM (cepTrdiikaT BigNOBIAHOCTI €BpPONENChKIin
thapmakonei) - OHOB/IeHUIA cepTudikaT Bif yxe
3aTBEPAXEHOrO BUPOGHMKA -
nogaHHa oHosneHoro CeptudikaTy BifnoBigHOCTI
€Bponelicbkin hapmakonei R1-CEP 2004-307-Rev 04
(nonepegHs Bepcis R1-CEP 2004-307-Rev 03) Big, Bxe
3aTBEpAXeHoro Bupo6bHnka CAMBREX PROFARMACO
MILANO S.R.L. ana A®l rigpoxnopoTtiasunay.

3a
peyernmom

UA/15654/01/01

192.

PAMASIA H

Tabnetku, 5 mMr/25 mr no
10 Tabnetok y 6nicTepi;
no 3 6nictepu a6o 10
6nicTepiB y KAPTOHHIi
Kopoo6ui

"KcaHTic
Papma
Nimiten"

Kinp

AkTaBic NT/,

MasibTa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOrO cepTudpikaTta BiAnoBIgHOCTI ab0 BUNYYEHHS
cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei:
ans A®l; ansa suxigHoro
marepiany/peareHTy/npomMiKHOro MPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBuHM (cepTudpikat BifgNoBiAHOCTI EBpONEiChKiit
thapmakone’) - OHOBMeHUiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
nofaHHa oHoBsieHoro CepTtudikarty BignNoOBIgHOCTI
€sponelicbkin hapmakonei R1-CEP 2004-307-Rev 04
(nonepegaHs Bepcia R1-CEP 2004-307-Rev 03) Big, Bxe
3aTBepxeHoro BupobHrnka CAMBREX PROFARMACO
MILANO S.R.L. ana A®I rigpoxnopoTiasuay.

3a
peyenmom

UA/15654/01/02

193.

PAMASIA H

Tabnetku, 5 mr/12,5 mr no
10 Tabnetok y 6nicTepi;
no 3 a6o 10 6nicTepiB y
KapTOHHIA KopooLi

"KcaHTic
Papma
Nimiteg"

Kinp

AkTasic T/,

MasibTa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHu 3 akocTi. CepTudikaT BignosigHOCTI/lE-
cepTudikat BiANOBIAHOCTI €BpoNeichbkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTta BiAnoBigHOCTI abo BUNYYEHHSA
cepTuguikaTa BignoBigHOCTI €EBponenchkin hapmakonei:
ans A®l; ana suxigHoro
marepiany/peareHTy/npomMKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; ANns 4OMOMIKHOT
peyoBuHM (cepTudpikat BifgNOBiAHOCTI EBpONEiChKiii
dhapmakonei) - OHoBNeHWIA cepTudikar Big, yxe
3aTBEPKEHOT0 BUPOBHMKA -
nogaHHa oHossieHoro CepTtudikaty BignoBigHOCTI

3a
peuenmom

UA/15655/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
€Bponelicbkiin hapmakonei R1-CEP 2004-307-Rev 04
(nonepegaHs Bepcis R1-CEP 2004-307-Rev 03) Bif BXe
3aTBepaxeHoro BupobHnka CAMBREX PROFARMACO
MILANO S.R.L, ITanis ana A®I rigpoxnopoTtiasngy
194. | PAMIMEA Tabnetku no 2,5 wmr, no 10 Megokemi Kinp BMPOGHMLTBO 3a ManbTa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10153/01/01
Tabnetok y 6nictepi; no 3 nTa MOBHVM LVK/IOM: Kinp UMy - AGMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom
6nicTepun y KapTOHHiIl AkTasic 1T, Ta/abo agpecu MicLa NPoBaMKEHHS AiANbHOCTI
Kopobui ManbTa; BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BMPOGHMLITBO BK/IOUAI0UM AiNbHULj BUNYCKY cepil abo micue
Hepo3(hacoBaHOro NPoBeAEeHHS KOHTPOIIO AKOCTI. (LisANbHICTb, 3a AKY
NPOAYKTY, BiANOBiAae BMPOGHMK/IMNOPTEP, HE BK/IHOYAOYM BUMYCK
KOHTPO/b AKOCTI, cepiid) - yTO4UHeHHS agpecyl BUPOGHWYOT AibHUL
[03BiN Ha BUNYCK Megokemi NTA (3aBog AZ), Kinp, 6e3 3miHu Micus
cepii: BMPO6HMLTBA (BBEAEHHA 3MiH NPOTArOM 3-X MicALiB
Megokemi 1T nicns 3aTBepmKeHHS)
(LeHTpanbHuii
3asop), Kinp;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Megokemi T4
(3aBog AZ), Kinp
195. | PAMIMEA Tabnetku no 5 mr, no 10 Megokemi Kinp BMPOGHMLTBO 3@ ManbTa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/10153/01/02
TabneTtok y 6nictepi; no 3 nTa NMOBHWUM LMKOM: Kinp TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nicTepun y KapTOHHiIl AkTasic 1T, Ta/abo agpecu MicLa NpoBaMKEHHS AiANbHOCTI
Kopo6ui ManbTa; BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BMPOGHMLITBO BK/IOHAKUN AiNbHULj BUNYCKY cepil abo micue
Hepo3ghacoBaHOro NPOBeAEHHS KOHTPOIO AKOCTI. (LisANbHICTb, 3a AKY
NPOAYKTY, BiANOBiAae BMPOGHMK/IMNOPTEP, HE BK/IOYAOUM BUMYCK
KOHTPO/b AIKOCTI, cepiid) - yTOYHeHHS aapecyl BUPOGHWYOT AiTbHUL
[03BiN Ha BMNYCK Mepokemi NTA (3aBog AZ), Kinp, 6e3 3miHu Micus
cepii: BMPO6HMLTBA (BBEAEHHSA 3MiH NPOTAroM 3-X MicALiB
Mepokemi 1T/, nicns 3aTBepkeHHs)
(LeHTpanbHuii
3asop), Kinp;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Mepokemi 1T/,
(3aBog AZ), Kinp
196. | PAMIMEL Tabnetku no 10 mr no 10 Mepokemi Kinp BMPOBHMUTBO 3a ManbTta/ BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/10153/01/03
Tabnetok y 6nictepi; no 3 nTa NMOBHUM LUKOM: Kinp TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

6nicTepn y KapTOHHiIl
Kopoo6ui

Axtasic 1TA,
ManbTa;
BMPOGHMLITBO
Hepo3acosBaHoro
NPOAYKTY,
KOHTPO/b SIKOCTI,

Ta/abo agpecyt MicLA NPOBaKEHHS AiS/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IHOUAKUY AiNbHULj BUNYCKY cepil abo micue
NPOBeEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iIMNOpTEp, HE BKIKOYAOUM BUMYCK
cepiii) - YTOYHEHHs1 aapecy BUPOBHMYOT AiNbHULL
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
[03BiN Ha BUNYyCK Mepokemi NTA (3aBog AZ), Kinp, 6e3 3miHu Micus
cepii: BMPOGHMLTBA (BBEAEHHSA 3MiH NPOTArOM 3-X MicALiB
Megokemi T4 nicns 3aTBepmKeHHs)
(UeHTpanbHuii
3asop), Kinp;
nepsBuHHe Ta
BTOPWHHE
nakyBaHHs:
Megokemi T4
(3aBog AZ), Kinp
197. | PAMIMEA Tabnetkun no 5 mr/25 mr Megokemi Kinp BMPOGHMLTBO 3a ManbTa/ BHECEHHS 3MiH [0 peecTpaLiiniHux matepiasnis: 3MiHu | 3a UA/10154/01/02
KOMBI no 10 TabneTok y nTa MOBHVM LVK/IOM: Kinp TUny - AGMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom
6nictepi; no 3 6nictepn y AkTasic 1T, Ta/abo agpecu MicLa NPoBaMKEHHS AiANbHOCTI
Kopobui ManbTa; BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BMPOGHMLITBO BK/IOUAI0UY AiNbHULj BUNYCKY cepil abo micue
Hepo3(hacoBaHOro NpPoBeAEeHHS KOHTPOIIO AKOCTI. (LisANbHICTb, 3a AKY
NPOAYKTY, BiANOBIAa€e BUPOGHMK/IMNOPTEP, HE BK/THOYAOYM BUMYCK
KOHTPO/b AKOCTI, cepiii) yTOYHEeHHSI agpecyt BUPOOHNYOT fiTbHNL
[03BiN Ha BMNYyCK Megokemi NTA (3aBog AZ), Kinp, 6e3 3miHu Micus
cepii: BMPO6HMLTBA. BBEAEHHSA 3MiH MPOTAroM 3-X Micsuis
Megokemi T4 nicns 3aTBepmkKeHHs
(LeHTpanbHuii
3asop), Kinp;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Megokemi T4
(3aBog AZ), Kinp
198. | PAMIMEA Tabnetku no 2,5 mr/12,5 Megokemi Kinp BMPOGHMLTBO 3@ ManbTa/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/10154/01/01
KOMBI Mr no 10 TabneTok y nTa NMOBHUM LK/OM: Kinp UMy - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nicTepi; no 3 6nictepn y AkTasic 1T, Ta/abo agpecu MicLa NPoBaMKEHHS AiANbHOCTI
Kopoobui ManbTa; BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BMPOGHMLITBO BK/IOUAKUY AiNbHULj BUNYCKY cepil abo micue
Hepo3ghacoBaHOro NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
NPOAYKTY, BiANOBiAae BMPOGHMK/IMNOPTEpP, HE BK/IOYAOUM BUMYCK
KOHTPO/b SIKOCTI, cepiii) yTOYHEeHHSI agpecyl BUPOOHWYOT AiTbHNL
[03BiN Ha BMNYCK Mepokemi NTA (3aBog AZ), Kinp, 6e3 3miHu Micus
cepii: BMPO6HMLTBA. BBEAEHHS 3MiH MpPOTAroM 3-X Micsuis
Mepokemi 1T/, nicnsa 3aTBepXeHHs
(LeHTpanbHuii
3asop), Kinp;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Mepokemi 1T/,
(3aBog AZ), Kinp
199. | PENIBAP™ NMOPOLLOK A5 iHransuin, nakcoCmitKn Benvka [nakco Benvka BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiis: 3MiHu I 3a UA/14564/01/01
ENNIOTA [030BaHuli No 184 mkr/22 sAiH Ekcnopt BputaHis OnepeiiwHc KOK BputaHis TMny - 3MiHKM Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
MKr/no3y; no 14 a6o 30 Nimitep Nimiteq thapmakoHarnagy. 3MiHu y TepaneBTUUYHUX NOKa3aHHAX
[,03 Y NOPOLLKOBOMY (mofaBaHHA HOBOrO TepaneBTUYHOIO NokKasaHHA abo
iHransaTopi; o 1 3MiHa y 3aTBepKeHOMY Moka3aHHi) - 3MiHN BHECEHO [0
iHransATopy y KapTOHHiIl IHCTPYKUIT A1 MeQUYHOro 3acToCyBaHHA NiKapcbKoro
Kopobui 3acoby [0 po3ginis "dapmakoTepaneBTUYHA
rpyna'“(yTouHeHHs TekcTy 6e3 3MmiH kogy ATX),
"Moka3aHHA". BBeEeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs.
200. | PMCNIONENT MOPOLLIOK Ta PO3UYNHHUK TOB YkpaiHa Ankepwmec IHK., CLUA/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHu I 3a UA/1683/01/01
KOHCTA® ONsa cycneHsii Ans iH'ekuii "[IKOHCOH | CWA LLseiiuapis TUMY - 3MiHA BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro peyenmom
NPOIOHroBaHoi Aji no 25 JDxoHCOH (BMpOGHMLTBO Ta 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao posainy "MobiyHi
Mr; KOMM/IEKT, L0 YkpaiHa" nepBuHHa peakujii"
MIiCTUTb: 1 dpN1akoH 3 ynakoBka
nopotukom, 1 wnpuy, 3 2 nopouwiky); Cinar
MJ1 PO34MHHUKA (HaTpito Ar, LLiseiiuapis
Kapmenosa 40 mlMa.c; (BMPOGHMLTBO Ta
nonicop6ar 20; HaTpito nepBuHHa
rigpochocdpart, avrigpar; yrnakoBka
KMcnoTa IMMOHHa PO34MHHVKA);
6e3B0[Ha; HaTpit0 Cinar AT,
X/1I0pUA,; HaTpito LLBeiuapis
rigpokeuna; Boga Ans (BTOpPUHHA
iH'exuili), 1 6e3ronkoBuii yrnakoBka Ta
npuctpin West/Medimop BMMYCK cepil)
AN NPUroTyBaHHS
cycnexsii Ta 2 rofku
LOBXMHOW 25 MM Ta 51
MM (i3 3aXMCHUMMN
npucTposMu) ans
BHYTPILLHLOM'A30BUX
iH'eKUii y naywi
201. | PUCNONENT MOPOLLOK Ta PO3UYNHHUK TOB Ykpaina Ankepmec IHK., cuwA/ BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepiasiis: 3MiHu Il 3a UA/1683/01/02
KOHCTA® ONA cycneHsii Ans iH'ekuin "[XKOHCOH i CLWA LLBeiuapis TUMY - 3MiHW BHECEHO [0 IHCTPYKLUIT 4719 MeANYHOro peyenmom
NPONOHIoBaHoI Aji No J[DKOHCOH (BMPOGHMLTBO Ta 3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainy "Mob6iyHi
37,5 Mr; KOMMN/EKT Lo Ykpaina" nepBuHHa peakujii"
MIiCTUTb: 1 do1aKoH 3 ynakoBka

