MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
01.10.2018 Ne 1770
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

3actynHuk MiHicTpa I1. KoBTOHIOK



Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

01.10.2018 Ne 1770

NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHNX IMYHOBIO/TOINYHUX NMPEMNAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

Ne Hassa nikapcbko20o dopma sunycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayjiliHo2
ynakosKa) 0 NOCBIOYEHHSs
1. ALETUIUNCTEIH Tabnetku no 200 mr ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsieae UA/16936/01/01
Ne20 (10x2) y 3 06MeXeHo MepioAnYHICTb NOAAHHS PErysipHO peyenma
6nictepax y kopobui | obmexeHoto BignoBiAa/bHI OHOB/IKOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
3 KapToHYy Bignosiganb CTIo Mopsaky 34iiCHEHHS hapMakoHarnaay,
HICTIO «PapmaueBTn 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
«PapmateB yHa hipma OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
TUYHa «BepTtekc» 2006 poky Ne 898, 3apeecTpoBaHuii B
dipma (BMpPOGHMLTBO MinicTepcTBi tocTuLii Ykpainn 19 rpyaHs 2016
«Beprekc» 3 NpoayKuii in poky 3a Ne 1649/29779 (y pefakuii Hakasy
bulk MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big,
BMPOGHMKA 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
TosapucTsa 3 3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
06MeXeHo nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
BiANOBIAA/bHI 6esneku.
CTHO
"®apmaueBTun
YyHa KoMMNaHis
"3p0pos'a”,
YKpaiHa)
2. ALETUILUNCTEIH TabneTkn no 600 mr ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsicae UA/16936/01/02
Ne 10 (10x1) y 3 0bMexeHo MepioAnYHICTb NOAAHHSA PErynsapHO peyenma
6nictepax y Kopobui | obmexeHot BiANoBiAa/bHI OHOB/IOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
3 KapToHY Bignosiganb CTIo Mopsaky 34iicHeHHs dhapMakoHarnagy,
HiCcTIO «bapmaLesTn 3aTBepKeHoro Hakasom MiHicTepcTea
«PapmaueB yHa chipma OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
TUYHA «BepTekc» 2006 poky Ne 898, 3apeecTpoBaHuii B
hipma (BUpPOGHMLTBO MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHa 2016
«BepTeke» 3 NpoAyKLUii in poky 3a Ne 1649/29779 (y pefakuji Hakasy
bulk MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big,
BMPOGHUKa 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
TosapucTsa 3 3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
06MexeHo nepiogMyYHOCTI NoAaHHSA perynspHuX 3BiTiB 3
BignosiganbHi 6esneku.
CTHO
"®GapmauesTu
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2
ynakoska) 0 NoCBIOYEHHs
YHa KoMMaHis
"3popos'a",
YkpaiHa)
3. FEMNAPUH HATPIKO | nopouiok MpAT «lMo YkpaiHa EKCTPACYN Bpasunis peecTpauisi Ha 5 pokis - He UA/16937/01/01
(cybeTaHuin) y BMPOGHULTB EKCTPATOC nionsieae
nonieTnIeHoBmxX y iHCYniHIB AHIMAIC |
naketax ans "IHgap" BETETAIC
hapmaLeBTUYHOIO NTAA
3aCTOCYBaHHS
4. FNHOKO3AMIHY NOPOLLOK BIOIBEPIKA IcnaHis BIOIBEPIKA IcnaHis peecTpauist Ha 5 pokis - He UA/16938/01/01
CYNb®AT HATPIKO | (cy6ecTaHuis) y C.AY. C.AY. nionseae
xnoeunpg MiLLKax
nonieTNeHoBUxX
noagiliHnx ans
hapmaLeBTUYHOro
3aCTOCyBaHHA
5. OOLETAKCEN KpUcTanivyHmi TOB KaHaga TOB "®ITOH KaHapa peecTpauist Ha 5 pokis - He UA/16939/01/01
NMOPOLLOK "®ITOH BIOTEX" nionsieae
(cybcTaHuis) B BIOTEX"
nonieTNeHoBUx
naketax, BKNageHux
B a/IlOMIHIEBI NakeTn
i3 cyLumbHUMHA
naketamun gns
chapmaLeBTUYHOro
3aCTOCYBaHHs
6. MAIrHEMAKC- PO34YUH OpasTbHUIA ToBapucTBO YkpaiHa KOHTPO/Tb YkpaiHa peecTpauisi Ha 5 pokis 6e3 niosisieae UA/16940/01/01
3400POB'A no 10 mn npenapaty 3 AKOCTI, BUNYCK MepioAnYHICTb NOAAHHS PerynspHO peyenma
y thnakoHi 3i ckna, 06MeXeHOo cepil: OHOBJIIOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
repmMeTnyHO BiANoBiga b ToBapucTBo 3 Mopsaky 34iicHeHHs dhapMakoHarnagy,
yKyrnopeHomy HiCTIO 06MeXeHoto 3aTBepAXeHOro Hakaszom MiHictepcTea
NpPo6KOI r'yMOBOIO 3 "®papmaties BiANOBIAabHI OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
HaCTyNHUM TUYHa cTIo 2006 poky Ne 898, 3apeecTpoBaHuii B
06KaTyBaHHSAM KOMnaHis "papmaueBTu MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
KOBMavKkom "3p0pos'a” YHa KoMnaHis poky 3a Ne 1649/29779 (y pefakuji Hakasy
anioMiHieBnM; 1Mo 5 "3popos'a”, MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Bif,
hnakoHiB y YkpaiHa,; 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
KOHTYpHil BCi cTagil 3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
YapyHKOBIli BMPOGHMLITBA, nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
ynakosLi, rno 2 KOHTPO/b 6e3neku
KOHTYPHIi YapyHKOBI AKOCTI:
YMakoBKM y KOpo6Lj ToBapucTBo 3
3 KapTOHY 06MeXeHoto
BiANOBIAabHI
CTI0
"®APMEKC
reyn",

YKpaiHa
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2
ynakoska) 0 NoCBIOYEHHs
7. MATHIFO NTAKTAT KpucTaniyHuin abo ToBapucTBO YkpaiHa MbOXC Icnanis peecTpauisi Ha 5 pokis - He UA/16941/01/01
OUriagPAT rpaHy/iboOBaHui 3 KAHTABPA niosnsieae
NOPOLLIOK 06MEXeHOo C.J.
(cybeTaHuis) y BiANoBigab
noAgiliHNx HiCTIO
nonieTuneHoBmx "®papmates
naketax gns TMYHa
hapmMaueBTUYHOTO KOMnaHis
3acocyBaHHA "3g0pos's"”
8. MEKC-340POB'AA PO34UH ANS iH KL, ToBapucTs YkpaiHa ToBapucTBO YkpaiHa peecTpauist Ha 5 pokis 3a He UA/16942/01/01
50 mr/Mn no 2 mn B 03 3 06MexeHol MepioAnYHICTb NOAAHHSA PeErynsapHO peyenmom nionseae
amnyni 3ickna; no 5 | obmexeHo BiANOBIAAbHI OHOB/IOBAHOIO 3BIiTY 3 6e3neky BiANOBIAHO A0
amnyn y 6nictepi; 1 BignoBigab CTHO Mopsaky 34iicHeHHs dhapMakoHariaay,
abo 2 6nictepu y HICTIO "papmaueBTu 3aTBepKEeHOro Haka3oM MiHicTepcTBa
KOpPOO6Lii 3 KapTOHY; "®apmaues YyHa KoMMNaHis OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
no 10 amnyny TUYHA "3p0pos'a” 2006 poky Ne 898, 3apeecTpoBaHuii B
6nictepi; 1 6nictep KOMnNaHis MiHicTepcTBi tocTuuiil Ykpainum 19 rpyaHa 2016
y KopobLj 3 KapTOHY "3popos'a" poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
9. MEHTON Kpuctanu MpuBaTHe YkpaiHa Bxarat IHAis peecTpauisi Ha 5 pokis - He UA/16943/01/01
(NEBOMEHTO/N) npusMaTunyHi abo akuioHepHe Apomarikc niossieae
ronyacrti, 6e36apBHi, | TOBapuCTBO Nimiteq
6mcKyi "Jlekxim-
(cybcTaHuis) y Xapkis"
MiLLIKax 3 nAisku
nonieTuneHoBoi Ans
chapmaLeBTUYHOro
3acToCyBaHHsA
10. MYPALUNHNN pO34MH oNns TOB "[OKM Ykpaina TOB "OKN YKpaina peecTpauist Ha 5 pokis 6e3 niosnsiecae UA/16944/01/01
CIMUPT - BILL®A 30BHILIHLOrO "®apmaues "®apmauesTn MepioAnYHICTb NOAAHHS PErynsapHO peyenma
3aCTOCYBaHHs, TUYHA yHa thabpuka" OHOBJIOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
cnmpToBuii no 50 mn habpuka" MopsigKy 34iicCHeHHs hapmakoHarnisgy,
y thnakoHax 3aTBepKeHOro Haka3oM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiil Ykpainum 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakLji Hakasy
MiHicTepcTBa OXOpPOHM 340POB’'St YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
NepioguYHOCTI NOAAHHST PEryNIiPHMX 3BITIB 3
6e3neku.
11. O3A/IEKC® TabneTkn, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa peecTpauis Ha 5 pokiB. MNepiognyHicTb 3a He UA/16949/01/01
NNiBKOBOK "KYCYM PAPM" NoJaHHsA perysisipHO OHOBJ/IKOBAHOTO 3BITY 3 peyenmom niossicae
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2
ynakoska) 0 NoCBIOYEHHs
060/10HKO10, Mo 10 PAPM" 6e3neku BignoBigHO A0 MNopsaakKy 34iCHEHHS
Mr Ne28 (14x2): no hapmakoHarnagy, 3aTBepAXeHoro Hakasom
14 TabneTtoK 'y MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Bif,
6nictepi, no 2 27 rpypHs 2006 poky Ne 898, 3apeecTpoBaHuii
6nictepn y B MiHicTepcTBi tocTuULii YKpaiHu 19 rpygHs
KapTOHHIlA ynakoBLyj; 2016 poky 3a Ne 1649/29779 (y pegaku,i
Ne84 (14x6): no 14 Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
TabneTok y 6nictepi, Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
no 6 6nictepis y CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4eHUMU
KapTOHHI ynakoBLi y NepioANYHOCTI NOAAHHSA PEryIAPHMX 3BITIB 3
6esneku.
12. O3A/IEKC® TabneTkn, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa peecTpauist Ha 5 pokiB. MNepioguyHicTb 3a He UA/16949/01/02
NAiBKOBOO "KYCYM SAPM" NoAAaHHSA perynsipHO OHOBJIIOBAHOTO 3BITY 3 peyenmom niosisi2ae
060/10HKO10, 1Mo 20 PAPM" 6e3neku BignoBigHO A0 MNopsaKy 34iCHEHHS
mr Ne28 (14x2): no hapmakoHarniagy, 3aTBepAKeHoro Hakasom
14 TabneTtok y MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Bif,
6nictepi, no 2 27 rpynHsi 2006 poky Ne 898, 3apeecTpoBaHuii
6nictepu y B MiHicTepcTBi rocTuuii Ykpainu 19 rpygHs
KapTOHHI ynakoBL,i 2016 poky 3a Ne 1649/29779 (y pepaku,i
Haka3y MiHicTepcTBa 0XOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHMu
y NepioANYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
6e3neku.
13. O3A/IEKC® TabneTkun, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa peecTpauist Ha 5 pokis. MNepioguyHiCTb 3a He UA/16949/01/03
nNiBKOBOK "KYCYM PAPM" NnoJaHHsA peryssipHO OHOBJ/IHOBAHOIO 3BITY 3 peyenmom nionseae
060/10HKOI0, N0 40 PAPM" 6e3neku BignosigHO A0 MNopsaaky 34iCHEHHS:
Mr Ne28 (14x2): no thapmakoHarnagy, 3aTBepikeHoro Hakasom
14 Tabnetok y MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
6nictepi, no 2 27 rpypHs 2006 poky Ne 898, 3apeecTpoBaHuii
6nictepu y B MiHicTepcTBi tocTuuii YKpaiHv 19 rpygHs
KapTOHHI ynakoBLi 2016 poky 3a Ne 1649/29779 (y pesakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHMu
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITiB 3
6e3neku.
14. CYHITIHIBY NOPOLLIOK Megixem ManbTa Megixem ManbTa peecTpauist Ha 5 pokis - He UA/16946/01/01
MANAT (cybeTaHuisn) y MeHblodheky MeHblodhekue niosnsiecae
noAgiliHMx epiHr piHr (ManbTa)
nonieTuneHoBmx (Manbta) Nnra.
naketax gns Nimiteq
chapmaLeBTUYHOro
3aCTOCYBaHHs
15. TENMHOP Tabnetku, no 80 mr leTepo IHgis [eTepo /1a63 IHgis peecTpauis Ha 5 pokiB. MNepiognyHICTb 3a He UA/16947/01/03
no 10 TabneTok y Na63 NimiTen noJaHHsA perynspHO OHOB/IIOBAHOIO 3BITY 3 peyenmom niosnsieae
6nictepi, no 1 a6o 3 Nimiteq 6e3neku BignoBiAHO A0 Mopaaky 34iICHEHHS

6nicTtepun y Kopobui 3

thapmakoHarnsay, 3aTBepApkeHOro Hakasom
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky HHS peecmpayjitiHo2
ynakoska) 0 NoCBIOYEHHs
KapToHY MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Bif,
27 rpypHsi 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi rocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Hakasy MiHicTepcTBa 0XOPOHU 30POB’A
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHMu
y NepioANYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
6e3neku.
16. TENHOP Tabnetku, no 20 mr leTepo IHgis [eTepo /1a63 IHgis peecTpauisi Ha 5 pokiB. MNepiognyHICTb 3a He UA/16947/01/01
no 10 TabneTtok y Nab63 NimiTen noJaHHsA perynspHO OHOBJ/IHOBAHOIO 3BITY 3 peyenmom nionseae
6nictepi, no 1 a6o 3 Nimiteq 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSR
6nictepu y kopobu,i 3 hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
KapToHYy MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
27 rpygHs 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pesakuii
Hakasy MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHMu
y NepioANYHOCTI NOAAHHSA PEryNSPHUX 3BITiB 3
6e3neku.
17. TENHOP Tabnetku, no 40 mr leTepo IHAis leTepo /1a63 IHAis peecTpauist Ha 5 pokiB. MNepiognyHicTb 3a He UA/16947/01/02
no 10 TabneTok y Na63 Nimiteq NoJaHHsA perysisipHO OHOBJ/IKOBAHOrO 3BITY 3 peyenmom nionseae
6nictepi, no 1 abo 3 Nimiten 6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHS
6nictepun y Kopobui 3 thapmakoHarnagy, 3aTBepAKeHoro Hakasom
KapToHy MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big,
27 rpypHs 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YKpaiHu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegaxu,i
Hakasy MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHUMU
y NepioANYHOCTI NOAAaHHA PerynsipHuX 3BiTiB 3
6esneku.
18. TPA304O0HY NMOPOLLOK Ekcenna HimeuunHa Ekcenna HimeuunHa peecTpauisi Ha 5 pokis - He UA/16948/01/01
riaPOX0OPUL, KpucTanivyHmi M6X eHa M6X eHg Ko. nionsizae
(cybeTaHuin) y Ko. KI Kr
noABINHNX

nosieTNIeHOBMX
nakeTax, BKIafeHnx
Y KapTOHHiI
6apabaHu ons
hapmaLeBTUYHOro
3acTOCyBaHHs




B.o. HaYasibHUKa YnpaBniHHA hapMmaueBTUUYHOI AiANbHOCTI
Ta AKOCTI (hapmMaueBTUYHOT NPOoAYKLiT H.B. N'yuan



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

Ne

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne
n/n

Ha3ssa

dopma sunycky

3assHukK

KpaiHa

Bupo6HUK

JliKapcbKo20
3acoby
ANOAPA

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Peknamysa
HHS

Homep
peecmpayiliHo2o

ADPNYBIH®

Kpem 5 %; no 250 mr
B calle; no 12 cawe B
KopobLi 3 KapTOHY

MEJA AB

Lseuis

3M Xenc Kea
Nimiten

Benuka
BputaHis

MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH.
3Mminu |l Tuny - 3MiHn Wwoao
6e3nekun/edeKkTBHOCTI Ta thapMakoHarnagy.
3MiHW y KOPOTKili XapakTepucTuL Nikapcbkoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOKIHIYHUMM, KNIHIYHUMUN
AaHuMK Ta faHrmu 3 hapmakoHarnsgy - 3MiHm
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapCcbKoro 3acoby Ao po3gainy
"Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO A0
Marepianis peecTpauiiiHoro AOCbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPKEHOro Hakasom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMU y nNepiognyHoCTi
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

nocsi0YeHHs1
UA/12999/01/01

MEHLVKNOBIP
TOHYBA/IbHU
7

Kpem 1% no2ry
Ty6i, no 1 Ty6i y
KapTOHHI Kopoo6Li

TOB "OMETA
DPAPMA
YKPAIHA"

YKpaiHa

BMPOGHMLTBO
3a NOBHUM
LMK/TOM:
MemKeHikc
BeHentokc
HB, Benbris;
BMPOGHMLTBO
nikapcbKkoro
3acoby,
nepBuHHE

Benbrisi/
HimeuunHa

nakyBaHHA,

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT AN MeAnYHOro
3aCTOCYBaHHS Y 3B'AA3KY i3 HOBUMM JaHUMK 3
SIKOCTi, AOK/IHIYHMMMU, KNIHIYHUMKY JaHUMK Ta
JaHuMu 3 hapMakoHarnagy -
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEANYHOTO

3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainis

"apmakonoriyHi BnactnsocTi”(pegaryBaHHs

6e3
peuyenma

nionsieae

UA/13113/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BTOPUHHE TekcTy), "lMpoTunokasaHHs", "B3aemogis 3
nakyBaHHs, IHLWMMK NiKapcbknMy 3acobamu Ta iHLWi BUan
KOHTPONb B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
AKOCTI: "3acTocyBaHHs y nepio BaritTHocTi abo
Hosapric rofyBaHHs rpyaar”(yTouHeHHs iHchopmadi),
dapma "Cnoci6b 3acTocyBaHHA Ta A031"(pefaryBaHHs
MpoaykuioHe TekcTy), "Mo6iyHi peakuii " BignoBigHO A0
v6X, marepianiB peecTpauiiHoro JOChbeE.
HimeuunHa
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePiogUYHOCTI
noAaHHs perynsipHuX 3BiTiB 3 6e3neku.
3. BANEPIAHN TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 nionsizae UA/8994/01/01
EKCTPAKT 060/10HKOH0, 10 20 Mr "ly6Huhbapm" "Nly6Hupapm” 3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta peyenma

no 10 TabneTtok y
6nictepax; no 50
Tabnetok y
6nictepax; no 50
Tabnetok y
KOHTeliHepax

hapmMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NMikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiunii nepiog, abo sk pesynbtart
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX
BIANOBIAHO A0 NiaHy negiaTpuyHnx
pocnipxeHs (PIP) (3MiHy y3roxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) -
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEANYHOTO
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainis
"Oco611BOCTI 3aCTOCYBaHHA",
"Mepepo3yBaHHA", "M06IYHI peakui™
BiAMOBIAHO 40 OHOBMEHOI iHChopMaL,i 3
6e3neky 3aCToCyBaHHSA Ailo40i PEHOBUHM.
MepiognyHICTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuWii B MiHiCTepCTBi
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

1649/29779 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiOgUYHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.