nopoLikom, 1 wnpuy, 3 2
M1 PO3YMHHUKA (HaTpito
Kapmenosa 40 mlMa.c;
nonicop6ar 20; HaTpito
rigpocbocdpart, avrigpar;
Kucnota IMMOoHHa
6e3B0Ha; HaTpilo
X/10pUA; HaTpito
rigpokcug; soga ans
iH'ekw;ji), 1 6e3ronkoBuii
npuctpin West/Medimop
ON1A NPUToTyBaHHsA

nopotuky); Cinar
Ar, LLiseiiuapis
(BUpOGHMLTBO Ta
nepBuHHa
ynakoBka
PO3YMHHVKA);
Cinar AT,
LLBeiuapis
(BTOpUHHA
ynakoBka Ta
BWMYCK cepii)
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

cycneHsii Ta 2 rosikn
[0BXWHO 25 MM Ta 51
MM (i3 3aXMCHUMU
npucTpoaMn) ans
BHYTPILLHbOM'A30BUX
iH'EKUIN Yy nayu

202.

PIBOJIEB

TabneTku, BKPUTI
NAIBKOBOK 0B0I0HKOHO,
no 250 mr no 10 TabneTok
y 6nicTepi; no 3 abo no 6
6nicTepiB y KapTOHHIi
Kopo6ui

Pisochapm CA

LLiBeiiuapis

PiBocpapm CA

LLseiiuapis

BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu |
Tuny - nogaHHsa Hosoro CEP RO-CEP 2012-325-Rev 01
ons A®l NleBeTupaueram Bif, HOBOTO BUPOGHUKa

3a
peyenmom

UA/14758/01/01

203.

PIBOJIEB

TabneTtku, BKPUTI
NAIBKOBOK 060I0HKOLO,
no 500 mr no 10 TabneTok
y 6nicTepi; no 3 abo no 6
6nicTepiB y KAPTOHHIi
Kopo6ui

Pisochapm CA

LLiBeiiuapis

Pisocpapm CA

Lseiiuapis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
Tuny - nogaHHsa Hosoro CEP RO-CEP 2012-325-Rev 01
ona A®l NleBeTupaueram Bif HOBOTO BUPOGHUKa

3a
peyenmom

UA/14758/01/02

204.

PIBOJIEB

TabneTku, BKPUTI
NAIBKOBOK 060I0HKOLO,
no 1000 mr no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nictepiB y
KAPTOHHI KOpoO6LLi

Pisochbapm CA

LBeliuapis

Pisochapm CA

LBeliuapis

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu |
TMny - nogaHHsa Hosoro CEP RO-CEP 2012-325-Rev 01
ons A®l NleBeTupaueTam Bif, HOBOTO BUPOGHUKa

3a
peyenmom

UA/14758/01/03

205.

POBAME[,

TabneTtku, BKPUTI
NAIBKOBOK 060I0HKOMO,
no 5 mr, no 10 TabneTok y
6nictepi, no 3 abo 6, abo
9 6ricTepiB B KAPTOHHIi
KopooLi

Megpokemi
nTa

Kinp

BMPOBHMLITBO
Hepo3acoBaHoro
NpOAYKTY, [A03BiN
Ha BUMYCK cepii:
Megokemi T4
(UeHTpanbHuii
3asop), Kinp;
BMPOGHMLITBO
Hepo3acoBaHoro
NPOAYyKTY,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS, 403BiN
Ha BUMYCK cepii:
Mepokemi T4
(3aBog AZ), Kinp

Kinp

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHTbCA
BUMYCKy cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro

3acoby (3amiHa abo gofaBaHHA BUPOOHMKA, LLO
Bignosigae 3a BBe3eHHA Ta/abo BUNyck cepir) -

Bkntoyatoun KOHTPOb/BUNPOGYBaHHSA cepii - BBEAEHHSA

[04aTKoBOI AinbHULI BUpo6HULTBa Medochemie LTD

(Factory AZ)/Mepokemi NT/, (3aBog AZ), SiK AinbHWLI,

LLIO BiAMnoBigae 3a BMNYCK cepii, BKAYauu
KOHTPO/b/BMNPOGYBaHHS Cepii rOTOBOrO JliKkapCbKoro
3acoby (BBegeHHs 3MiH NpoTAroM 3-x micsAuiB nicns
3aTBEPMKEHHS); 3MiHN | TUNY - 3MiHW 3 IKOCTI. TOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBeJEeHHA A0AATKOBOI AiNbHUL BUPOOHMLTBA AN
4yacTuHU abo BCbOro BUPOBHMYOro NpoLecy roToBoro

NiKapCcbKoro 3acoby (AinbHWLSA, Ha SKii NPOBOAATLCSA
6yab-AKi BAPOOHUUYI CTagji, 3a BUHATKOM BUNYCKY Cepii,

KOHTPOJI0 AIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS, /189 HECTEPWU/TbHUX JTiKapCbKMX 3acobiB) -
BBe/leHHS AOAATKOBOI AiNbHUL BUPOBHMLITBA
Medochemie LTD (Factory AZ)/Megokemi 1T/ (3asog,
AZ) [k finbHWL, WO BigMoBigae 3a BUPOGHMLTBO
Hepo3sdacoBaHOro NpoAykTy (BBefeHHs 3MiH MPOTArom

3a
peyerimom

UA/15599/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
3-x MicsiLiB Micns 3aTBEPYKEHHS)
206. | POBAME/[ TabneTkun, BKPUTI Megokemi Kinp BMPOGHMLITBO Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/15599/01/02
NAiBKOBOK 060I0HKOLO, nTa Hepo3dacoBaHoro TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
no 10 mr no 10 Ta6neTok npoAayKTy, 403BIN Yy BUPOGHULITBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHTLCS
y 6nicTepi, no 3 abo 6, Ha BUMYCK cepii: BUMYCKy Cepii Ta KOHTPOJIHO SKOCTI FOTOBOrO NiKapCbKoro
abo 9 6nicTepis B Megokemi T4 3acoby (3amiHa abo gofaBaHHA BUPOOHMKA, LLO
KapTOHHIA KopooLi (LeHTpanbHuii BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepir) -
3asop), Kinp; Bkntoyaroum KOHTPO/b/BUNPOGYBaHHSA cepii - BBEAEHHSA
BMPOGHMLITBO [04aTKOBOI AinbHULI BUpo6HULTBa Medochemie LTD
Hepo3(hacoBaHOro (Factory AZ)/Mepokemi NT[, (3aBog AZ), K AiNbHUL,
NPOAYKTY, LLIO BiNOBIAAE 3a BUMYCK cepii, BKIYaum
KOHTPO/b AKOCTI, KOHTPO/b/BMNPOGYBaHHS Cepii roOTOBOrO JlikapCbKoro
nepBuHHE Ta 3acoby (BBefeHHs 3MiH NpoTAroM 3-x MicsuiB nicns
BTOPVHHE 3aTBEPMKEHHS); 3MiHM | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nakyBaHHs, [03BiN nikapcbknii 3aci6. 3MiHM Yy BUPO6HMUTBI. 3amiHa abo
Ha BUMYCK cepii: BBE[EHHS [04AaTKOBOI [iNIbHULi BUPOOHMLUTBA ANs
Megokemi T4 YacTMHM ab0 BCbOro BUPOBHMYOro NpoL,ecy rotoBoro
(3aBog AZ), Kinp nNikapcbKoro 3acoby (AinbHULSA, Ha SKii NPoBOAATLCSA
6yab-Ki BAPOOHUUI CTagji, 3a BUHATKOM BUNYCKY Cepii,
KOHTPO/I0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, A1 HECTEPWU/TbHUX iKapCbKMX 3acobiB) -
BBEJEHHS 0AATKOBOI AiNbHULI BUPOOHMLTBA
Medochemie LTD (Factory AZ)/Megokemi /1T (3asog,
AZ) K finbHWL, WO BigMoBigae 3a BUPOGHNLTBO
Hepo3dhacoBaHOro NPoAykTy (BBeAeHHS 3MiH MPOTArom
3-x MicsLiB nicns 3aTBEPAKEHHS)
207. | POBAME] TabneTku, BKpUTI Megokemi Kinp BMPOGHMLITBO Kinp BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15599/01/03
NNiBKOBOK 060/TI0HKOHO, nTa Hepo3ghacoBaHOro TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuyenmom

no 20 mr no 10 Tabnetok
y 6nicTepi, no 3 a6o 6,
abo 9 6nicTepis B
KapTOHHI Kopoo6Li

NpoAyKTY, A03BiN
Ha BUMYyCK cepii:
Megokemi T4
(LeHTpanbHuii
3asog), Kinp;
BMPOOHULITBO
Hepo3dacoBaHoro
NPOAYKTY,
KOHTPO/b SIKOCTI,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, 403BiN
Ha BMMYCK cepii:
Mepokemi 1T/,
(3aBog AZ), Kinp