Byrinna
AKTBOBAHE

Tabnetku no 0,25 r no
10 TabneTtok y
6nictepax; no 10
TabneTtok y 6nicrepi;
no 2 a6o no 10
6nictepiB y navui

MAT
"Ximcpapm3zas
of "YepsoHa

3ipka"

Ykpaina

MAT
"Ximcpapmsas
oA "YepBoHa

3ipka"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4N MeAnyHOro
3acTocyBaHHS Ha nigcTaBi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbtat
OLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHWM OPraHoMm) -
3MiHV BHECEHO A0 IHCTPYKUIT ANs MEAUYHOIO
3aCTOCyBaHHSA NikapCbkoro 3acoby A0 po3ainis
"Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs
B nepiof BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnoci6 3acTocyBaHHs Ta 4031" (YTOYHEHHS
iHchopMmawii), BigNoBigHO [0 OHOBMEHOI
iHchopMmawLii 3 6e3nekn 3acToCyBaHHA Lito4oi
peyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePIOSUYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/9148/01/01

[E-HON®

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKot0, 1Mo 120
Mr, No 8 TabneTok y
6nictepi; no 7 abo 14
6nicTepiB y KAPTOHHIi
Kopoo6Li

AcTtennac
Papma KOpon
B.B.

HigepnaHg,
"

AcTtennac
®apma KOpon
B.B.

HigepnaHg
n

MepepeecTpaList Ha HEOOMEXEHW TEPMIH.
3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT ANsi MeAn4HOro
3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMMW AaHUMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHAMW JaHUMK Ta
JaHuMu 3 hapMakoHarnagy - 3MiHu BHeceHo
00 IHCTPYKUIT A1 MeAMYHOro 3aCTOCYBaHHS

6e3
peyenma

niosnsiecae

UA/4355/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

nikapcbkoro 3acoby Ao po3ainis "lMNokazaHHA"
(yTouHeHHs iHdhopMadiT), "B3aemogis 3 iHWmMu
nikapcbkMmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mepepno3yBaHHA", "M06IYHI peakui™
BiAMOBIAHO A0 MarepianiB peecTpauiiHoro
[OCbE.

MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiOSUYHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.

JEMNAHTON®

cynosutopii
BariHasbHi no 5
Cyno3nTopiiB y
6nicTepi; no 2
6nictepu B nayuj 3
KapToHy

AT
"Hwxdapm"

Pociiicbka
depepauis

AT
"Huxdpapm"

Pociicbka
depepauis

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3miHu | Tvny - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta thapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTyuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BITy 3 6e3neku
nikapcbkoro 3acoby, abo AocniAXeHb 3
6e3nekn 3acTocyBaHHA NiKapcbkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OLLiHKY 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHoMm) -
3MiHV BHEeCeHOo A0 [HCTpyKUii Ans MeguyHoro
3aCTOCyBaHHSA NikapCbkoro 3acoby A0 po3ainis
"B3aemogijs 3 iHWVMK NikapcbkuMu 3acobamu
Ta iHWi B B3aemogiii", "Oco61mMBOCTi
3actocyBaHHs", "Mob6iyHi peakuii" BiANOBIAHO
[10 OHOB/EHOT iHdhopMaLlii 3 6e3neku Ailunx
PEYOBUH JIiKAPCbKOro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi

6e3
peuyenma

nionsieae

UA/12910/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayiliHo2o

nocsBi0O4YeHHs

rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
nofaHHsA perynsipHux 3BiTiB 3 6e3neku.

A-NAHTEHON

masb 5 % B Ty6i, no
25rabono50ry
Ty6i; no 1 Ty6i B
KapTOHHIA KOpoo6Li

AnpaH-
laneHcbKuii
Na6opaTopii
a.a.

XopBarTis

AppaH-
[aneHcbkuit
Na6opatopiii
A.8.

XopBaris

MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH
3MiHuM Wwopao 6e3nekn/epekTMBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN MeAnYHOro
3acTOCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX
BIANOBIAHO A0 NiaHy negiaTpuyHnx
pocnipxeHs (PIP) (3MiHy y3roxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) -
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEANYHOTO
3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"Oco611BOCTI 3acTOCyBaHHA" BiANOBIAHO A0
OHOB/IEHOT iHhopMmaLii 3 6e3nekn gitouoi
PeYoBUHN.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn BigNOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognYHOCTI
NnoJaHHs perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/7932/01/01

EKOHA3O0/Y
HITPAT

MOPOLLIOK
(cy6eTaHuis) y
nakeTax noapiiHMx
nonieTuNeHoBux ans
hapMaLeBTUYHOTO
3acTocyBaHHs

TOB
"®APMEKC
reymn"

YKpaiHa

13oxem C.A.C.

PpaHuin

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.

He
nionsieae

UA/13577/01/01

ECKY3AH®
KPAMNI

Kpanni opasibHi no 20
M1y dh/1aKkoHi 3

KpanesnbHuLeto; no 1
(h/1aKOHY B KQPTOHHIiiA

Ecnapma
6X

HimeyunHa

Papma
BepHirepoge
6X

HimeuunHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

6e3
peyenma

nionsieae

UA/0217/01/01




Hassa

14

n/n

JliKapcbK0O20
3acoby

Popma sunycky

(nikapcbka chopma,

ynakosKa)
Kopoo6Ui

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o

10.

ECUUTANONP

MapKyBaHHS Ta iHCTPYKLUiT 4N MeAnyHOro
3acTocyBaHHS Ha nigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6esnekn
3aCTOCYBaHHSA MikapcbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk pesynbtart
OLiHKV 3BIiTYy 3 AOC/ifKEHb, MPOBEAEHNX
Bi4MNOBIAHO A0 NNaHy negiatpuyuHnx
pocnigxeHb (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBA)XXEHWM OPraHom) -
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3acTocyBaHHA NikapCcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO A0
OHOBNEHOT iHhopMaLi 3 6e3neku
3aCTOCYBaHHSA Ail0UMX Ta ONOMIKHUX PEYOBUH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainum 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
noAaHHs perynsipHuX 3BiTiB 3 6e3neku.

nocsBi0O4YeHHs

AMY IaPOreEH
OKCANAT

Tabnetok Yy naketax

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH, M0 20 M
in bulk: no 7,7 kr

TOB "®apma
Crapt"

YKpaiHa

BMPOGHMLITBO,
nakyBaHHs1,
aHanis Ta
BUWMYCK Cepii:
CiHTOH
Xicnanis, C.J1.

IcnaHis

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHnx
[aHvx Npo cuctemy hapmakoHarnsgy, sMiHa
YMOBHOBaXeHOT 0cobu, BignosiganbHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3AjiCHeHHs1 hapMakoHarisay B YkpaiHi, Ko
BOHa BifMiHHa Bif, yNOBHOBaXXEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHM y pO3MilLleHHi MacTep-haiina
cuctemu dhapmakoHarnagy) - [iroya pegakuis:
yNOBHOBaXkeHa 0coba 3asBHMKa,
BignoBigasibHa 3a hapmakoHarnsag -
LWTtndpypak M.M., nponoHoBaHa peAakuis:
yNOBHOBaXkeHa 0coba 3asBHMKa,
BignoBigasibHa 3a hapmakoHarnsag -

CenesHbosa O.H0

He
nionsieae

UA/13207/01/02
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Peecmpayitina npoyedypa

Ymosu

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbK0O20

Popma sunycky
(nikapcbka chopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

MepioANYHICTb NOAAHHS PErysipHO

Bionycky

nocsBi0O4YeHHs

3acoby

ynakosKa)

IcnaHis

OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.

UA/13207/01/01

11.

ECUUTANONP
AMY IaPOIrEH
OKCANAT

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH, M0 10 mr
in bulk: no 7,7 kr
TabneTok y naketax

TOB "®apma
Crapt"

YkpaiHa

BMPOGHMLITBO,
nakyBaHHs1,
aHani3 Ta
BUWMYCK Cepii:
CiHTOH

Xicnanis, C.J/1.

IHAis

3MiHuM Wopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHnx
[JaHvx Npo cuctemy dhapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHoOT 3a
3AjiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs
3AjiCHeHHs1 hapMakoHarisay B YKpaiHi, Ko
BOHa BifMiHHa Bif, yNOBHOBaXXEHOT 0Co6M,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkioyatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHM y pO3MilLleHHi MacTep-haiina
cuctemu dhapmakoHarnagy) - [iroya pegakuis:
yNOBHOBaXkeHa 0coba 3asBHMKa,
BignoBigasibHa 3a hapmakoHarnsag -
LWTtndpypak M.M., nponoHoBaHa peAakuis:
yNOBHOBaXkeHa 0coba 3asBHMKa,
BignoBigasibHa 3a hapmakoHarnsag -
CenesHbosa O.HO
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaky 3aiicHeHHs dhapmakoHariaay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePIOJUYHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.
MepepeecTpalisi Ha HEOOMEXEHW TEPMIH

UA/8777/01/01

12.

30/1EB-250

TabneTku, BKpUTI
NAiBKOBOO

€Bpo
Naiidpkep 174

060/10HKOH, Mo 250

Benvka
BpuTaHis

OAC Nimiten

3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo 3miHv oo
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Mr no 5 TabneTok y
6nictepi; no 1
6nicTepy B KOpooL;j

[aHux nNpo cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0cO6MU, BiANOBiAaIbHOI 3a
34iicHeHHS dhapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnfay 3assHvKa Ans
3fificHeHHs hapmakoHarnsgy B YKpaiHi, SKwo
BOHa BifMiHHa Bif, yNIOBHOBaXXEHOT 0co6M,
BiNOBIAAbHOT 3a 3iICHEHHS
hapmakoHarnsaay (BK1H4atoum KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLleHHi MacTep-haiina
cuctemn chapmakoHarnagy) - Airoya pefakuis:
€spaokimoBa CaiTnaHa AmutpisHa.
MponoHoBaHa pepakuin: bBenikosa CeiTnaHa
MwuxavinisHa.
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4N MeAn4HOro
3acToCcyBaHHSA
reHepuYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco6iB Nic/1A BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
HaZaHHs XOAHMX HOBUX [OAATKOBUX JaHWX)
3MiHN BHECEHO A0 IHCTPYKLUIi Yy po3ain
"MokasaHHs"., a TaKoX y po3ginu:
"apmakonoriyHi BracTneocTi”,
"MpoTunokasaHHs", "B3aeMogis 3 iHLWLMMK
nikapcbk1Mmn 3acobamu Ta iHLWi BUuam
B3aemMogiin", "OcobnnBoCTi 3acToCyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyaar”, "3aatHicTb BNMBaTu Ha
LWBMAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMU MexaHi3mamu',
"Cnoci6 3acTocyBaHHs Ta fo3un",
"MepeposyBaHHsa", "Mo6iYHI peakuii™ 3rigHo 3
iHhopmaLieto o0 MeanyHOro 3acTocyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Tavanic,
TabneTku, He 3apeecTpoBaHuii B YkpaiHi).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0

Mopsigky 34ificHeHHs chapmakoHarasgy,

Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
y3araslsHeHuX AaHux Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3arasibHeHNX
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Peecmpayitina npoyedypa

Ymosu

Peknamysa
HHS

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbK0O20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

3aTBEPIYKEHOrO HakasoM MiHicTepcTBa

Bionycky

nocsBi0O4YeHHs

3acoby

Benvka

dAC NimviTepq,

IHais

OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHIiCTEPCTBI
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
nofaHHsA perynsipHux 3BiTiB 3 6e3neku.
MepepeecTpaLisi HA HEOOMEXEHUIA TEPMIH 3

a peyenmom

He nionsi2ae

UA/8777/01/02

13.

30/1EB-500

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKOH0, N0 500
Mr no 5 Tabnetok y
6nictepi; no 1
6nicTepy B KOPO6L

€8Bpo
Naiicokep NTa,

BpuTanis

3MiHK Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3araslbHeHuX faHunx npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHnx
[aHux nNpo cuctemy chapmakoHarnsgy, amiHa
yNOBHOBaXeHOT 0cobu, BignoBiaanbHOT 3a
3AjiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[iiCHEeHHs1 hapMakoHarisay B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNTOBHOBaXeHOiT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
Ta/ab0o 3MiHM y po3MilLleHHi macTep-haiina
cuctemn chapmakoHarniagy) - Litoya pegakuist:
€spokimoBa CaiTnaHa JmuTpiBHa.
MponoHoBaHa pegakuis: benikosa CeiTnaHa
MwuxavinisHa.
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta
hapMakoHarnisgy. 3MiH1 y KOpoTkil
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT A58 MeANYHOro
3acTocyBaHHsA
reHepuyHnX/ribpuaHNx/6ionodibHNX Nikapcbknx
3ac06iB NicNs BHECEHHS TiET camoi 3MiHN Ha
pedhepeHTHW1 npenapaT (3MiHa He NnoTpebye
HaJaHHA XOLHWNX HOBMX [0AAaTKOBUX AAHVX)
3MiHN BHECEHO [0 IHCTPYKLIT Y po3ain
"MMokasaHHA"., a TakoX y po3ginu:
"®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHA", "B3aemogisa 3 iHWMU
nikapcbknmu 3acobamu Ta iHLWi BUAW

B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHS",




KpaiHa

Bupo6Huk
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KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

3asiBHUKa

BUPOBGHUKa

"3acTocyBaHHs y nepio BaritTHoOcTi abo

Benvka

o AC NimiTepq,

IHgis

aBTOTPAHCMOPTOM abo iHLWMMN MexaHi3mamu',

roflyBaHHs rpyaar”, "3gatHicTe BNavBaTu Ha
LWUBMAKICTb peakuii mpu KepyBaHHi

"Cnocib 3acTocyBaHHs Ta fosun",
"Mepepo3ysaHHsa”, "MobivHi peakwyii” 3rigHo 3
iHhopmavieto WoA0 MegnyHoro 3acTocyBaHHs
pediepeHTHOro fikapcbkoro 3acoby (Tavanic,
TabneTkn, He 3apeecTpoBaHuli B YKpaiHi).
MepioAnyHICTL NOAAHHSA perynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiogUYHOCTI
nofaHHA perynspHux 3BiTiB 3 6e3neku.
MepepeecTpauis Ha HEOGMEXEHWUIA TEPMIH

a peyernmom

He nidnsizae

UA/8777/01/03

14.

30/1EB-750

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, MO 750
Mr no 5 Tabnetok y
6nictepi; no 1
6nictepy B KOpo6Lli

€Bpo
Navidokep Mg,

BpuTaHis

3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs abo 3MiHu Ao

y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHnX
[aHvX nNpo cuctemy dhapmakoHarnsgy, sMiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
3iicHEeHHS dpapMakoHariaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3assBHvKa Ans
3fjificHeHHs chapmakoHarnsagy B YKpaiHi, SKwo
BOHa BifMiHHA Bif, yNOBHOBaXeHOT 0coou,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA

Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina

€spokimosa CsiTnaHa JMutpisHa.
MponoHoBaHa pepakuin: benikosa CeiTnaHa
MwuxaiinisHa.
3MmiHu Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTkili

hapmakoHarnsay (Bk1HUatoUm KOHTaKTHI AaHi)

cuctemn chapmakoHarnagy) - Airoya pefakuis:

XapakTepucTuui NikapcbKoro 3acoby, TeKCTi




19

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHS Ta iHCTPYKLUiT 4N MeAnyHOro
3acToCyBaHHsA
reHepUYHNX/TiIBPUAHNX/6IONOAIGHNX MiKAPCbKMX
3aco06iB NicNs BHECEHHS TiEl camoi 3MiHU Ha
pedoepeHTHUIA npenapaT (3MiHa He NoTpebye
HafiaHHA XOAHMX HOBUX [OAATKOBUX JaHWX)
3MiHN BHECEHO A0 IHCTPYKLUIi Y po3ain
"MokasaHHA"., a TaKoX y po3ginu:
"®apmakonoriyHi BnactneocTi”,
"MpoTunokasaHHA", "B3aemogia 3 iHWMU
nikapcbk1Mmn 3acobamu Ta iHLWi BUAm
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHs",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rofyBaHHs rpyaar”, "3gatHicTb BN/MBaTn Ha
LWIBMAKICTb peakuii npy KkepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMMN MexaHismamu',
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mepepo3yBaHHs", "MobiyHi peakwyii” 3rigHo 3
iHhopmaLieto WoA0 MeanyYHOro 3acTocyBaHHS
pedhepeHTHOro fikapcbkoro 3acoby (Tavanic,
TabneTku, He 3apeecTpoBaHuii B YkpaiHi).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34jiiicHeHHs dhapmakoHarisay,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHIiCTEPCTBI
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMU y NepiognyHoCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.

15.

KNABAM

MOPOLLIOK AN15i
opasnibHOT CycneHsil,
200 mr/28,5 mry 5
M, 1 donakoH 3
nopotukom gs1a 100
M/1 OpasibHOI
cycneHsii B KOMNAeKTi
3 MipHV/M KOBNAa4koMm y
KapTOHHI ynakoBLi

Anikem
NlabopaTtopi3
nTa

IHais

Ankem
Nab6opaTtopi3
nrg,

IHais

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MiHn [0
y3aranibHeHNX AaHvX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHnX
[JaHux nNpo cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaNbHOI 3a
34iicHeHHS hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3AjliCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko

3a
peyenmom

He
nionsieae

UA/4469/02/02
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Homep

n/n

Hassa
JliKapcbK0O20

Popma sunycky
(nikapcbka chopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

peecmpayiliHo2o

nocsBi0O4YeHHs

3acoby

ynakosKa)

BOHa BiJMiHHA Bif, yNTOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnsgy) - KoHtaktHa ocoba
BiANOBIfabHA 3a 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi:

[Oitova pepakuisa — Aanock Nigia CtenaHisHa,;
MponoHoBaHa pegakuis — 3iH4eHKo Jlingmuna
BanepiiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0co6U. 3MiHUM LWoa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NiKapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco06iB nicns BHECEHHA TiEl camol 3MiHN Ha
pedhepeHTHW1 npenapaT (3MiHa He NnoTpebye
Ha/laHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHi [0 IHCTPYKLT y po3ain
"Moka3aHHsA". 3MiHN BHECEHI A0 IHCTPYKLi Yy
po3gainu: "®apmakonoriyHi BnactmsocTi”,
"B3aemogijs 3 iHWKMU NikapcbkMMU 3acob6amm
Ta iHWi BUAW B3aemogiii", "OcobnmneocTi
3acTocyBaHHs" (y T. 4. "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat™), "Cnocié
3acTocyBaHHs Ta fo3n”, "Mepeno3ysaHHA",
"Mo6iuHi peakuyii" BignoBigHO Ao iHchopmauii
pediepeHTHOro /ikapcbkoro 3acoby
AYITMEHTVH™, nopoLuok AN opanbHol
cycneHsii (200 mr/28,5 mr B 5 mn). Hassy
dhapmakoTepaneBTUYHOT rpynu YTOUHEHO

BiANOBIAHO A0 Knacudikatopa apm.rpyn i
koais ATX BOO3.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.

He

UA/8687/01/01

16.

KOAECAH® IC

Tabnetkn, no 10

ToBapucTso 3

YKpaiHa

[0[ATKOBOKO

ToBapucTBO 3

YkpaiHa

[101aTKOBOK

MepepeecTpaduisi Ha HEOOMEXEHWNIA TEPMIH.