y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LU0
BiANOBigae 3a BBE3€HHSA Ta/abo Bunyck cepil) -
Bktoyaroum KOHTPOb/BUNPOGYBaHHSA Cepil - BBEAEHHS
[04aTKOBOT AinbHUL BUpo6bHULTBa Medochemie LTD
(Factory AZ)/Mepokemi NT[, (3aBog AZ), SiK AinbHNL,
L0 BiAnoBigae 3a BUMNYyCK cepil, BK/IYauu
KOHTPONb/BUNPOGYBAHHS Cepii rOTOBOro NiKapcbKoro
3acoby (BBegeHHs 3MiH NpoTAarom 3-x MicsiuiB nicns
3aTBEPMAKEHHS); 3MiHM | Tuny - 3MiHW 3 AKOCTi. FoTOBUIA
nikapcbkunii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/EHHS A0aTKOBOI AiNIbHULI BUPOOHULTBA A5
4yacTuHM abo BCbOro BUPOBHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AinbHULSA, Ha siKili NPoBOAATLCS
6yAb-AKi BUPO6HUYI CTagji, 32 BUHATKOM BUNYCKY Cepii,
KOHTPOJI0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTePU/IbHUX NiKapCbKUX 3acobiB) -
BBEJEHHS A0AaTKOBOI AifIbHULI BUPOBHMLTBA
Medochemie LTD (Factory AZ)/Megokemi /1IT/, (3aBog
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
AZ) AK finbHUUj, WO BiANOBIAAE 3a BUPOOHULTBO
Hepo3dhacoBaHOro NPoaykTy (BBeAeHHS 3MiH NPOTArom
3-X MicsiLiB micnsi 3aTBEPAKEHHS)
208. | POBAME] TabneTku, BKPUTI Mepokemi Kinp BMPOOHULITBO Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/15599/01/04
NAIBKOBOK 0B0I0HKOIO, nTha Hepo3dacoBaHoro TMny - 3MiHK 3 SKOCTI. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
no 40 mr no 10 TabneTok NpoAyKTY, 403BIN y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
y 6nictepi, no 3 abo 6, Ha BUMYCK cepii: BUMYCKY cepii Ta KOHTPOJIIO SKOCTI FOTOBOrO NiKapCbKoro
abo 9 6nicTepis B Megokemi T4 3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
KapTOHHI KopooLi (UeHTpanbHuii BiANOBIfaE 3a BBE3€HHS Ta/abo BuNyck cepil) -
3aBog), Kinp; Bk/itoyatoun KOHTPO/b/BUNPOBYBaHHSA cepil - BBEAEHHS
BMPOGHMLITBO [04aTKOBOI AinbHULI BUpo6HULTBa Medochemie LTD
Hepo3dacoBaHOro (Factory AZ)/Mepokemi NT[, (3aBog AZ), SiK AinbHAL,
NPOAYKTY, LLI0 BiANOBifaE 3a BUNYCK Cepii, BKIYatoun
KOHTPOb AKOCTI, KOHTPO/b/BMNPOGYBaHHA Cepii rOTOBOrO /liKapCbKOro
nepBrHHE Ta 3acoby (BBefeHHst 3MiH NpoTArom 3-x MicsLiB nicns
BTOPVHHE 3aTBEPMAKEHHS); 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nakyBaHHs, [03BiN nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
Ha BUMYCK cepii: BBE/EHHS A0AATKOBOI AiNIbHULI BUPOOHWLTBA AN1S
Megokemi T4 4acTMHM ab0 BCbOro BUPOBHMYOro NpoL,ecy rotoBoro
(3aBog AZ), Kinp NiKapcbKoro 3acoby (AiNbHULA, Ha SKii NPOBOAATLCSA
6yAb-sKi BAPO6HUYI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJI0 AKOCTi, NePBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4119 HECTEPUTbHUX NiKapCbKMX 3acobiB) -
BBEJEHHS 40AAaTKOBOI AifbHULI BUPOGHMLTBA
Medochemie LTD (Factory AZ)/Megokewmi 1T/ (3aBog,
AZ) aK AinbHWL, WO BiAMNoBigae 3a BUPOGHNLTBO
Hepo3dacoBaHOro NpoAykTy (BBefAeHHs 3MiH MPOTArom
3-x MicsiLiB micns 3aTBEPYKEHHS)
209. | PO3AKOM Kpanni O4Hi, po34nH Mo 5 AT "Apavefq Monba BignosiganbHuii Monbwa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHa 3a UA/14401/01/01
M1y do/1akoHi i3 dapma” 3a BUNYCK cepil: Ipeuis 3asBHMKa (BNacHWKa peecTpauiiiHoro nocBigYeHHs) peyenmom
KpanesnbHuueto; no 1 Mab'saHiLbKui (3rigHo Hakady MO3 Big 23.07.2015 Ne 460) (BBeaeHHs
h1akoHy Y KapTOHHI hapmaueBTUYHWi 3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAXKEHHS)
Kopoo6Li 3aBog, Monbha
A.T., MonbLua;
Brpo6HMuTBO "in
bulk", nepBuHHe i
BTOPWHHE
nakyBaHHs:
Pacbapm AT,
peuis
210. | PO3AKOM Kpansi O4Hi, po3ynH no 5 AT "Apaveg Monbwa BignosiganbHuii Monbwa/ BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/14401/01/01
M1y oN1akoHi i3 $apma” 3a BUNYCK cepil: Ipeuis TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom

KpanenbHuLeto; no 1
hNakoHy y KapTOHHIN
KopooLi

Mab6'aHiLbKWiA
hapmaueBTUUHWIA
3aBoy Monbha
A.T., Nonbla;
Bupo6bHMLTBO “in
bulk", nepBuHHE i

chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3ara/ibHeHNX faHUX Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3arasIbHEHVX AaHUX NPO CUCTEMY
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BiANOBIAA/IbHOT 3a 34iICHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0co6M 3 chapmMakoHarnaay 3asiBHuka ans
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BTOPWHHE

nakyBaHHs:

Padhapm AT,
Ipeuis

3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLL0 BOHA
BifIMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (BKIYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cucTeMu chapmakoHarnagy)- 3MiHa KOHTakTHUX AaHnX
YMOBHOBaXEHOI 0C06YM 3aABHMKa, BiANOBigaIbHOT 3a
3fjiicHeHHA hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0c0o6M, BiANOBIfANbHOT 3a 34iiCHEHHSA
chapmakoHarnagy B YkpaiHi. 3amiHa Micus 34iiCHEHHS
OCHOBHOI fjsiNIbHOCTI 3 hapmakoHarnsagy. 3amiHa
MicLle3HaxopKeHHs1 MacTep-thaiina cuctemu
thapmakoHarnsgy

211.

PO3AMET®

Kpem 1% no 25 r y Ty6i;
no 1 Ty6i y KapTOHHIi
Kopoo6Li

AppaH-
[aneHcbkmin
Na6opaTopiii
A8

Xopsaris

AppaH-
[aneHcbkunin
Na6opaTopin g.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu |
TUMY - 3MiHN BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOT yNakoBKM /iKapCbKoro 3acoby oo
3a3HaYeHHs MbXHApPOAHUX NO3HAYeHb OAVHNLb
BVMIiptOBaHHS. BBEeAEHHSA 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepKeHHs

3a
peyenmom

UA/7256/01/01

212,

POKCEPA®
KOMBI

TabneTtku, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 15 mr/5 mr no 10
Tabnetok y 6nictepi, no 3
abo 9 6nicTepiB y
KapTOHHI Kopoo6Li

KPKA, a.4.,
Hoso mecTo

CnoBeHis

KPKA, a.4., Hoso
MECTO

CnoBeHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
TUMY - 3MiHKN 3 AKOCTIi. FOTOBWUIA Nikapcbkuid 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40NOMiXXHUX peyoBUHaX)
roTOBOroO NikapCbKoro 3acoby (iHLi AONOMiXHI
peyoBunHM) - 3amiHa OAHIET LONOMKHOI PEYOBUHM Ha
HLY 3 TUMW camMUMK PYHKUIOHaIbHUMI
XapakTepucTkamy Ta Ha TOMy CaMOMy PiBHi - 3amiHa
ofHiel 4ONOMIXHOT peyoBuHM (Lentonosa
MIKPOKpUCTaUTiYHA) Ha Taky > camy iHLIOro Tuny.
3arBepmxeHo: 3anponoHoBaHo: Cellulose,
Microcrystalline, type 220, low moisture Cellulose,
Microcrystalline, type 112, low moisture

3a
peyenmom

UA/15990/01/01

213.

POKCEPA®
KOMBI

TabneTku, BKPUTI
NAIBKOBOK 060I0HKOLO,
no 15 mr/10 mr, no 10
Tabnetok y 6nictepi, no 3
abo 9 6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso
MECTO

CnoBeHis

BHECEHHS 3MiH 10 peECTpaLiiiHNX maTepianis: 3miHu |
TUMy - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkumii 3aci6. Onnc
Ta cknaj,. 3miHa y cknagi (4oNOMiIXHUX peyoBUHaX)
rOTOBOrO /iKapCbkoro 3acoby (iHLLi ONOMiXKHi
PeYoBUHM) - 3aMiHa OAHIET AONOMDKHOT PEeUYOBMHU Ha
iHLWY 3 TUMW camMUMK PYHKUIOHaIbHUMIA
XapakTepucTkamy Ta Ha TOMy CaMOMy PiBHi - 3aMiHa
OfHIET [OMOMIKHOI peHoBUHM (Lentonosa
MIKPOKpUCTaUTiYHA) Ha Taky > camy iHLIOro Tuny.
3arBepmkeHo: 3anponoHoBaHo: Cellulose,
Microcrystalline, type 220, low moisture Cellulose,
Microcrystalline, type 112, low moisture

3a
peyenmom

UA/15989/01/01

214.

POKCEPA®
KOMBI

TabneTtku, BKPUTI
NNIBKOBOK 060/TI0HKOHO,
no 20 mr/5 mr no 10
Tabnetok y 6nictepi, no 3
abo 9 6nicTepiB y
KapTOHHI Kopoo6Lli

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso
MEeCTO

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TUMY - 3MiHW 3 AKOCTIi. [0TOBWIA Nikapcbkuid 3aci6. Onuc
Ta cknaj,. 3miHa y cknagi (4oNOMiIXHUX peyoBUHaX)
rOTOBOrO /iKapCbKOro 3acoby (iHLLi AONOMiXHi
peyoBUHM) - 3amiHa OfHIET JONOMDKHOI PEYOBUHM Ha
iHLIY 3 TMW cCamMUMU PYHKUIOHAIbHUMU

3a
peyerimom

UA/15992/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
XapakTepucTikamy Ta Ha TOMy CaMOMy PiBHi - 3amiHa
OfHIi€l 4ONOMIXHOI peyoBuHU (Lientonosa
MIKPOKPUCTa/TiYHa) Ha TaKy X camy iHLIOro TuMy.
3arBepmkeHo: 3anponoHosaHo: Cellulose,
Microcrystalline, type 220, low moisture Cellulose,
Microcrystalline, type 112, low moisture
215. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHu | 3a UA/15991/01/01
KOMBI NNiBKOBOK 060/TI0HKOHO, Hoso mecTo MecTo TMMy - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkumii 3aci6. Onnc peyernmom
no 20 mr/10 mr; no 10 Ta cknag,. 3miHa y cknagi (4OMOMKHNX peyoBUHaxX)
Tabnetok y 6nictepi, no 3 roTOBOrO NikapCbKoro 3acoby (iHLi JONOMiXHI
abo 9 6nicTepiB y peyoBuHM) - 3amiHa OfHIET LONOMKHOI PEYOBUHM Ha
KapTOHHI KopooLi iHLY 3 TMX caMUMK (PYHKLOHA/TbHUMMN
XapakTepucTikamy Ta Ha TOMy CaMOMy PiBHi - 3amiHa
OfHi€l 4ONOMIXHOI peyoBuHM (Lentonosa
MIKpOKPUCTa/liYHa) Ha Taky X camy iHLIOro Tumy.
3arBepmkeHo: 3anponoHosaHo: Cellulose,
Microcrystalline, type 220, low moisture Cellulose,
Microcrystalline, type 112, low moisture
216. | POKCEPA® TabneTtku, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/15988/01/01
KOMBI NNiBKOBOK 060/TI0HKOHO, Hoso mecTo MecTo TUMy - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkumii 3aci6. Onnc peyernmom
no 10 mr/5 wmr, no 10 Ta cknag,. 3miHa y cknagi (40NOMiXXHUX peyoBUHaX)
Tabnetok y 6nictepi, no 3 roTOBOroO NikapCbKoro 3acoby (iHLi AONOMiXHI
abo 9 6nicTepiB y peyoBunHM) - 3amiHa OAHIET LONOMKHOI PEYOBUHM Ha
KapTOHHI Kopoo6Li HLY 3 TUMW camMUMK PYHKUIOHaIbHUMI
XapakTepucTkamy Ta Ha TOMy CaMOMy PiBHi - 3amiHa
ofHiel 4ONOMIXHOT peyoBuHM (Lentonosa
MIKPOKpUCTaUTiYHA) Ha Taky > camy iHLIOro Tuny.
3arBepmxeHo: 3anponoHoBaHo: Cellulose,
Microcrystalline, type 220, low moisture Cellulose,
Microcrystalline, type 112, low moisture
217. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peECTpaLiiiHNX maTepianis: 3miHu | 3a UA/15987/01/01
KOMBI NNIBKOBOK 060/TI0HKOHO, HoBo mecTo MecTO TUMy - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkumii 3aci6. Onnc peyenmom
no 10 mr/10 mr, no 10 Ta cknaj,. 3miHa y cknagi (4oNOMiIXHUX peyoBUHaX)
Tabnetok y 6nictepi, no 3 rOTOBOrO /iKapCbkoro 3acoby (iHLLi ONOMiXKHi
abo 9 6nicTepiB y PeYoBUHM) - 3aMiHa OAHIET AONOMDKHOT PEeUYOBMHU Ha
KapTOHHIA KopooLi iHLWY 3 TUMW camMUMK PYHKUIOHaIbHUMIA
XapakTepucTukamu Ta Ha ToMy caMoMy PiBHi - 3amiHa
OfHIET [OMOMIKHOI peHoBUHM (Lentonosa
MIKPOKpUCTaUTiYHA) Ha Taky > camy iHLIOro Tuny.
3arBepmkeHo: 3anponoHoBaHo: Cellulose,
Microcrystalline, type 220, low moisture Cellulose,
Microcrystalline, type 112, low moisture
218. | CAPTIH pO34nH aNa iHdysili, 42 MNAT "®dapmak” YkpaiHa MAT "dapmax”, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/16480/01/01
mr/ma no 100 mny YkpaiHa TUMY - 3MiHU 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHK peyenmom
donakoHi; no 1 dpnakoHy B MpAT "IHdy3is", Yy BUPOGHMLTBI. 3MiHa po3Mipy cepil (BK/Iuvaum
nauui 3 KapToHy YkpaiHa AianasoH po3mipy cepil) roToBOro /likapCbKoro 3acoby