MepiognyHICTb NOAAHHSA PerynsipHo

3a

peyenmom

nionsieae

TabneTtok y bnicrepi;
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 1 6nictepy B naui BignoBigasIbHi BiANOBiAa/bHI OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
3 KapTOHY cTio CTIo Mopsaky 3AiicHeHHs hapmakoHarnaay,
"IHTEPXIM" "IHTEPXIM" 3aTBEpAKEHOro Hakasom MiHicTepcTBa
(BMPOGHMK, OXOPOHU 340POB’A YkpaiHu Big 27 rpyaHs 2006
BiANoBifa/1bH poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
Wii 3a BUNYCK rocTuuii Ykpaiin 19 rpyaHsa 2016 poky 3a Ne
cepii; 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
BUNPO6YBaHH OXOPOHW 3[0POB’A YKpaiHu Bif 26 BepecHs
A1 KOHTPONHO 2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
AKOCTI CTpoKamu, 3a3Ha4eHUMY Y NepiogNYHOCTI
(chiznyHi/ximiu nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.
Hi,
Mikpobiosoriy
Ha uncToTa),
36epiraHHs
roToBol
npoayKLUiT;
BMPOGHMLITBO,
36epiraHHsA
(roToBoi
NPOAYKLUT,
CUPOBWHMN Ta
martepianis);
BUNPOBYyBaHH
A1 KOHTPOSIO
AKOCTI (pi3nyH
i/XiMiYHi)
17. KCWUTOMETAS3 MOPOLLIOK MAT YkpaiHa 3irdopig, HimeuunHa MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH - He UA/0559/01/01
OniHY (cybeTaHuin) y "®Papmak” dapmaKemika nionsieae
rigpoxnoprunj MiLLKax noABiNHMNX nieH MiHgeH
nosieTuNeHoBMxX ans m6X
BMpOBOHULTBA
HecTepuIbHNX
nNiKapcbknx hopm
18. NAPHAMIH KOHUeHTpaT ons MAT YkpaiHa NAT YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH 3a He UA/13304/01/01
PO34UMHy NS iHAY3ilA, "®dapmak” "papmak” 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nionsieae

500 mr/mn no 10 mn B
amnyni; no 5 a6o no
10 amnyn y navu,i 3
KapToHy; no 10 mn B
amnyni; no 5 amnyn'y
6nicTepi; no 1 abo no
2 6nicTepu B nauui 3
KapTOHY

hapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4518 MeANYHOro
3acTocyBaHHsA
reHepUYHNX/TiBpPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB nicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
HaZlaHHA XOAHMX HOBUX [OAATKOBUX AaHWX) -
3MiHU BHECEHO [0 IHCTPYKLUIT y po3ginu:
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbknmu 3acobamu Ta iHLWi BUAW
B3aEMogiii", "3acTocyBaHHs y nepiof BariTHOCTI
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Peecmpayitina npoyedypa

Ymosu

Peknamysa

Homep

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

abo rogyBaHHs rpyaa”, "Cnocib

Bionycky

HHS

peecmpayiliHo2o

nocsBi0O4YeHHs

3acTocyBaHHA Ta gosun”, "Litn" (pegaryBaHHs
TekcTy), "Mepeno3syBaHHs", "MobiuHi peakwii”
3rigHO 3 iHhopMaLiero WoA0 MeAUYHOTO
3acTocyBaHHSA pethepeHTHOro NMikapCbKoro
3acoby (FEMA-MEPLL, koHueHTpaT ans
PO34uHy ANs iHQY3ilA).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
rocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiognyHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.

3a

He

UA/8164/01/02

19.

NOPAKCUM

NOPOLLIOK A/15
PO34UMHY NS iH'EKLR
no 1000 wr, 1 donakoH
3 NOPOLLKOM Y
KapTOHHI Kopoo6Li

Ekcip
dapmacboTUK
an Komnawi

IpaH

Ekcip
PapmMacboThK
an KomnaHi

IpaH

MepepeecTpaduisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHNX AaHvX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
34iicHEeHHS dhapMakoHarniaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[iiCHEeHHs1 hapMakoHarnisay B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXeHOi 0cobw,
BiAnoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnsaay (BK1H4atoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MileHHi MacTep-harina
cucTeMu dpapmakoHarnagy) - Jiroya pegakuis:
YnoBHoBaxeHa 0coba, BiAnoBifasibHa 3a
3fiicHeHHs thapmakoHarnsagy - Xoxnosa
OneHa BonogumupisHa. MNponoHoBaHa
pefakuisi: YnoBHoBaxeHa ocoba,
BiANOBiAa/IbHA 3a 34IICHEHHS
thapmakoHarnagy - Mapiam Xa6i6i. KoHTakTHa
ocoba 3 hapmakoHarnsay B YkpaiHi — Hadpiesa
CycaHa EkpemiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&)XXEHOT 0CO6U. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobu. 3MiHa micuA
3[jiACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu mactep-
thaiina. 3miHa HomMepa macTep-gaiina.

peyenmom

nionsieae

3MmiHu woao 6esnekn/edekTMBHOCTI Ta




KpaiHa

Bupo6Huk
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KpaiHa

Peecmpayitina npoyedypa

Bionycky

Ymosu

Peknamysa

HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

3asiBHUKa

BUPOBGHUKa

XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi

thapmakoHarnsgy. 3miHa y KopoTkili

Ekcip

IpaH

Ekcip

IpaH

nicnsipeecTpadiiHuii nepiog, abo sk pesynbTart

MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3acToCyBaHHSA Ha NigcTasi perynsapHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn Nikapcbkoro
3acoby, abo gocnigxeHs 3 6e3nekn
3aCTOCYBaHHS /iKapCbKoro 3acoby B

OLLiHKY 3BIiTYy 3 AOC/iAKEHb, MPOBEAEHNX
BIANOBIAHO A0 MaHy negiaTpuyHnX
pocnigpkeHs (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHVUM YNOBHOB&XXEHM OpPraHoM) -
3MiHN BHECEHO A0 IHCTPYKLIi y po3ainn
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"Mepeno3yBaHHA" BiAMNOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekun Ajtoyoi Ta JONOMIKHUX
PEYOBUH.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiogUYHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.
MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta

3a
peyerimom

He
nionsieae

UA/8164/01/01

20.

NOPAKCUM

MOPOLLIOK A/15
PO34UHY A5 iH'EKLA
no 500 mr, 1 chnakoH
3 NMOPOLLKOM Y

KapTOHHIA KOpoo6Li

dPapmacboThK
an KomnaHi

PapmMacboTUK
an Komnai

thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3ara/ibHeHUX faHuX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHnx
[aHux nNpo cuctemy chapmakoHarnsgy, 3amiHa

YNOBHOBaXXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
3[iiCHEeHHsT hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3[ificHeHHs hbapmakoHarnsgy B YKpaiHi, SKwo
BOHa BifMiHHA Bif, yNOBHOBaXeHOi ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (BkIHYakoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MmilLieHHi macTep-chaiina
cuctemn chapmakoHarnagy) - Airoya pefakuis:
YnoBHOBaXeHa 0coba, BiANoBidasibHaA 3a
3A4jiCHeHHs hapMakoHarisay - Xoxiosa

OneHa BonogumupisHa. MNponoHoBaHa

pefakuisi: YnoBHoBaxkeHa 0coba,
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n/n

Hassa
JliKapcbK0O20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayiliHo2o

nocsBi0O4YeHHs

3acoby

BiANOBiAa/IbHA 3a 3AjACHEHHSI
thapmakoHarnsagy - Mapiam Xa6i6i. KoHTakTHa
ocoba 3 hapmakoHarnsgy B YkpaiHi — Haciesa
CycaHa EkpemiBHa. 3MiHa KOHTaKTHUX AaHnX

YMNOBHOBaXXEHOT 0C06M. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6u. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3MiHa agpecu mactep-
dhaiina. 3miHa Homepa MacTep-chaiina.
3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnyHOro
3acTocyBaHHS Ha nigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA MikapcbKoro 3acoby B
nicnsipeecTpaviiiuii nepiog, abo sik pesynbtart
OLLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiatpuyuHmnx
pocnigxeHb (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBA)XXEHWM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT y po3ainu

"Oco61MBOCTI 3aCTOCYyBaHHA",

"Mepeno3yBaHHA" BiAMOBIAHO A0 OHOBEHOI
iHdbopmawii 3 6e3neku Aitoyoi Ta AONOMKHUX
PEYOBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePiogUYHOCTI

nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

6e3

nionsieae

UA/8049/01/01

21.

MIIbFAMA®

TabneTku, BKpUTI
060/10HKO10, M0 15
TabneTtok y énicrepi,
no 2 abo 4 6nictepu y
KapTOHHIA KOpooLi

Bbopsar
dapma M'm6X i
Ko. KI

HimeuunHa

MayepmaHH-
ApuHaiimuten
b Kl

HimeuunHa

MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHnx
[aHvx Npo cuctemy dhapmakoHarnsgy, sMiHa
YMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
3AjiiCHeHHs hapMakoHarnaay; KOHTakTHOT

ocobu 3 hapmakoHarsay 3asBHvKa Ans

peyenma
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

3gificHeHHs chapmakoHarnsay B YkpaiHi, SKwo
BOHa BifMiHHa Bif, yNOBHOBaXXEHOT 0CO6M,
BiNOBIAAbHOT 3a 3iICHEHHS
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHM y po3MilLleHHi macTep-chaiina
cucTemu chapmakoHarnagy) - firoya pegakuis:
KOHTaKTHa 0co6a yrnoBHOBaXeHOi 0cobm 3
cbapmakoHarnsgy - Tapa6aHosa B. 1.
lMponoHoBaHa pefakLis: KOHTaKTHa ocoba
YMNOBHOBaXeHOI 0cobu 3 thapmakoHarnagy -
Crtpenkosa €. O.
3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKUIT 4719 MeANYHOro
3acToCyBaHHSA Ha NigcTasi perynsapHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /iKapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk pesynbtart
OLLiHKY 3BITYy 3 AOC/iAKEHb, MPOBEAEHNX
BIANOBIAHO A0 MaHy negiaTpuyHnx
pocnigpkeHs (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHVUM YNOBHOB&XXEHVNM OpPraHoM) -
3MiHN BHECEHO A0 IHCTPYKLUIi 415 MeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby Ao po3zinis
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbknMmn 3acobamu Ta iHLWi BUuam
B3aeMOgiit", "3acTocyBaHHS y nepiog, BariTHOCTi
abo rogysaHHA rpyaat”,"MepefosyBaHHsa",
"Mo6iyHi peakwyi" BigNOBIAHO A0 OHOBEHOT
iHhopmaLii 3 6e3neku 3acToCcyBaHHA Ail0UnNX
PEeYOBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

22. HOCONIH® cnpeii HasaslbHUiA No AT "CTtoma" YkpaiHa AT "CToma" YkpaiHa MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH 6e3 nionsizae UA/8171/01/01
nntoc 30 ry 6anoHi, no 1 3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta peyenma
6as10Hy Y nauyui 3 hapmakoHarnsgy. 3miHa y KopoTkili
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

KapToHy

XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT AN MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekmn NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn
3acTocyBaHHA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXeHb, NpOBeAEHNX
BIZANOBIAHO A0 NiaHy neaiaTpuyHnx
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVWM OpPraHom) -
3MiHW BHECEHI A0 IHCTPYKL|i y po3ginu:
"MpoTunokasaHHsa", "OcobaMBOCTi
3acTocyBaHHA" (y T. Y. "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar’),
"Mepepo3yBaHHs", "MobiyHi peakwyii” 3rigHo 3
iHchopMmaLieto o0 6e3nekn Ailovoi peuoBUHU

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMU y NepiognyHoCTi
noAaHHs perynsipHuX 3BiTiB 3 6e3neku.

23.

HOCO/NIH®
nnoc

cnpei HasaslbHUiA No
30 r y 6anoHi in bulk:
no 240 6as10HiB 3
3aXUCHAMU
KoBMaykamu Ta
posnunoBayamu B

ALLYKY

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3neku BigNOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiognYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/16548/01/01

24,

O®DJ/IOKCALIMH

pO34uH ANs iHgys3il
0,2% no 100 mn a6o
no 200 mn npenapary
y naswyi; no 1
nAswWUi y nayui

MNpuBatHe
akuioHepHe
TOBapuCTBO

"IHdpy3isn”

YKpaiHa

MpuBatHe
akuioHepHe
TOBapuCTBO

"IHdpy3ia"

Ykpaina

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLIT A58 MeAn4HOro

3a
peyenmom

He
nidnsieae

UA/13268/01/01




Hassa

3asBHUK

27

n/n

JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayiliHo2o

nocsBi0O4YeHHs

25.

NMAHKPEATUH

MAT

3acToCyBaHHSA
reHepuYHUX/ribpuaHNX/G6ionodibHNX Nikapcbknux
3aco6iB nicNs BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3mMiHa He noTpebye
HafaHHSA XOAHWNX HOBUX AOAATKOBMX JaHUX) -
3MiHN BHECEHO [0 IHCTPYKLUIT Y po3ginu:
"®apmakonorivyHi BnacTmeBocTi",
"MpoTunokasaHHA", "B3aemogia 3 iHWMU
nikapcbkMmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTs BNaMBatu Ha
LWBMAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCMOPTOM @60 iHLWIMMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs Ta fo3un",
"[iTn"(peparyBaHHs TekcTy), "MNepenosyBaHHs",
"Mo6iyHI peakui™ 3rigHo 3 iHhopmaLieto Wwoao
MeMYHOro 3aCTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (OP/IOKCUH® IHD,
PO3UunH ANs iHQy3ilA).
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiogUYHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.

TabneTtkn, BKPUTI
060/10HKOHD,
KMLLKOBOPO3UMHHI N0
250 wr; no 10
Tabnetok y 6nictepi;
nol, a6o no 2, abo
no 5, abo no 6
6nicTepiB y nauui 3
KapTOHY

"BITAMIHN"

YkpaiHa

MAT
"BITAMIHA"

Ykpaina

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLIiT 4519 MeANYHOro
3acTOCyBaHHs Ha NigcTaBi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3acToCyBaHHS NiKapCcbKoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbtat
OLiHKM 3BITYy 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHmnx
pocnigxeHb (PIP) (3MiHy y3rokeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpPraHoM) -
3MiHV BHEeCeHO A0 [HCTpYKUii Ans MeguyHoro

6e3
peuyenma

3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainis

nionsieae

UA/0337/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

"Oco6nvBoCTi 3acTocyBaHHs", "To6IYHI
peaxuii”, sk HacnigokK, BiANOBIAHI 3MiHW [0
KOpOoTKOI XapaKkTepucTUKM NikapcbKoro 3acooby,
3riHO i3 OHOB/IEHOIO IHGhOpPMALElD 3 6e3nekn
Lito40i Ta AONOMDKHUX PEYOBUH JTiKapCbKOro
3acoby.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

26.

PUUMHOBA
onA

onis no 30 mn, abo no
50 mn, a6o no 100 mn
y thnakoHax

NAT
"ly6Huhbapm"

YkpaiHa

NAT
"Nly6Hupapm”

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT AN MeAnYHOro
3acToCyBaHHSA Ha NigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX
BIANOBIAHO A0 NiaHy negiaTpuyHnx
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpPraHom) -
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEANYHOTO
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainis
"Oco61BOCTI 3acTocyBaHHA", "Cnoci6
3acTOoCyBaHHSA Ta 403Un" (YTOUHEHHS
iHchopMmawii), BigNoBigHO [0 OHOBMEHOI
iHchbopMmaLii 3 6e3nekn 3acToCyBaHHA Lito4oi
PEYOoBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs

6e3
peyenma

nionsieae

UA/8737/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePiogUYHOCTI
noAaHHs perynsipHuX 3BiTiB 3 6e3neku.
27. TENMICTA Tabnetku no 80 mr, KPKA, a.4., CnoBeHis BMPOGHMLTBO CnoseHis/ MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/13210/01/03
no 7 Tabnetok y HoBo mecTo "in bulk", Monbla 3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
6nictepi; no 2, 4 abo nepBuHHe Ta thapmakoHarnsgy. 3miHa y KopoTkili
8 bnicTepiB y BTOpPUHHE XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
KapTOHHI Kopo6Lj; no nakyBaHHs, MapKyBaHHS Ta IHCTPYKLUIT 418 MeANYHOro
10 Tabnetok y KOHTPO/b Ta 3acTOCyBaHHS Ha MigcTasi perynsipHo
6nictepi; no 3 abo 6 BMNYCK cepil: OHOB/IHOBAHOrO 3BITYy 3 6e3Mnekn NikapcbKoro
6nicTepiB y KAPTOHHIi KPKA, a.4., 3acoby, abo gocnigxeHb 3 6e3nekn
Kopobui HoBo mecTo, 3acTOCyBaHHSA Nikapcbkoro 3acoby B
CnoBeHis; nicnsipeecTpauiiiunii nepiog, abo sk pesynbtart
BUPOBHULTBO OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
"in bulk", BIANOBIAHO A0 NiaHy negiaTpuyHnx
nepBuHHe Ta pocnipxeHs (PIP) (3MiHy y3ropkeHo 3
BTOPVHHE KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) -
nakyBaHHs, 3MiHN BHECEHI A0 IHCTPYKLiTy po3ain
KOHTPONb Ta "Oco6NMBOCTI 3aCTOCYBaHHA" 3rifHO 3 JaHUMMN
BUMYCK cepil: o0 6e3neku 4itoHoi peHOBUHM.
KPKA MepiognyHICTb NOAAHHSA PErynspHo
Monbwa Cn.3 OHOB/THOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
0.0., MonbLya; Mopsaky 34iicHeHHs hapmakoHarnaay,
KOHTPO/1b 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
cepii: OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs 2006
KPKA, a.4., poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
Hoso mecTo, rocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
CnoBeHis 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[10pOB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
28. TENMICTA Tabnetku no 40 mr, KPKA, a.4., CnoseHis BUPOBHULTBO CnoseHis/ MepepeecTpavis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13210/01/02
no 7 TabneTtok y Hoso mecTo "in bulk", Monbwa 3MiHu Woao 6e3nekn/edekTMBHOCTI Ta peyenmom niosnsiecae
6nicTtepi; no 2, 4 abo nepBrHHe Ta hapmakoHarnsgy. 3mMiHa y KopoTkili
8 6nictepiB y BTOPUHHE XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapTOHHil Kopobuj; no nakyBaHHs, MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
10 TabneTok y KOHTPO/b Ta 3acTocyBaHHS Ha nigcTaBi perynsapHo
6nicTepi; no 3 abo 6 BUMYCK cepii: OHOB/OBAHOrO 3BITY 3 6e3NeKN Nikapcbkoro
6nicTepiB y KAPTOHHIi KPKA, o.4., 3acoby, abo gocnimkeHb 3 6e3nekn
KopoobLi HoBo mecTo, 3acTocyBaHHA NikapcbKoro 3acoby B
CnoBeHis; nicnspeecTpauiiinii nepiog, abo sk pesynbtart
BUPOGHNLITBO OL{iHKM 3BIiTY 3 AOCNIAKEHb, NPOBEAEHNX
"in bulk", BiANOBIAHO A0 NNaHy neaiatpuyuHmnx
nepBuHHE Ta nocnigkeHs (PIP) (3MiHy y3rofkeHo 3
BTOPVIHHE KOMMNETEHTHUM YNOBHOBAXEHWM OPraHom) -
nakyBaHHs, 3MiHV BHECEHI [0 iIHCTPYKLT y po3ain