(3meHLwWweHHs o 10 pasiB) - BBEAEHHSA 404aTKOBOro
po3mipy cepii rotoBoro siikapcebkoro 3acoby 400 n (3920
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
don.). Oitova pegakuis 500 n (4900 don.); 850 n (8330
¢n.); 2000 n (19600 wr.); MponoHoBaHa pegakuis 400
n (3920 dpn.);
500 11 (4900 chn.); 850 n (8330 chn.); 2000 n (19600
WwT.)
219. | CENTANIOP® Tabnetkun ons TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHu I 6e3 UA/5655/01/01
3aCTOCYBaHHS y POTOBIli "TepHochapm” "TepHodhapm" TUNYy - BBEAEHHA A04ATKOBOro BUPOGHMKa AdI peyenma
NOPOXHWHI; o 10 (ackop6iHoBa KMC0Ta) 3 HaJaHHAM MacTep-dalina
TabneTtok y 6nictepi; no 2 (mai1, 2018) no BXe 3aTBEPAKEHOIO
6nictepu B nayuj 3
KapToHY
220. | CEPTPANIO®T | TabneTku, BKpUTI ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8406/01/01
100 060/10HKOH0, 100 Mr no 10 06MEXEHO 06MeXeHo TMMY - 3MiHa MiCLLA NPOBaMKEHHS AiSNbHOCTI BUPOGHMKA |  peyernmom
Tabnetok y 6nictepi; no 3 BiANOBIAA/bHI BiANOBIAALHICTIO A®| CepTpaiiHy rigpoxnopug Ta yTOYHEHHS
6nicTepun y KapTOHHIl cTIo "®APMEKC HaliMeHyBaHHs BUPOOHUKa BiAMOBIAHO A0 NiLeHsii Ha
Kopobui; no 10 TabneTok "bapmavueBTu FPYMN", Ykpaina BUpo6HMLUTBO API. Yci BUpO6HMUI onepaduii Ta cxema
y 6nicTepi; no 3 6nictepu YyHa KOMMaHis (Bci cTagiji CUHTE3Y 3a/IMLIAKTLCSA HE3MIHHUMW; 3MiHK | TUMY:
Y KapTOHHiIli kopobLi "3p0pos'a” BMPOGHMLITBA, 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
KOHTPO/Ib SKOCTI); BiANOBIAHICTL A0 MoHOrpadii AdY abo €Bponeiicbkoi
ToBapucTso 3 thapmakonei, abo iHLWOi HalioHasIbHOI dhapmakonel
06MexeHo aepxasun €C (3miHa y cneumdikauisx, nos'asaHa 3i
BiANOBIAA/ILHICTIO 3MiHamu B Y, abo €Bponeiickkili hapmakonei, abo
"papmMaueBTNYHa iHLWIA HauioHanbHI dhapmakonei gepxasu E€C) cynyTHA
KOMnaHis 3MiHa- 3MiHa y MeTogax BunpobyBaHHa APl abo
"3p0pos'a", BUXiQHOrO MaTepiany/npoMiXXHOro NpoAyKTy/peareHTy,
YkpaiHa (Bci cTagii LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuutea Ad|
BMPOGHMLITBA, (He3HayHi 3MiHM y 3aTBEpAXEHNX MeToAax
KOHTPO/b SKOCTI, BUNPOBYBaHHSA); 3MiHM | TUNy- 3MiHa NapameTpis
BWMYCK cepil) cneuudikauin Ta/abo AoNyCTUMUX MEX NePBUHHOT
yNaKkoBKM rOTOBOTO /iKapCbKOro 3acoby; CymyTHS 3MiHa -
3MiHa y MeToAax BUNpo6yBaHHA NepPBUHHOT yNakoBKM
rOTOBOrO /likapCcbkoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpo6yBaHb (BK/OYaK4M 3amiHy abo fofaBaHHs);
3MiHU | TUNY- BBELEHHSA [0AATKOBUX NOCTaYa/1IbHUKIB
NepBUHHOTO NakyBaHHS
221. | CEPTPANIO®T | TabneTku, BKPUTI ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8406/01/02
25 060/10HKO0, 25 Mr no 10 obmexeHolo 06MeXeHoto UMy - 3MiHa Micus NPOBaMKEHHS AiANbHOCTI BUPOGHMKA |  peyenmom
Tabnetok y 6nictepi; no 3 BiANOBiAA/bHI BiANOBIAA/TbHICTIO A®| CepTpaniHy rigpox1opna Ta yTOYHEHHS
6nicTepun y KapTOHHiIl CTI0 "®APMEKC HaliMeHyBaHHs BUPOGHUKa BiAMOBIAHO A0 NiLeHsii Ha
Kopo6Li; no 10 TabneTok "dapmavesTu FPYIM", Ykpaina BMPOGHMLTBO ADI. Yci BUpOOHUYI onepau,ii Ta cxema
y 6nicTepi; no 3 6nictepu YyHa KOMMaHis (Bci cTagji CUHTE3Y 3a/IMLIAKTLCSA HE3MIHHUMW; 3MiHK | TUMY:
Y KapTOHHIli kopobui "3p0pos'a” BMPOGHMLITBA, 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

KOHTPO/Ib AIKOCTI);
ToBapucTso 3

BiNOBIAHICTb [0 MOHOrpadii 4PY abo €Bponeiicbkol
hapmakonei, abo iHLWOT HauioHasTbHOT thapmakonei

06MeXeHoH nepxasu €C (3MiHa y cneuudpikauisix, nos'asaHa 3i
BiANOBIAALHICTIO 3miHamu B 1Y, abo €Bponelicbkiit hapmakonei, abo
"hapmMaueBTNYHaA iHWIl HauioHanbHIN chapmakonei gepxasn €C) cynyTHs
KOMNaHis 3MiHa- 3MiHa y MeTofiax BUNpobyBaHHs APl abo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
"3p0pos'a", BUXiQHOrO MaTepiany/npoMiXXHOro NpoAyKTy/peareHTy,
YkpaiHa (Bci ctagil LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuuTea A®I
BMPOGHMLITBA, (He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
KOHTPO/b SIKOCTI, BUNPOBYBaHHSA); 3MiHK | TUNY- 3MiHa NapameTpis
BUMNYCK cepii) cneuudikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO /IiKapCbKOro 3acoby; CynyTHS 3MiHa -
3MiHa y MeToAax BUNpo6yBaHHA NepBUHHOT yNakoBKM
rOTOBOrO /liKapCbKoro 3acoby (iHLi 3MiHW y MeTogax
BMNpo6yBaHb (BK/OYaK4M 3amiHy abo fofaBaHHs);
3MiHU | TUNY- BBEAEHHA [04aTKOBUX NOCTaYa/IbHUKIB
NEepBMHHOTO NakyBaHH
222. | CEPTPANIO®T | TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8406/01/03
50 060/10HKO0, 50 Mr o 10 06MEXEHO 06MeXeHo MMy - 3MiHa MiCcLiA NPOBaKEHHS AiANbHOCTI BUPOGHMKA |  peyernmom
Tabnetok y 6nictepi; no 3 BiANOBIAA/bHI BiANOBIAALHICTIO A®| CepTpariiHy rigpoxnopug Ta yTOYHEHHS
6nicTepun y KapTOHHIl CTIO "®APMEKC HaliMeHyBaHHs BUPOOHUKa BiAMOBIAHO A0 NiLeHsii Ha
Kopobui; no 10 TabneTok "apmauesTu FPYM", Ykpaina BUpPO6HMLUTBO AP, Yci BUpO6HMUI onepauii Ta cxema
y 6nicTepi; no 3 6nictepu YyHa KOMMaHis (Bci cTagji CUHTE3Y 3a/IMLWAaKTbLCSA HE3MIHHUMW; 3MiHK | TURY:
Y KapTOHHIll kopobLi "3popos's" BMPOGHMLITBA, 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTPO/Ib SIKOCTI); BiANOBIAHICTL A0 MoHOrpadii AdY abo EBponeiicbkoi
ToBapucTso 3 thapmakonei, abo iHLWOi HauioHasIbHOI dhapmakonel
0bMexeHoto Aepxasu EC (3miHa y cneuudikauisix, nos'sasaHa 3i
BiANOBIAA/ILHICTIO 3miHamu B @Y, abo €Bponeiickkili hapmakonei, abo
"papmMaLeBTnYHa iHLWIA HauioHanbHI dhapmakonei gepxasu E€C) cynyTHA
KOMMaHis 3MiHa- 3MiHa y MeTogax BunpobyBaHHs APl abo
"3p0pos'a", BUXIAHOrO MaTepiany/NpoMiXXHOro NpoAyKTy/peareHTy,
YkpaiHa (Bci ctagii LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuutea Ad|
BMPOGHMLITBA, (He3HauHi 3MiHM y 3aTBEpKEHNX MeToAax
KOHTPO/b SIKOCTI, BUNPOBYBaHHSA); 3MiHM | TUNy- 3MiHa NapameTpis
BWMNYCK cepil) cneuudikauin Ta/abo AonyCTUMUX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO /iKapCbKOro 3acoby; CynmyTHS 3MiHa -
3MiHa y MeToAax BUNpo6yBaHHA NepBUHHOT yNakoBKM
rOTOBOrO /iKapCbkoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpo6yBaHb (BK/OYaKUM 3amiHy abo fofaBaHHs);
3MiHU | TUNY- BBEAEHHA [0AATKOBUX NOCTaYa/1bHUKIB
NEepBMHHOTO NakyBaHH
223. | CMO®NINIA 20 | emynbceia Ans iHysiin no PpeseHiyc HimeuunHa ®dpeseHiyc Kabi ABCTpIA BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13846/01/01
% 100 mn a6o no 250 mn Kabi ABcTpis TM6X TMny - nogaHHa Hosoro CEP Ne RO-CEP 2012-410-Rev peuyenmom
ab6o no 500 mn y donakoHi; [Jonunang 01 Ha A®I Tpurniuepnay cepefHbOro naHura Big
no 1 a6o no 10 chnakoHiB rM6X 3aTBepmxeHoro Bupo6Huka 101 Oleo GmbH, HimeuunHa;

Y KapTOHHIli kopobLyi

3MiHK | Tuny - 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu
MiCLii MPOBaKEHHS AiSNIbHOCTI BUPOOHUKA

(BKtOYaK0uM, 3a HEOOXIAHOCTI, MicLe NPOBEeAEHHS

KOHTPOJIH0 SIKOCTI), a60 BlacHWKa MacTep-ghaiina Ha

A®I|, abo noctavasnibHuka API/BMxigHOro
mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHMLTBI APl 3miHa Ha3BK
BMPOOHMKA Ait040i PevyoBUHN TPUTILEpPUaN CepeHbOoro
naHuora
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
224. | CONKOCEPUN renb 4,15 mr/rno 20 r MEOA LLiBeiiuapis Neraci Lseiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/15843/01/01
rento y Ty6i; no 1 Ty6i B dapmacbioTika dapmacbloTikan3 TMNY - 3MiHa NapameTpiB cneumdikayiii Ta/abo peyenma
KapTOHHI ynakoBsL,i n3 CeiTceneHs Csitceneng NM6Xx [ONyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
v6X (4onoBHEHHS cneumdikayii HOBUM NOKA3HUKOM 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS), BBEAEHHS Y
cneuudikaL,ito Npy BUMYCKY FOTOBOTO J1iKapCbKoro
3acoby nokasHukiB «KosbopoBiCTb» Ta «B’A3KICTb»;
3miHu |l TNy - 3mMiHa napameTpiB cneuudikaLii Ta/abo
[OMNyCTUMUX MEX FOTOBOrO /liKapCbKoro 3acoby (3miHa
3HaxXoANTLCA N0o3a 3aTBEPAKEHUMU [ONYCTUMUMM
Mexamu cneumdikaiit) - po3LMPeHHst AoNYCTUMUX MeX
cneuudikaLyii roTOBOro Nikapcbkoro 3acoby Ha TepPMIH
36epiraHHsa 3a NOKa3HUKOM «B’A3KICTb»
225. | CNITOMIH® Tabnetkn no 5 mr no 10 3AT YropwmHa BupobHuk YropLmHa BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3miHu | 3a UA/5603/01/01
Tabnetok y 6nictepi; no 6 | ®apmaueBTuy BiANOBigabHUI 3a TMny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
6nicTepiB y KAPTOHHIi HWi1 3aBOf, NOBHWIA LK Yy BUPOGHULITBI. 3MiHa iIMNopTepa/3miHu, L0 CTOCYHTbCA
Kopoo6ui Erc 3AT BWNYCKY Cepii Ta KOHTPO/IKO SKOCTi FOTOBOrO NiKapCbKOro
dapmavleBTUYHNI 3acoby (3amiHa abo fofaBaHHA BUPOOHMKA, LLO
3aBop ErIC, BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepir) -
YropumHa; Bktovarum KOHTPOsb/BUNPOBYBaHHA cepii - AoAaBaHHs
Brpo6HMK BMPOGHWKA, BiAnoBifanbHOro 3a Bunyck cepii 3AT
BiAnoBiganbHUii 3a dapmaneBTUyHUIA 3aBog ErIC (1165, m. Byganewr,
BWMYCK Cepil: Byn. BekeHbthengi, 118-120, YroplymHa) Ta 3a3HauyeHHs
3AT dhyHKLili paHile 3aTBepaXeHoro Brpo6Huka 3AT
dapmaLeBTUYHUI dapmaneBTuyHUiA 3aBog ErC, YropuwmHa (9900, m.
3asop ElIC, Kepmeng, Byn. MaTtaw kipaii, 65, YroplmHa) BeegeHHs
YropuHa 3MiH NPOTAroM 6-Tu MICALB NiCNs 3aTBEPMAKEHHS
226. | CNITOMIH® Tabnetku no 10 mr no 10 3AT YropwmHa BupobHuk YropLmHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/5603/01/02
Tabnetok y 6nictepi; no 6 | ®apmaueBTuy BiANOBigabHUIA 3a TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
6nicTepiB y KAPTOHHIi HWi1 3aBOf, NOBHUIA LMKN: Yy BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHTLCS
Kopoo6ui Erc 3AT BWMNYCKY Cepii Ta KOHTPO/IKO SIKOCTi FOTOBOrO NiKapCbKOro
dapmavleBTUYHUI 3acoby (3amiHa abo gofaBaHHA BUPOOHKKA, LLO
3aBop ErIC, BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepir) -
YropwuHa; Bkntouarum KOHTPOsb/BUNPOBYBaHHA cepil - AoAaBaHHs
Brpo6HMK BMPOGHWKA, BignoBifanbHOro 3a Bunyck cepii 3AT
BiAgnoBiganbHUii 3a dapmaueBTuyHUiA 3aBog ErIC (1165, m. Byganewr,
BWMYCK Cepil: Byn. BekeHbhengi, 118-120, YroplymHa) Ta 3a3HauyeHHs
3AT dhyHKLili paHille 3aTBepaKeHoro Brupo6Huka 3AT
dapmaLeBTUYHUI dapmaneBTuyHUA 3aBoa ErC, YropumHa (9900, m.
3asog ElIC, KepmeHg, Byn. MaTtaw kipaii, 65, YroplmHa) BeegeHHs
YropwmHa 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEePAXKEHHS
227. | CTENAPA® PO34MH ANs iH'eKuUin, 45 TOB YkpaiHa Cinar Al LLIBeliyapis BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasis: 3miHu | 3a UA/9728/01/01
mr/0,5 mn, no 0,5 mn (45 "[I>KOHCOH i TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
mr) a6o 1,0 mn (90 mr) y JxoHCOH CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
cnakoHi; no 1 do1akoHy B YkpaiHa" yMoBax 36epiraHHsi rOTOBOrO J1iKapCbKOro 3acoby

KapPTOHHII Kopoo6Llj;

(36iNbLUEHHS TepPMiHY NPUAATHOCTI TOTOBOrO
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
no 0,5 mn (45 mr) a6o 1,0 nNikapcbKoro 3acoby) - 36iNbLUEHHS TEPMiHY
M (90 mr) y nonepegHb0 npuAaaTHOCTI NiKapCbKOro 3acoby
3aMoBHEHOMY LIMPWL; 3 6i0/10r4YHOro/iIMyHO/TOFYHOTO MOXOZ)KEHHS HA OCHOBI
NPUCTPOEM AN BBEAEHHS pe3ynbTaTiB AOCNifKeHb CTabiNbHOCTI, NpoBeAeHUX
UltraSafe Passive®; no 1 BiANOBIAHO [0 3aTBEPMAXEHOr0 NPOTOKOAY - 36i/1bLUEHHS
nonepeaHL0 TepMmiHy npuaaTHocTi 13 y nonepefHbL0 3anoBHEHNX
3anoBHEHOMY LUMPULY B LUMPUMLIB 3 MPUCTPOEM NS BBeAeHH: UltraSafe
KapTOHHiiA Kopo6Li Passive® g0 3 pokis: 3aTBepaxeHo: TepmiH
NPUAATHOCTI — 2 POKKM; 3anponoHOBaHO: TepMiH
npugartHocTi: Ans dnakoHis — 2 pokn Ans nonepeHsb0
3anNOBHEHMUX LUNPULIB — 3 POKKW; 3MiHV BHECEHI B
IHCTPYKL,iIO 415 MeANYHOrO 3aCTOCYBaHHS /liKapCbKoro
3acoby y p. "TepMiH npuaaTHOCTI"; 3MiHK | TUNy - 3MiHK
Loao 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - 3MiHa YMOB 36€epiraHHs NikapcbKoro 3acoby,
[opasaHHA (opasm “"36epirati B HeAOCTYNHOMY A5
aiTeld micyi" B IHCTPYKLUit0 AN MeAMYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby
228. | TUPOrEH® 0,9 | nopoluok Ans [bxeH3aim HigepnaHnaun nepBrvHHa cuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHMx maTepianis: 3MiHu | 3a UA/9743/01/01
Mr NPUroTyBaHHA PO34NHY tOpon B.B. ynakoBka: Benvka TUny: 3MiHM 3 akocTi. A®l. KoHTponb AdL. 3miHa y peyenmom
(0,9 mr/mn) aNns iH exuiii Xocnipa IHk., CLUA BpuTaHis/ MeTodax BunpobyBaHHs A®| abo BUXigHOro
no 1,1 mr; 2 donakoHu 3 BTOPVHHA Ipnangis mMartepiany/npomiKHOro nNpoAaykKTy/peareHTy, LWo
MOPOLLKOM Y KapTOHHIl ynakoBka, [03BiN BMKOPWCTOBYETLCS Y NpoLieCi BUPo6HMLTBa AD|
Kopoo6Li Ha BUMYCK cepii: (He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
[xeHzalim BUNPOBYBaHHS) - 3MiHM Y MeToAax BUNpobyBaHHA Ad|
Nimitea, Benuka (TupoTponiH - anbga) T. AHani3 MoHocaxapigis Ans
BputaHis TMPOTPOMiHY anbga, KOPEKTYBaHHS KOHLEeHTpaL,i
BUPOGHMLITBO peareHTy TpUTOPYKCYCHOT KNCNOTW.
Hepo3cacosaHol 3MiHM | Tuny: 3MiHK 3 akocTi. A®L. KoHTponb AdI. 3miHa
NPOAYKLi: y MeTogax BunpobysaHHa A®l abo BuxigHOro
[xeHzalim mMartepiany/npomiKHOro nNpoAaykKTy/peareHTy, LWo
KopnopefiwH, BMKOPVCTOBYETLCS Y NpoOLieCi BUPO6HMLTBA ADI
CLIA (He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
BMPOOHULITBO BUNPOBYBaHHS) - 3MiHM Y MeToAax BUNpobyBaHHA Ad|
KIHL,EBOTrO (TupoTponiH - anbga) T. MenTnaHe KapTyBaHHA 415
NpoAyKTY TUPOTPONIHY - anbha, OHOBNEHHS KPUTEPITB
(fill/finish), NPUAHSATHOCTI Yacy yTPUMaHHS.
KOHTPOb Cepil,
nepBuHHa Ta
BTOPMHHA
ynakoBka, [03BiN
Ha BUMYCK cepii:
[xeH3aiim lpnang
NimiTeq, lpnaHgis
229. | TIOTAMA® pO34unH aNns iHdysiii 1,2 Bbopsar HimeuunHa Contodapm HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/1555/01/01
TYPBO % no 50 mn 'y chnakoHi; dapma M'vbX i dapmavoiiTiwe TMNYy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
no 1 a6o 10 chnakoHiB Ko.KI EpuotirHicce Mv6X thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

pasom 3 3axXucHUM(n)

y3ara/lbHeHKX JaHuxX Npo cucTeMy hapmakoHarsgy
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
4YopHUM(M) (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
naketTom(naketamu) y thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOI ocobu,
KOpOO6Lii 3 KApTOHY 3 BiANOBIAANbHOI 3a 34iliCHEHHS hapmakoHarnaay;
MapKyBaHHAM KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
YKPaiHCbKOK MOBOH 3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa BiJ YNOBHOBaXeHOI 0cO6MU, BiANOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapmakoHarnaay (BK/IUYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-ghaiina
cmcTemu chapmakoHarnsgy) - 3miHa KoHTakTHoi ocobw,
BiANOBiAANbLHOI 3a 34ilicHeHHSA thapmakoHarnagy: [ditoua
penakuis: Tapa6aHosa B./. MponoHoBaHa pepakLis:
CTpenkoBa EBreHis OnekcaHapiBHa. 3MiHa KOHTAKTHUX
[aHVX KOHTaKTHOI 0co6MU, BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsagy
230. | TIOAAPOH® Tabnetku; no 10 MAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/6326/01/01
Tabnetok y 6nictepi; no 3 "Tanuucpapm” "ranuudapm”, TMNYy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
abo no 6 6nictepiB y YkpaiHa; NAT thapmakoHarnsigy - 3MiH1 BHECEHi B TEKCT MapKyBaHHS
nauw,i "KviBmegnpenapa NepBUHHOT Ta BTOPVHHOT YNaKOBKU JlikapcbKoro 3acoby
T", YKpaiHa LLOA0 3a3HaYEHHS MiXXHAPOAHMX NO3HAYEHb OAMHULb
BVMIipIOBaHHS. BBEeAEHHSA 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepKeHHs
231. | TIONEHTAN niogpinizar gns po3unHy MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/3916/01/01
Ans iH'ekuii no 0,5 ; "Kuismegnpen "KnisMegnpenapa TMMYy - 3MiHW Woa0 6e3nekn/etekTUBHOCTI Ta peyenmom
dhnakoHu 3 niogoinisaTom apar" T hapMakoHarnagy - OHOB/IEHHS BXe 3aTBEPIKEHOro
TEKCTY MapKyBaHHA BTOPUHHOT Ta NEPBUHHOT YNaKoBKN
niKapcbKkoro 3acoby (BHECEeHHS Mo3Ha4YeHb OANHULb
BUMIPIOBAHHSA 3 BUKOPUCTaHHAM NiTep NaTUHCLKOro
angasity). BBeeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHSA
232. | TIONEHTAN niodpinizat ANns posymHy MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3916/01/02
ans iv'ekuii no 1,0 r; "Kuismegnpen "Kuismegnpenapa UMY - 3MiHW WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
chnakoHu 3 nioginizatom apart" T hapMakoHarnsay - OHOBJ/IEHHS BXXe 3aTBEPA)KEHOr0
TEKCTY MapKyBaHHA BTOPUHHOT Ta NePBUHHOT YNakoBKN
nikapcbKoro 3acoby (BHeCeHHS No3Ha4YeHb OANHULLL
BUMIPIOBaHHS 3 BUKOPUCTaHHAM NliTep NaTUHCLKOro
andgasity). BBejeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHSA
233. | TPU3NMNH® TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12303/02/01
060/10HKO0, MO 250 Mr no "Mikpoxim" "Mikpoxim" TUNYy - 3MiHa y MeTofax BUNpo6yBaHHS roTOBOrO peyenmom
40 Tabnetok y 6aHL; no 1 NikapcbKoro 3acoby (iHLWi 3MiHM Yy MeToAax
6aHLji B mauLi 3 KapToHy; BMNpOGYBaHb (BK/IHOYaK4M 3aMiHy abo AOMOBHEHHS))
no 10 TabneTtok y
6nicTepi; no 4 6nictepu B
nayui 3 KapToHy
234. | TPUHOMIA® Kancynu TeepZi no 100 Peppep IcnaHis deppep IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiH1x maTepianis: 3MiHu | 3a UA/15408/01/01
Mmr/20 mr/10 mr no 7 IHTepHauioHan IHTepHauioHab, TUMY - 3MiHW BHECEHI B IHCTPYKLi0 4151 MEANYHOro peyernmom
Kancyn y 6nictepi; no 4 b, C.A. C.A. 3aCTOCYBaHHS Nikapcbkoro 3acoby y p. "OCHOBHI