KOHTPO/Ib Ta

"Oco6MBOCTI 3aCTOCYBaHHA" 3rifHO 3 JaHUMWU
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BMNYCK cepil: LLoA0 6e3nekun AitoUoT PEHOBUHM.
KPKA MepioAnYHICTb NOAAHHS PEryNsapHO
Monbuwa Cn.3 OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
0.0., MonbLya; Mopsaky 34iicHeHHs dhapMakoHariaay,
KOHTPO/b 3aTBEPAKEHOro HakasoM MiHicTepcTea
cepii: OXOPOHW 340POB’A YKpaiuu Bif 27 rpyaHa 2006
KPKA, o.4., poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
HoBo mecTo, tocTuuii Ykpaiin 19 rpyaHsa 2016 poky 3a Ne
CnoseHis 1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
29. TENMICTA Tabnetku no 20 mr, KPKA, a.4., CnoseHis BUPOBHULTBO CnoseHis/ MepepeecTpadisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13210/01/01
no 7 TabneTok y HoBo mecTo "in bulk", Monbwa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nionsieae
6nictepi; no 2, 4 abo nepBuHHe Ta thapmakoHarnsgy. 3miHa y KopoTkili
8 6nictepiB y BTOPUHHE XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
KapTOHHI Kopo6Lyj; no nakyBaHHs, MapKyBaHHS Ta iHCTPYKLIT 4718 MeANYHOro
10 Tabnetok y KOHTPO/b Ta 3acTocyBaHHSA Ha NigcTasi perynsapHo
6nictepi; no 3 a6o 6 BUMYCK cepil: OHOB/IOBAHOIO 3BITY 3 6e3neKkn NikapcbKoro
6nicTepiB y KapTOHHIi KPKA, g.4., 3acoby, abo gocnigkeHb 3 6esnekn
Kopoo6Li HoBo mecTo, 3acTocyBaHHS NiKapcbKoro 3acoby B
CnoseHis; nicnsipeecTpaviiHuii nepiog, abo sk pesynbtart
BMPOGHMLTBO OLLiHKV 3BIiTYy 3 AOC/ifKEHb, MPOBEAEHNX
"in bulk", BiANOBIAHO A0 MaHy negiaTpuyHnX
nepBrHHe Ta pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
BTOPUHHE KOMMNETEHTHVMM YNOBHOB&XXEHM OpPraHoM) -
nakyBaHHs, 3MiHN BHECEHI A0 iHCTPYKLiiy po3ain
KOHTPONb Ta "Oco6MBOCTI 3aCTOCYBaHHA" 3rigHO 3 aHUMU
BMNYCK cepil: 040 6e3nekun AitoUoT PEYOBUHN.
KPKA MepiognyHICTb NOAAHHSA PerynsipHo
Monbuwa Cn.3 OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
0.0., MonbLua; Mopsigky 34iicHeHHs thapmakoHarnaagy,
KOHTPO/b 3aTBEPAKEHOro HakasoM MiHicTepcTea
cepii: OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
KPKA, 4.4., poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
HoBo mecTo, tocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
CnoBeHis 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePIOSUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
30. TPUAYKTAH TabneTku, BKpUTI TOB "®apma Ykpaina TOB "®dapma YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH. 3a He UA/5030/02/01
NNiBKOBOIO Crapt" Crapt" 3MiHV Wwoao 6e3nekn/edekTMBHOCTI Ta peuenmom nionsieae

060/10HKOt0, Nno 20 wmr,
no 10 TabneTok y
6nictepi; no 3 a6o 6
6nicTepis y nauui 3

thapmakoHarnsgy. 3MiHM y KOpoTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT ANsi MeAnYHOro
3aCTOCyBaHHS
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky HHSA peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapToHy; o 30 reHepuYHUX/ribpuaHNx/6ionodibHNX fikapcbknux
Tabnetok y 6nictepi; 3aco6iB nicns BHECEHHSA TiET caMoi 3MiHM Ha
noil,2a6o3 pedhepeHTHW1 npenapaT (3MiHa He NnoTpebye
6nictepm y nauui 3 HaZaHHSA XXOAHMX HOBUX AOAATKOBUX AaHWX) -
KapToHy 3MiHV BHeCeHi [0 IHCTPYKUii y po3ain “"MobivHi
peakuii" BignoBigHo A0 iHchopmav,i
pedhepeHTHOro fikapcbKoro 3acoby
MPEAYKTAJI®; pegaryBaHHsl TEKCTY po3ainy
"®apmMakonoriyHi BnacTneocTi®.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePiogUYHOCTI
noAaHHs perynsipHuX 3BiTiB 3 6e3neku.
31. XIBEPUKC™ | niodpinizat gns nakcoCmiTKn Benuka nakcoCmiTKn Benbris MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/13048/01/01
HIBERIX™ PO3UUHY ON151 iH'EKLLIA AlH EkcnopT BpuTaHis SANH 3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
BAKUVHA ANA | no 1 aosi y donakoHi Nimiteq Bionogxikan3 thapmakoHarnsgy. 3MiH1 y KOpoTKili
APO®PINAKTUK | Nel B komnnekTi 3 C.A. XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
n PO3UYNHHUKOM Y MapKyBaHHS Ta iIHCTPYKLiT AN MeAnYHOro
3AXBOPHOBAH nonepeaHbLo 3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM AaHUMU 3

b, 3BYAHNKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TAMNY B

HanoBHEHOMY LNpuL
Nel Ta AgBomMa
ronkamu; no 1 gosiy
dhnakoHax Nel100 y
KOMM/EKTi 3
PO3YMHHUKOM Y
amnynax Ne 100

SIKOCTi, AOK/IHIYHMMMU, KNIHIYHUMKW JaHUMK Ta
JaHuMu 3 hapMakoHarnagy - 3MiHu BHeceHo
[0 IHCTPYKUIT A48 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"MpoTmnokasaHHA", "OcobnnBOCTI
3acTocyBaHHs", "HecymicHicTb" BignoBigHO Ao
MarepianiB peecTpaLiHoro 40Chbe.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3neku BigNOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOoKamu, 3a3Ha4eHUMN Y NepiognYHOCTI
NnoJaHHs perynsipHux 3BiTiB 3 6e3neku.
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B.o. HayasibHUKA YnpaBiHHA (hapmaueBTUYHOI AiSNbHOCTI Ta
AKOCTI chapMmaLeBTUUHOI NPOAYKLii H.B. lN'yyan



NEPENIK
NIKAPCbKUX 3ACOBIB (MEQNYHUX IMYHOBIONONYHNX NPENAPATIB), LLOAO AKUX BYN BHECEHI 3MIHN A0 PEECTPALINHUX MATEPIA/IB, AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
01.10.2018 Ne 1770

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjitiHo2
3acoby yrnakoskKa) 0 MoCBIOYEHHs
1. 5- KOHUeHTpaT ons EBEBE ®apma ABCTpis NOBHUIA LMK ABcTpis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |l Tuny 3a UA/6058/01/01
DTOPYPALMN po3unHy ans iHgysiid, 50 | Mec.m.6.X. Hdpr. BMpO6GHMUTBA: HimeyunHa - 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
"EBEBE" mr/m; no 5 mn (250 mr) Kr. EBEBE dapma KOHTelHep/3aKynoptoBasbHWi 3aci6. 3MiHa po3mipy
a6o no 10 mn (500 mr) B Fec.m.6.X. Hdr. yNakoBKM rOTOBOrO JiKapCbKOro 3acoby (3MiHa macu/o6'emy
amnyni; no 5 amnyn'y Kr., ABCTpis; BMIiCTy KOHTeliHepa 6araTofj030BOro CTepu/IbHOro
KapTOHHI kopo6uj; no 5 KOHTpO/b/ nikapcbKoro 3acoby (abo 0gHO[030BOr0, YaCTKOBOrO
mn (250 mr), a6o no 10 BUNPOBYBaHHSA BMKOPUCTaHHSA) Ta 6araTto030BOro Nikapcbkoro 3acoby
mn (500 mr), abo no 20 cepil: 6i0N0rYHOro/iMyHO/IOMNYHOTO NOXOMKEHHS ANs
M (1000 wmr), abo no M napeHTepasibHOro 3aCTOCYBaHHs) BBEAEHHS A0AATKOBOI
100 mn (5000 mr) y Mikpobionoriwec ynakoBku no 100 mn (5000 mr) y dprakoHi; no 1 donakoHy B
chnakoHi; no 1 conakoHy Mptochnabop Kopob6Lii, 6e3 3MiHM NEPBMHHOIO NakyBasIbHOro Matepiasy, 3
B KOpPOO6L M6X, ABCTpis; BiAMOBIAHMMM 3MiHaMK Y p. «YNaKkoBka». BBefeHHs 3MiH
KOHTpONb/ NPOTArom 6-TW MiCALIB MiCNa 3aTBEPKEHHS
BUNPOBYBaHHSA
cepii:
Na6op N+ C AT,
HimeuunHa
2. | ABACTUH® KOHUEHTpaT ans ®.XohpmaHH- LLiBeiiLapis BUPOGHMLTBO HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/16665/01/01
pO3unHy ANs iHQysil, Na Pow NtA Hepo3cacoBaHo| LLsenuapis/ 3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
100 mr/4 mn no 4 mn npoaykKuii, CLA hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHNX
(100 mr) a6o 16 mn (400 nepBuHHE [aHux nNpo cuctemy hapmakoHarnsagy (BBefeHHs
Mr) y donakoHi; no 1 nakyBaHHs, y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
h/1aKoHY B KapTOHHii BTOpWHHE yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iNCHEHHS
KopooLi nakyBaHHs, hapMakoHarnagy; KOHTakTHoOI ocobu 3 chapmakoHarnsagy
BMNPOBYyBaHHSA 3asBHVIKa AN 34iiCHEHHSA thapmakoHarnsgy B Ykpaii,

KOHTPO/TIO AKOCTi:
Pow [iarHocTuke
'm6X, HimeuunHa;
BVPOGHMLTBO
Hepo3dacoBaHoT
npoAyKuii,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJTO SIKOCTI
Ta BUMyCK cepii:
@.XodhdpmaHH-/151

SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-caiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0co6Wu, BiAnoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy B Ykpaini: NponoHosaHa pegakuis — oy,
TeTsHa tOpiiBHa. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT
ocobwu, BignoBifanbHOI 3a 34iliCHEHHsT hapMakoHarnsay
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

Pouw JITa,
LBeiiuapis;
BVPOGHULTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHE
nakyBaHHs:
J[DKeHeHTeK IHK.,
CLUA; [XeHeHTek
IHK., CLUA;
BMNPOOYBaHHSA
KOHTPO/IIO SKOCTI:
®. XohbdpmaHH-/15
Pow Jlta,
LBeliuapis; PoLwu
dapma Arl,
HimeuunHa

AALETPUC®

MOPOLLIOK ANs
KOHLieHTpaty An1s
pO34uHy A5 iHgysili no
50 wr; 1 chsiakoH 3
MOPOLLKOM Y KapTOHHIl
KopoobLi

Takepna Papma
AIC

NaHis

Brpo6HMuTBO
Hepo3dacoBaHoi
npoayKuii,
nepBuHHA
ynakoBska:
BCN
dapmacbioTikan3
C.N.A., ITanis;
M'ep ®abp
MegvkameHT
MpoaakLuH,
PpaHuis;
BTOPWHHA
ynakoBka, A03BiN
Ha BUMYCK cepii:
Lendapm Hosapa
C.p.n., Itanis;
Takena ABCTpis
'M6X, ABCTpISi;
KOHTPO/b AKOCTI
cepit:
KosaHc
Na6opaTopi3
NimiTen, Benvka
BpuTtaHis

ITanis/
dpaHuin/
ABcTpis/

Benuka
BputaHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasnis: 3MiHu | Tuny
- AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW Jlikapcbkoro 3acoby -
3aTBepaxeHo: AQLEETPUC, 3anponoHoBaHo:
AJUETPUNC®. BBegeHHs1 3MiH MpoTAroM 6-Tu MicAuUiB nicas
3aTBEPAKEHHS.