6nicTepy B KAPTOHHI

pi3nko-XiMiuHi BnactnsocTi”. MpuBeaeHHsA po3ainy
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
Kopoobui «Onuc» y MetTofax KOHTPOJIKO AKOCTI 4,0 OpUriHaNIbHUX
marepianis BUpo6HMKa. BBegeHHA 3MiH NpoTArom 6-1n
MiCALIB MiC/1A 3aTBEPA/DKEHHS
235. | TPUHOMIA® Kancynu TeepZi no 100 Peppep IcnaHis deppep IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/15409/01/01
Mr/20 mr/5 Mr no 7 kancyn | IHTepHauioHan IHTepHauioHanb, TMNY - 3MiHW B IHCTPYKLitO 4719 MEAMNYHOro 3aCTOCYBaHHS peyernmom
y 6nicTepi; no 4 6nictepu b, C.A. C.A. y p. "OCHOBHI (hi3nKo-ximiuHi BnactneocTi". MpuBeaeHHs
B KapTOHHIi KopobLyi po3ainy «Onuc» y MeToAiB KOHTPOSIKO AKOCTI A0
opuriHaslbHUX MaTepiasis BUpOOHUKa. BBeaeHs 3MiH
NPOTArOM 6-TW MIiCALIB 3aTBEPAKEHHS
236. | TPUHOMIA® Kancynu Teepgi no 100 Peppep Icnanis deppep Icnanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/15410/01/01
mr/20 mr/2,5 mr no 7 IHTepHauioHan IHTepHauioHasb, TUMY - 3MiHW B iIHCTPYKLIitO A1 MEAWNYHOrO 3aCTOCYBaHHA |  peyenmom
Kancyn y 6nictepi; no 4 b, C.A. C.A. y p. "OCHOBHI (i3vKo-XiMiuHi BnacTusocTi”. MpuBeaeHHsA
6nicTepn B KAPTOHHIA po3ainy «Onuc» y MeTofax KOHTPOSIK0 SKOCTI A0
Kopoo6ui opuriHanbHYX MaTtepianis BUPo6HMKa. BBeAeHHS 3MiH
NPOTArom 6-Tu MicsAUIB NicNsa 3aTBepA/HKEHHS
237. | TPYBAJA® TabneTku, BKPUTI lneag, CLWA Fneap CaiieHcun3 Ipnangis/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3miHu |1 3a UA/8375/01/01
NNiBKOBOK 060/TI0HKOHO, CalieHcus [HK. AlieneHg tOC, HimeyunHa TMny - 3MiHK Wop[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
no 200 mr/300 mr; no 30 IpnaHgis (Bunyck thapmakoHarnsgy. 3miHy y TepaneBTUUYHUX NoKa3aHHAX
TabneTtok y gonakoHi; no 1 cepiii, NnepBrHHA (AofaBaHHA HOBOro TepaneBTUYHOrO NOKa3aHHS abo
hNakoHy B KAPTOHHIl Ta BTOpMHHA 3MiHa y 3aTBEPAXEHOMY MOKa3aHHI) - 3MiHM BHECEHO 40
Kopoo6Li ynakoBka, IHCTPYKLT AN MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
KOHTPO/Ib AIKOCTI); 3aco6y A0 posdiny "MokasaHHa", K HacnifoK
Takega M'm6X, [LOMOBHEHO iHChopMaL,ito B po3ginax iHCTPYKuii gss
HimeyunHa MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby y gitei
(BUPOGHULTBO, "®apmakonoriyHi BnactnsocTi”, "MpoTunokasaHHsA",
nepBuHHA Ta "B3aemMogisi 3 iHWMMM NiKapCbKUMK 3acob6amm Ta iHLWi
BTOPUHHA BMAW B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHS",
ynakoBKa, "Cnoci6 3acTocyBaHHA Ta go3un", "Aitn", "MobiyHi
KOHTPO/Ib SIKOCTI); peakuii” (BBeAeHHs 3MiH MPOTAroM 6-Tu MicsALIB nicns
KataneHt 3aTBEPMKEHHS); 3MiHM |l TUny - 3MiHKW Woa0
[xepmai 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. 3miHu y
LWopHaopd MvbX, KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TeKCTI
HimeuyunHa MapKyBaHHSA Ta IHCTPYKLii 4518 MeANYHOro
(nepBuHHa Ta 3aCTOCYBaHHA y 3B’A3KY i3 HOBYMM AaHUMW 3 SKOCTI,
BTOPVHHA OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHUMK 3
ynakoBkay); hapMakoHarnsagy - 3MiH/ BHECEeHO [0 iHCTPYKUIT ANns
MinmayHT MeZMYHOro 3aCTOCyBaHHA NikapcbKoro 3acoby Ao
Xenckea Jita,., po3giny "OcobamnBOCTi 3aCTOCYyBaHHA" LLOA0
Ipnangis MUTOXOHApPIaNbHOT TOKCUYHOCTI y AiTeli Ha OCHOBI
(BTOPUHHA MITOC pocnigxeHb (BBeAeHHSA 3MiH NPOTArom 6-Tu
ynakoBKa) MiCSILiB MiCNsi 3aTBEPAKEHHS)
238. | YNIbKABIC® TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOGHULITBO «in CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/16078/01/01
NAIBKOBOK 060JI0HKOMO, Hoso mecTo bulk», nepBuHHe My - AQMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro peyenma

no 120 mr no 14 TabneTok
y 6nicTepi; no 2 abo 6,
abo 8 6nicTepiB y

Ta BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta

3acoby.
3ATBEPDKEHO: Ynbkasic. Ulcavis®
3AMNPOMNOHOBAHO: ¥YnbkaBic® Ulcavis®. BBeaeHHs
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
KapTOHHIA Kopoo6Li BMNycK cepil 3MiH NPOTAroM 6-TW MiCALB NicNA 3aTBepAKEHHS. 3MiHN
KPKA, a.4., Hoso | Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
mecTo, CroBeHis; hapmakoHarnsgy (iHwi 3MiHn). 3MiHN BHECEHI Yy TeKCT
KOHTpONb cepil MapKyBaHHS JikapCbKoro 3acoby oo Aito4ol
KPKA, a.4., Hoso peyoBuHW. BBEAEHHA 3MiH MPOTAroM 6-TW MicsLiB nicns
MecTo, CroBeHis 3aTBepKEHHs. 3MiHu | Trny - 3MiHKU 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (36i/bLeHHs TepMiHY NpUAATHOCTI
roToBOro nikapcbkoro 3acoby) - 11s TOproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy) -
36inbLUEHHS TepMiHy npugatHocTi [13 3 2-x pokiB o 3-
X POKiB. 3MiHN BHECEHI B IHCTPYKLiO AN MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby y p. "TepmiH
npugaTHocTi". BBeAeHHs 3MiH NPOTAroM 6-Tu MicsuiB
nicnsa 3aTBepKEHHS.
239. | DAIMKNH® TabneTkv BKpUTI NMPANIEP CLWA dapeBa Ambyas ®paHuisa BHECEHHS 3MiH [0 peecTpaviinHux maTepiasis: 3miHu I 3a UA/11077/01/01
NMiBKOBOK 060/I0HKOIO NO IHK. TUNY - 3MiHU [0 ICTPYKLIT 415 MeANYHOro 3aCTOCyBaHHS peyenmom
500 mr, no 4 TabneTkn y nikapcbKkoro 3acoby Ao posainy "MobiuHi peakwii”, a
6nicTepi; no 1 6nictepy B TaKOX pefakuiliHi yTOYHEHHs 40 po3gainis "Cnocio
KapTOHHI KopooLi 3acTocyBaHHs Ta fo3n", "YMoBu 36epiraHHs". BBeaeHHS
3MiH NpoTAroM 3-x MicsiLiB NicNsi 3aTBepKEHHS
240. | PAMOTUANH- | TabneTkn, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/8956/01/01
AAPHULUA 060/10HKOI0, MO 20 Mr; Mo "®apmaueBTn "@apmavueBTnyHa TUMy - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOro peyernmom
10 TabNeToK y KOHTYpHiIlA YHa thipma ipma "OapHuus" nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax
YapyHKOBIli ynakoBLij; no "fapHuus” BMNpoGyBaHb (BK/OYaoUM 3amMiHy abo AONOBHEHHS));
2 KOHTYpPHI YapyHKOBI 3MiHM | TUny - 3MiHa napameTpiB cneuudikayin Ta/abo
ynakoBKM y nayui [0NyCTUMUX MEX rOTOBOrO /iKapCbKoro 3acoby (iHwi
3MiHW); CynyTHs 3MiHa - 3MiHa Yy MeTofax
BMNPOGYBaHHSA roTOBOrO MiKkapcbKoro 3acoby (iHLi 3miHu
y MeTogax BunpobyBaHb (BKIOYatouy 3amiHy abo
[OMOBHEHHS))
241. | ®NY3AME/L Kancynu teepai no 150 mr yopPna Mpy3is K.O. "Pomchapm PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHa Ne 1 — 6e3 UA/13778/01/01
no 1 kancyniy 6nictepi; MEAVLUNH KomnaHi C.P.J1." 3asBHMKa (BNacHMKa peecTpauiiHoro nocBiaYeHHs) peyenma;
no 1 a6o no 2 6nictepn B nTa (3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460). 3miHu | Neo 2 — 3a
KapTOHHIA KopooLi TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom

chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BiANOBIAA/IbHOT 3a 34iICHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 hapMakoHarsay 3asiBHvKa ons
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHa Bi, yNOBHOBaXEHOI 0CO6M, BifgnoBigabHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (BKI4akum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-chaiina
cucTemn chapMakoHarnsgy) Aioua pegakuis:
YnoBHOBaXeHa ocoba 3asaBHMKa B YKpaiHi,
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n/n

JliKapcbKO20
3acoby

Popma sUMYCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

242,

®YPOCEMIA

Tabnetkn no 40 wmr; no 10

MAT

BiAnoBigasibHa 3a hapmakoHarnsg — Pemizos Ceprili

AHaToniioBny. MNponoHoBaHa peAakLis: YNoBHOBaXxeHa

ocoba 3asBHUKa, BiANOBiAa/IbHA 3a hapMakoHara —
PycynaH Ecakist /Rusudan Esakia. KoHTakTHa ocoba
3a8BHMKa, BiAnoBifganbHa 3a hapmakoHarnsag - Pemizos
Cepriii AHaTonioBuY. 3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXXeHOT 0cobu, BigNoBifabHOI 3a
hapmakoHarnsag. 3mMiHa KOHTaKTHUX SaHWUX KOHTaKTHOI
ocobu, BiAnoBigasbHOI 3a dhapmakoHarniag. 3MiHa Micus
3[4iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarnisay.
3MiHa MicLe3HaxomKeHHa MacTep-thaiina. 3miHun | Tuny
- 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) 3amiHa rpadpiyHoro
0thopMNEHHA NEPBUHHOI Ta BTOPMHHOI YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BiNOBIgHUMYN 3MiHAMK
0o posginis MKA N13 (po3ain «IpacivyHe opopmneHHs
YMakoBKW» 3aMiHEHO PO3AinoM «MapKyBaHH:»).

243.

XTOPTrEKCHUA

Tabnetok y 6nictepi; no 5
6nicTepis y nauui

PO34MH A1 30BHILLIHLOTO

"Tanuucpapm”

YkpaiHa

MAT

"Kuismegnpenapa

T

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMY - OHOBJIEHHA BXE 3aTBEPAXKEHOI0 TEKCTY
MapKyBaHHS BTOPVHHOI Ta NEPBUHHOI YNaKOBK/
NikapcbKoro 3acoby (BHECEHHS No3HayYeHb OANHULL
BUMIpIOBaHHS, 3 BUKOPUCTAHHSM NiTep NaTUHCbKOro
andasiTy). BBeAEHHS 3MiH NpOTAroM 6-Tu micsAUiB nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/0187/01/01

NH

3actocyBaHHs 0,05% no
50 mn, 100 mn, 200 mn y
dhnakoHax

TOB "Cnasis
2000"

YkpaiHa

TOB "Cnasisa
2000"

YKpaiHa

ynakoBKU y cneuudikauii Ta Mmetogax KOHTPO/IH0 AKOCTI;

LOiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco0by, BK/IYaUmM 4inbHULL BUNYCKY cepii abo micue

cepiii) - 3MiHa agpecy BUpo6HUKka TOB «Cnasisi», 6e3

nocBigyeHHs) - 3MiHa agpecy 3asBHVKa; 3MiHN | Tuny -

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapCbkunii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby (3miHa
Macu/06'eMy BMICTY KOHTeliHepa 6aratogo30Boro
NikapcbKoro 3acoby N5 HenapeHTepaibHOro
3acTocyBaHHsA (ab0 04HO030BOr0, HaCTKOBOrO
BVKOPUCTaHHS)) - BBEEHHS [04AaTKOBUX YNakoBOK
06’emom no 50 mn Ta 200 Mn y priakoHax , 6e3 3MiHN
NepBUHHOTO NakyBaslbHOro0 Matepiany 3 BigMnoBiAHNMU
3MiHamK y po3gini «Ynakoeka» Ta n. O6’em BMIiCTY

3MiHW | TUNY - AQMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS

NpPOBeAEeHHSI KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAae BUPOGHMK/IMNOpTEp, BKIOUAKUN BUMYCK

3MiHW MicL BUPOGHMLTBA; 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asBHMKa (BNnacHWka peecTpaviiiHoro

3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta

6e3
peyenma

UA/13263/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
hapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHSA TEKCTY
MapKyBaHHS1 yNakoBOK
244, | XNOPO®PININT | ekcTpakT ryctuii MAT YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/9744/01/01
Y EKCTPAKT (cybeTaHuin); y 604kax "Tanuucpapm” UMYy - 3MiHW 3 KOCTi. A®l. BUpOo6HULTBO. 3MiHU B
rycTtum nonimepHux ans npoueci BupobHuutea APl (HezHauHa 3MiHa y npoLeci
BMPOGHULITBA BMPO6HMLTBa ADI) - BHECEHHS 3MiH 0 po3giny 3.2.S.2.
HecTepuIbHNX NiKapCbKux Mpouec B1pobHuLTBa A®I, 30KpEMa: BUKNAAEHHS
dopm TEKCTY KOPOTKOr0 Onmncy TEXHOMONYHOro npouecy Ta
TEXHOJOriYHOI cxemMu BUpobHuLTBa APl B HOBIl
pepakuii. TexHonoriyHuiA npouec, cTagii Ta onepadii
BMPOBHULITBA 3aMLLINANCH HE3MIHHUMMU.
245. | UEPEBPYM PO34UH A1 iH'EKLA, NO Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7791/01/01
KOMMO3UTYM | 2,2 mn B amnyni; no 5 XalinbMmitrens Xainbmitrens TMNy - 3MiHa NapameTpiB crneumdikauiii Ta/abo peyenmom
H amnys y KOHTYpPHIi Xeenb M'm6X Xeenb M'm6X [OMyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby -
YapyHKOBIli ynakoBLj; Mo [OMOBHEHHSA cneumadikauii 4na TepMiHy npuaaTHOCTI
1 KOHTYpHIiA YapyHKOBIli NoKa3HNKOM «bakTepiasibHi eHA0TOKCUHU» Ta
ynakoBLi B Kopobu,i 3 YTOUYHEHHS NoKa3HuKa «bakTepiasibHi EHAOTOKCUHW» B
KapToHy; No 2,2 M/ B cneumdikauii npy BUMycky. PefakuiiiHi 3miHM Ta npaBku
amnyni; no 5 amnyn y B creuudikaLii npu Bunycky Ta ANns TepMiHy
KOHTYPHIli YapyHKOBIl NpUAATHOCTI B MeToZax KOHTPOSIO SIKOCTi /TiKapCbKOro
ynakoBLi; M0 2 KOHTYPHUX 3aco6y; 3MiHW | TUMy - 3MiHKW, NOB'A3aHi 3 HEOOXiAHICTIO
YapyHKOBMX YNaKoBOK Y npuBeAEeHHs y BiANOBIAHICTb A0 MoHorpadii 4dPY abo
Kopo6Lii 3 KapToHy; Mo 2,2 €Bponelicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
M/ B amnyni; no 5 amnyn thapmakonei gepxasu EC - 3miHa y cneumndikadii gns
Y KOHTYpHIlA YapyHKOBIli Aitounx pevosuH Anamirta cocculus, Kalium
ynakoBLi; no 20 bichromicum Ta Magnesium phosphoricum, Strychnos
KOHTYPHUX YapyHKOBUX ignatii Ta Sulfur, Selenium Ta Selenium trituration D1, a
yNakoBOK y KOpo6L;i 3 came 3aMiHa MoHorpadii 3 HAB Ha €Bponelicbky
KapTOHY Papmakoneto
246. | ULE®@OTAKCUM | nopoLLoK 415 pO34UHY MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/14375/01/01
Ans i'ekuivi no 1,0 r; 10 "Kuismegnpen "Kuismegnpenapa UMY - 3MiHW WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
h/1aKoHIB 3 MOPOLLKOM Y apar” ™ chapmakoHarnsgy - OHOB/IEHHS BXE 3aTBEPAKEHOro
KOHTYPHIi YapyHKOBIlA TEKCTY MapKyBaHHSi BTOPUHHOI Ta NePBMHHOI YNaKkoBKu
ynakoBLii; N0 1 KOHTYPHIi NikapcbKoro 3acoby (BHECEHHS NO3HaYeHb OAUHULb
YapyHKOBIli ynakoBLji y BMMIPIOBaHHS, 3 BUKOPUCTAHHSIM J1iTep NaTUHCLKOTO
nauui angasiTy Ta 3a3Ha4YeHHs1 iHpopmaLii CTOCOBHO
noroTuny). BBeAeHHSA 3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPAKEHHS
247. | UNNOCTA30/M | Ta6netku no 100 mr no 14 CTALA HimeuuunHa nab'sHiuke Monbwa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu I 3a UA/16267/01/01
CTALA® TabneTok y 6nicTtepi, no 4 | ApuHaiimiTten 3aknaau HimeuunHa TUMYy - 3MiHa BUPOOHWMKa BUXigHOro/MPOMiXHOro peyenmom
6nicTepun y KapTOHHIl b Al dapmaueBTUUHe npoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
Kopoobui Mondpa C.A., BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHUKaA
MonbLua (BkNtovaroun, ge HeobxigHO, MicLie NPoBeAEHHS
(BMPOGHMLTBO KOHTpO/0 sikocTi) ADI - BBEAEHHS [0AAaTKOBOrO
Hepo3ghacoBaHOro BMpo6HMKa A®I Linnoctason Teva Pharmaceutical
NPOAYKTY, Industries Ltd., Israel 3 HagaHHsIM MaiicTep-haiina Ha

nepBnHHE Ta
BTOpPWHHE

Ad|
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
nakyBaHHs,
KOHTpONb cepiid);
CTAOA
ApuHalimiTTens
Al', HimeyumHa
(Bunyck cepiii)
248. | UMHAKANIbBUE | Tabnetku, BKpUTI Mictpan AHrnia Dxm | Bonrapisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a UA/16373/01/01
T-BICTA NAiBKOBOK 060/I0HKOO MO Kenitan dapmac'ioTikanc Icnanis/ BMNPAaB/IEHHSI TEXHIYHMX NOMWJ/IOK, a came: y peyernmom
30 mr, no 14 TabneTok y MeHepKMeHT Ntp., Bonrapis Yini/ Cneuudpikauii npm Bunycky MKSA B po3gini
6nicTepi; no 2 6nictepn y Nimitepn (nepBuHHe Ta Yecbka «Mikpob6ionoriyHa ymctota» Ta Cneyudikauii npoTarom
KapTOHHIM nayui BTOPVHHE Pecny6ika TepMminy npugatHocTi MKA y posgini «OaHOpigHICTb
nakyBaHHs); [030BaHVX OAVHULb>»
CiHTOH XicnaHis,
C.N1., IcnaHis
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS1, BUMYCK
cepii); CiHTOH Yini
ntp, dini
(BPOGHMLTBO);
CiHTOH, C.p.o.,
Yecbka
Pecny6nika
(BUNYyCK cepii)
249. | UMHAKANIBUE | Tabnetku, BKpUTI Mictpan AHrnin Dxm | Bonrapisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a UA/16373/01/02
T-BICTA NNiBKOBOK 060/TI0HKOIO, Kenitan dapmac'ioTikanc Icnanis/ BMMNPAaB/IEHHSI TEXHIYHMX NOMW/IOK, a came: y peyernmom
no 60 wmr, no 14 Tabnetok MeHeKMeHT Nta., Bonrapia Yini/ Cneuudpikauii npu sunycky MK B po3gini
y 6nicTepi; no 2 6nictepu Nimiteq (nepBuHHe Ta Yecbka «Mikpob6ionoriyHa ynctota» Ta Cneyudikauii npoTarom
Y KapTOHHI nayui BTOPVHHE Pecny6ika TepMminy npugatHocTi MKA y po3gini «OaHOpigHICTb
nakyBaHHs); [,030BaHNX OAUHULE», y Cnevuundikauil npoTarom
CiHTOH XicnaHis, TepMiHy NpuaaTHocTi y po3aini «KifibkicHe BU3HaUYeHHs
C.N., IcnaHis (UunHakanbueT)» 6ynun gonyLieHi NOMUku
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii); CiHTOH Yini
Ntp, Yini
(BpPOGHMLTBO);
CiHTOH, c.p.0.,
Yecbka
Pecny6nika
(BMnyckK cepii)
250. | UWHAKANBLIE | Tabnetku, BKpUTI MicTtpan AHrnis xn | Bonrapis/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a UA/16373/01/03
T-BICTA NNIBKOBOK 060/TI0HKOHO, Kenitan dapmac'toTikanc Icnanis/ BUMNPAaB/IEHHSI TEXHIYHMX NOMW/IOK, a came: y peyenmom
no 90 wmr, no 14 Tabnetok MeHeKMeHT Nta., Bonrapis Yini/ Cneuundpikauii npu sunycky MKA B po3gini
y 6nicTepi; no 2 6nictepu Nimiten (nepBuHHe Ta Yecbka «Mikpob6ionoriyHa ynctota» Ta Cneyudikauii npoTarom
Y KapTOHHI nauyuiyu,i BTOPVIHHE Pecnyb6ika TepmiHy npugartHocTi MKA y po3gini «OgHopigHICTb
nakyBaHHs); [030BaHVX OAMHULb»
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs1
CiHTOH XicnaHis,
C.N., IcnaHis
(nepBuHHE Ta
BTOPWHHE

nakyBaHHS, BUMYCK
cepii); CiHToH Yini
Ntp, dini
(BPOGHMLTBO);
CiHTOH, C.p.0.,
Yecbka
Pecny6nika
(BUNYycCK cepii)

HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
BIANbHOCTI lenapTamMeHTy BNnpoBag)XeHHA pedhopm T.M. JIACKOBCbKUM




MEPENIK

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEPXXABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 1O PEECTPALIVNHUX MATEPIANIB

TA OEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Aopartok 4

A0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

28.05.2019 Ne 1186

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3assHuUK

KpaiHa

Bupo6Huk

Kpaina

riocmasa

lpoyedypa

BOTPIEHT™

TabneTku, BKpUTI
NNiBKOBOKO
060s10HKOI0, Mo 200
mr, no 400 wr, no 30
TabneTokK y d1akoHi,
no 1 conakoHy B
KapTOHHI KOpoo6Li

HoBaprTic
dapma Al

LLiBefiuapis

nakco Bennkom C.A.,

IcnaHis (BUpO6HUK aNns

nakyBaHHs! Ta BUMYyCKy

cepii); Mnakco
OnepeiwHc KOK
Niviten, Benuka
BpuTtaHis (BUpo6HUK
Hepo3dgracoBaHo!
NpoAyKLii)

IcnaHisi/ Benuka
BputaHis

3acigaHHa HTP Ne 16
Bif 18.04.2019

BigmoBUTY y 3aTBEpPKEHHI - 3MiHM | TUNY - BBEAEHHA abo
3MiHA [0 y3araJlbHEHUX  Aa@HuWX  Mpo  cucTemy
thapmakoHarnsgy (BBeAEeHHS y3araslbHEHUX [aHux npo
cuctemy (hbapmakoHarnsgy, 3miHa YNOBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOI 32 34iCHEHHSA hapmakoHarnsay; KOHTakTHOT
ocobu 3 papmakoHarnagy 3asiBHUKA AN 3LiACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWO BOHa BiAMIHHA Bif
YNOBHOBaXXEHOI 0CO6MW, BIANOBIAANLHOI 3a  3AiACHEHHS
hapmakoHarnagy (BkoUaun KOHTaKTHI faHi) Ta/abo 3MiHn
y PpO3MillleHHi MacTep-thaiina cuctemu chapmakoHarnsgy)
(B.1.8. (a) IAHM) 3MiHa YyNnoBHOB&aXXeHOI 0CcObM BifNOBIAaIbHOT
3a dhapmakoHarnsg, -
[Oitoua pepakuis: Philippe Close, M.D. - [lponoHoBaHa
pepakuisi: Gabriele Hecker-Barth, M.D., Ph.D. 3miHa
KOHTaKTHOI 0CO6W BIAMNOBIAa/IbLHOT 3a apmakoHarnsg -
[Oitova pepakuis: Cepepa HOnia - NMponoHoBaHa pejakuis:
Opnos B’ayecnas.

3MiHa  KOHTaKTHMX  [JaHWX  YNOBHOB&XEHOI  ocobwu,
BignoBiAaibHOT 3a apmakoHarnsag. 3MiHa KOHTaKTHUX
OaHnx KOHTaKTHOI ocobn, BiANoBiAa/IbHOT 3a
hapmakoHarnsag. 3MiHa MicuA  3AICHEHHS  OCHOBHOI
AiSnbHOCTI 3 hbapmakoHarnsgy. 3MiHa MicLe3Haxo[KeHHs
macTep-goalina, OCKifibkv 3asB/eHi 3MiHW He BiAMoBI4alTb
aKTyaUTbHIli iHhopMauii Wwoao cuctemy hapmakoHarnsgy,
3a3HayeHili 3a8BHUKOM B A00MNpaLboBaHNX Matepianax

PEBONAL™

TabneTkun BKPUTI
NAiBKOBOO
060/10HKO0 M0 25
MF; N0 7 TabneTok y
6nictepi; no 4
6nictepu B
KapTOHHiii Kopobuj;

HosaprTic
dapma Al

LLiBeiuapis

nakco Bennkom C.A.,
Icnanis (gopartkoBwii
BMPOGHWK ANA
NepBUHHOTO Ta
BTOPVHHOTO MakKyBaHHS
Ta Bunycky cepii);
nakco OnepeiiwHe KOK

Icnanis/ Benvka
BputaHis

3acigaHHa HTP Ne 16
Big 18.04.2019

BigmoBuTK y 3aTBEpKEHHI - 3MiHU | TUNY - BBEAEHHS abo
3MIHW [0 y3aralbHeHUX  JaHWx  Npo  cuctemy
thapmakoHarnsgy (BBEAEHHS y3ara/lbHEHUX [aHuX Mpo
cuctemy hapmakoHarnsgy, 3miHa YNOBHOBaXeHOi ocobwu,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
ocobn 3 dhapMakoHarnagy 3asiBHUKA ANA  34JNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWO BOHa BiAMiHHA Bif
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TabneTkn BKPUTI
NNiBKOBOKO
060/10HKO0 No 50
Mr; N0 7 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHiiA KOpo6Ll

NimiTen, Benvka
BpuTtaHis (BMpo6HMLTBO
3a NOBHUM LMK/IOM)

YNOBHOBaXXEHOI 0Cc06M, BIAMOBIAA/IbHOI 3a  3A4iACHEHHS
hapmakoHarnagy (BkoUaun KOHTaKTHI faHi) Ta/abo 3MiHn
y PO3MileHHi MacTep-haiina cuctemu apMakoHarnsgy)
(B..8. (a) IAHN) - 3miHa YNOBHOBaXeHOi 0ocobu
BiAnNoBiAanibHOI 3a hapmakoHarnag - [itoya pepakuis:
Philippe Close, M.D. - lponoHoBaHa pepjakuisn: Gabriele
Hecker-Barth, M.D., Ph.D. 3MiHa KOHTaKTHOi 0cobwu
BignoBiAanbHOI 3a hapmakoHarnag - [Mirova pepakuis:
Cepepa tOnis - MNponoHosaHa pepakuis: Opnos B’sauecnas.
3MiHa  KOHTaKTHUX  [aHuxX  YNOBHOBaXeHOi  ocobu,
BiANOBiAabHOT 3a hapmakoHarnsag. 3MiHa KOHTaKTHUX
LaHnx KOHTaKTHOT ocobw, BiANoBiAa/IbHOT 3a
hapmakoHarnsag. 3MiHa  MicuA  3AIICHEHHS  OCHOBHOI
OifNbHOCTI 3 hapMakoHarnsgy. 3MiHa MicLe3HaxooKeHHs
macTep-gaiina,

OCKi/IbKM  3asiBMIeHi 3MiHW He BIiANOBIAATb  akTyasbHil
iHchopmaLii Wwoao cuctemy hapmakoHarnsgy, 3asHaueii
3a8BHUKOM B [JOONpPaLbOBaHNX MaTepianax

CUrHIPOP AP

MOPOLLIOK A/15
cycneHnsii ans

iH ekuii no 20 mr; no
40 wmr; no 60 mr; 1
dhnakoH
(mapkyBaHHs
YKpaiHCbKOK MOBOIO)
3 MOPOLLKOM Y
KOMMIEKTi 3
PO3YMHHUKOM MO 2
My nonepesHbLo
3anoBHEHOMY
wnpuui (kapmenosa
HaTpito, maHiT (E
421), nonokcamep
188, Boga ans
iH'ekyji), 1 ronkoto
Ta 1 agantepom B
KapTOHHI KOpooLi

Hosapric
dapma Al

LLiBefuapis

A660TT Bionomxnkanc
B.B., Hiagepnangn
(BpOGHMLTBO,
KOHTPO/Ib SIKOCTI,
nepBUHHE NakKyBaHHS
PO3YMHHKKA Ta
BTOPVHHE NaKyBaHHSA
roTOBOro NPOAYKTY));
BC/1 Biocepsic
CaiiHTudbik
NabopaTtopic TM6X,
HimeyunHa (KOHTpOsib
AKOCTI 38 NOKa3HUKOM
"BakTepianbHi
€H0TOKCUHN");
Hosaprtic ®apma Al’,
LLIBeiiuapis
(BMPOGHMLITBO NOPOLLIKY
in bulk gns cycneHsii
ONs iH'ekuiid); HoBapTic
dapwma LUTeliH Al ,
LLIBefiuapis (BTOpUHHE
nakyBaHHs1, BUMYyCK
cepii); CaHgos M'mbX,
ABCTpIst (KOHTPO/Ib
AKOCTI 3a BCIMa
napameTpamu 3a

Higepnanawn/
Himeuunna/
LLiBenuapis/

AscTpis

3acigaHHa HTP Ne 16
Big 18.04.2019

BigmoBUTY y 3aTBEpPKEHHI - 3MiHU | TUNY - BBEAEHHA abo
3MIHW [0 y3aralbHeHUX  JaHux  Npo  cuctemy
chapmakoHarnsgy (BBeAEeHHS y3araslbHEHUX [aHux npo
cuctemy chapmakoHarisgy, 3miHa YNOBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapMakoHarnsaay; KOHTakTHOT
ocobn 3 dhapMakoHarnagy 3asiBHUKA AN0A  34JNCHEHHS
hapMakoHarnsagy B YKpaiHi, SKWO BOHa BigMiHHA Big,
YNOBHOBaXXEHOI 0CO6MW, BIANOBIAANLHOI 3a  3AiACHEHHS
hapmakoHarnagy (BkoUalum KOHTaKTHI faHi) Ta/abo 3MiHn
y PO3MillleHHi MacTep-chaiina cuctemu dhapmakoHarnsgy)
(B..8. (a) IAHm)  -3MiHa  ymoBHOBaXeHOi  0cobu
BignoBiAanbHOI 3a hapmakoHarnag - [Mitova pepakuis:
Philippe Close, M.D. - lponoHoBaHa pepakuis: Gabriele
Hecker-Barth, M.D., Ph.D. 3MiHa KOHTaKTHOi ocobwu
BignosiganbHOI 3a hapmakoHarnag - [itoya pepakuis:
Cepega HOnisa - MNMponoHoBaHa pepakuis: Opnos B’svyecnas.
3MiHa  KOHTaKTHUX  [aHuX  YNOBHOBAXEHOI  ocobu,
BigNoBiAa/ibHOT 3a apmakoHarnsag. 3MiHa KOHTaKTHUX
AaHunx KOHTaKTHOI ocobn, BignoBigabHOT 3a
hapmakoHarnsag. 3MiHa  MicuA  3A4ICHEHHS  OCHOBHOI
OifNbHOCTI 3 papMakoHarnsgy. 3MiHa MicLe3HaxooKeHHs
macTep-gaiina,

OCKiIbKM 3asiBNeHi 3MiHW He BIiANOBIAATb akTyasbHil
iHchopmauii Wwoao cuctemy dhapmakoHarnsgy, 3asHaueHin
3a8BHUKOM B [JOOMNpPaLbOBaHNX MaTepianax
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BUK/IOYEHHAM
MOJIEKYNAPHOT Macu
nosimepy Ta Tecty
"BakTepiasibHi
eHpoTokeuHn"); CaHgos
'M6X, ABCTpis
(KOHTpO/Ib AKOCTI 3a
BCiMa NnapameTpamu 3a
BUK/TIOYEHHAM TECTY
"BakTepianbHi
€HA,0TOKCUHK",
nepBUHHE NakKyBaHHS
nopotuky); CiHepaxu
Xenc [eHikeH Al,
LLiBeiiuapis
(TepmiHanbHa
cTepuisauis oNakoHiB)

TADIHNAP®

Karncysnm Teepai no
50 mr abo no 75 mr
no 120 kancyny
dhnakoHax

HoBapTic
Papma Al

LLIBeliyapis

nakco Bennkom C.A.,

IcnaHis (BUpO6HUK ANns

nakyBaHHS Ta BUMYyCKy

cepii); Fnakco
OnepeiwHc KOK
NimiTen, Benvka
BpuTtaHis (BUpO6HUK
Hepo3dg)acoBaHoi
NPOAYKLT)

IcnaHis/ Benuka
BputaHis

3acigaHHa HTP Ne 16
Big 18.04.2019

BigMoBUTY y 3aTBepA)KeHHI - 3MiHU | TUMy - BBEAEHHSI 260
3MIHW [0 y3aralbHeHUX  AaHux  Npo  cuctemy
thapmakoHarnsgy (BBeAEHHS y3ara/lbHEHUX [aHuX Mpo
cuctemy hapmakoHarnisgy, 3miHa YNOBHOBaXeHOi ocobwu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
ocobn 3 chapMakoHariagy 3asiBHUKA A0S 34JNCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWO BOHa BiAMIHHA Bif
yMOBHOBaXeHO! 0cobu, BiANOBIAAIbHOI 3a  34iiCHEHHSA
hapmakoHarnagy (BKoUaun KOHTaKTHI faHi) Ta/abo 3MiHn
Yy PO3MilieHHi MacTep-haiina cuctemu apMakoHarnsgy)
(B.1.8. (a) IAHM) - 3miHa YMNOBHOBaXeHOi 0co6u
BiANOBIAA/IbHOI 3a hapmakoHarnag, -
[Oitova pepakuis: Philippe Close, M.D. - TlNponoHoBaHa
pepakuis: Gabriele Hecker-Barth, M.D., Ph.D. 3miHa
KOHTaKTHOI 0CcOo6M BignNoBifanbHOI 3a chapmakoHarnag -
[Oitova pepakuis: Cepepa HOnis - MponoHoBaHa peakuis:
OpnoB B'ayecnas. 3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOT
ocobu, BignosiganoHoOi  3a  (papmakoHarnsg.  3MiHa
KOHTaKTHUX [aHMX KOHTaKTHOI 0cobu, BignoBigasibHOI 3a
hapmakoHarnsag. 3MiHa MicuA  3AICHEHHS  OCHOBHOI
AiSnbHOCTI 3 hbapmakoHarnsgy. 3MiHa MicLe3Haxo[KeHHs
macTep-gaiina,

OCKi/IbKM  3asiB/IeHi 3MiHW He BIiANOBIAATb  akTyasbHIl
iHchopmauii Wwoao cuctemy dhapmakoHarnsgy, 3asHaueiin
3a8BHUKOM B [JOONpPaLbOBaHNX MaTepianax




137

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
[isnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm T.M. NIAcKOBCbKUIA
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