3a
peyerimom

UA/13286/01/01

AKAP/,

TabneTkn
KMLLKOBOPO34WHHI, N0 75
mr, no 10 TabneTok y
6nictepi; no 3 abo no 5
6nicTepiB B KAPTOHHiIl
Kopobui; no 20 TabneTok

dapmaueBTUYHU
11 3aBof
"MOJIbGAPMA"
C.A.

Monba

dapmanleBTUUHNI
3aBOf,
"MONIbOAPMA"
C.A.

MonbLa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - NoAaHHS OHOBNEHOTO cepTudikaTa
BignosigHoCTi €Bponelickbkiin hapmakonei Ne R1-CEP 2001-
210-Rev 05 gnsa gitoyoi pevosuHu Acetylsalicylic acid Big
BXe 3aTBepKeHOro BUpobHMKa 3i 3MiHOI0 agpecu
BMPO6HUKa A®PI; 3miHK | TMNY - BUYYEHHS BUPOGHMYOT

6e3
peyenma

UA/5687/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
y bnictepax, no 5 AinbHULI (BKAOYatoum AinbHuUi ana A®l, npomikHoro
6nicTepiB B KAPTOHHiIl NpoAyKTY abo roToBOro NiKapcbkoro 3acoby, AinbHUL o1
Kopoo6ui NpoBefieHHs NaKyBaHHA, BUPOOHYKa, Bi4NOBIAaIbHOIO 3a
BWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPO/IHO cepii) abo
nocravasibH1Ka BUXigHOro marepiasny, peareHty abo
[OMNOMDKHOT PEYOBUHY - BUNYy4YeHHs BUpo6Huka APl Rhodia
Operations SAS 40, ®paHuis; BUTy4YeHHS BUpoGHMKa AdI
Pharmaceutical Works «Polpharma» S.A., MNonbwa
5. | AKAPA Tabnetku dapmauleBTUYHN Monblwa PapmauleBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 6e3 UA/5687/01/02
KMLUKOBOPO34MHHI, N0 1 3aBOf, 3aBOf, 3MiHM | TUNY - NOAAHHS OHOB/IEHOTO cepTudikara peyenma
150 mr, no 10 TabneTok "MOJIbGAPMA" "MONb®APMA" BignoBigHOCTI EBponelickkiit hapmakonei Ne R1-CEP 2001-
y 6nicTepi; no 3 a6o no C.A. C.A. 210-Rev 05 ans gitouoi pevosuHu Acetylsalicylic acid Big,
5 6nicTepiB B KAPTOHHIi B)XE 3aTBEpXEeHOro BUPOOHMKa 3i 3MiHOK agpecun
Kopobui; no 20 TabneTok BMpO6HUKa ADI; 3MiHW | TUNY - BUTYYEHHS BUPOGHMYOT
y bnictepax, no 5 AiNbHULI (BKAOYatoum AinbHuUi ana A®l, npomikHoro
6nicTepiB B KAPTOHHIl npoaykTy abo roToBOro ikapcbKoro 3acoby, AiNbHULI Ans
KopoobLi npoBefeHHA NakyBaHHS, BUPO6HMKa, BiANoBiAaIbHOIO 3a
BWMNYCK Cepiii, MicLie NPOBEAEHHS KOHTPOSIIO cepii) abo
nocTavasibHvKa BUXIiAHOro MaTepiasy, peareHTy abo
[0NOMDKHOT PeYOBUHU - BUTyYeHHs1 BUpoOHUka APl Rhodia
Operations SAS 40, ®paHuis; BUIy4YeHHS BUpo6HMKa AdI
Pharmaceutical Works «Polpharma» S.A., Monbwa
6. | AJIMI®OPT Kancynu no 250 mr no AnsoreH IMNKo Tokcembypr IHTac IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/13978/01/01
10 kancyn y 6nictepi, no C.ap.n. dapmacbloTikanic 3MiHK | TUNy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peuyenmom
10 6nicTepiB y Nimiten hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX
KapTOHHiA KopooLi [aHux nNpo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iACHEHHS
chapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsgy
3asBHVKa AN 34iicCHeHH:A hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAKOUMN KOHTaKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
MacTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaNbHOI 3a
3[jicHeHHs dhapmakoHarnisay: MponoHoBaHa pefakuis —
CopiHa Jfliana Mato/Sorina Liana Paiu, MD. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U. 3MiHa
MicLLe3HaxoMmKEHHST MacTep-chainy. 3miHa
MiCLle3HaxX0pKeHHs BNPOBaAXEHHS OCHOBHOT AiANIbHOCTI 3
dhapmakoHarnsgy
7. | ANOE eKCTpaKT pigknin ans TOB "®3 Ykpaina TOB "3 YKpaina BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny 3a UA/3220/01/01
EKCTPAKT iH'ekyjii no 1 mn B "BIODAPMA" "BIO®APMA" - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AiNbHUL peuyenmom

amnyni; no 5 amnyn y
6nicTepi; no 2 6nictepn
B nauLi 3 KapToHy

(Brntovaroun ginbHuLi 4na A®l, npoMixXHOro NpoaykTy abo
roTOBOrO Nikapcbkoro 3acoby, AifbHWLi 419 NPOBEAEHHS
nakyBaHHs, BUpOGHYKa, Bi4NOBiAaNbHOro 3a BUMYCK Cepi,
MicLie NpoBeAeHHS KOHTPO/IIO cepil) abo nocTadvasibHuKa
BUXiQHOTO MaTepiasty, peareHTy abo fOoMNoMiXXHOI pe4oBUHU
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
(AKWwo 3a3HayveHo y focbe). CynyTHSA 3MiHa - 3MiHU 3 SKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
yMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
ynakoBKN NEBHOr0 PO3Mipy) - BunyyeHHA BUPOBHNYOI
AinbHuui MpAT "Biocbapma, YkpaiHa. Y 38'A3ky 3
NPUNMHEHHAM BUPOOHMLTBA /TiKapPCbKOro 3acoby Ha
BMPOGHUUIN AinbHUUi MpAT "Biodhapma”, YkpaiHa,
BU/TyHalOTbCA YNaKOBKK fikapcbKoro 3acoby (no 1 mn B
amnynax Ne 10 pa3om 3 iHCTPYKUI€E 41 MeAnyHOro
3aCTOCYyBaHHSA Ta ANCKOM PiXyYMM KepamiyHUM ansi
BiAKPUTTA aMnyn y naudi), ki BUpo6NsSAnCh Ha L
BUPOGHUYI AiTbHUL.
8. | AMo4AuNIH Tabnetku, no 5 mr, nNo "HOHIK IHais FOHiK IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/15752/01/01
€BPO 10 TabneToK y KOHTYpHIli | ®PapmMacbloTukan PapmacboTUKa TEeXHiYHa MOMUSIKA B TEKCTI MapKyBaHHA y p. "/likapcbka peyenmom
YapyHKOBIli ynakoBLji 3 Na6opaTopiz" Na6opaTopi3 chopma Ta KiNbKiCTb OAUHULb B YNakoBLi", a came B
/TIOMIHIEBOT hOsbIN (BipfineHHs (BipaineHHs dipmun KifIbKOCTi [1i040i peyoBMHM Ha BTOPYWHHIl ynakoBLi no 5 mr
(cTpmni), no 2 a6o 3 chipmm "Ox. B. "Ox. B. Kemikan3 Ne 30 (10x3) y cTpunax
cTpuna y kopobui 3 Kemikans eHg, eHa
nakyBasIbHOrO KapToHY dapmMacbloTuKas dapmacbloTukans
3 /Itg.") Nt
9. | AHAOPOXE/b reflb 4151 30BHiLLHBLOr0 BeseH Xenckea Benbris BeseH Benbris BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu |l Tuny 3a UA/5301/01/01
3acTocyBaHHs, 0,01 /1 r CA MeHbloghekuypiHr - 3MiHM Wwoa0 6e3nekn/edekTUBHOCTI Ta hapMakoHariagy. peuenmom
no 5ry fo3sosaHomy Benmpxiym CA BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB BuAaadi

nakeTtuky, no 30
NakeTVKiB y KAPTOHHIl
Kopoo6ui

peecTpaLiiHoro NocBiA4YeHHs, Bkovatouy Mnax
ynpaB/iiHHA pU3nKamMm (3aCToCyBaHHS 3MiH(1), Ski(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
[0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCs CyTTeBa
OLliHKa KOMMETEHTHUM opraHom) BrkoHaHHS 3060B'A3aHb
BifNOBIAHO [0 NMiANYHKTY 2.3 NyHKTY 2 fgopatky 15 ao
MopsiaKy NpoBefeHHsA ekcnepTn3n peecTpaiiHux
marepianis Ha nikapcbki 3acobu, WO NoAalnTbCs Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKcnepTu3y MaTepianis Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NPOTAroM Aji peectpaviiiHoro
NnocBifYeHHs, 3aTBepakeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).
3MiHn |l TUny - 3MiHK LWoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb
Ta YMOB Bufauvi peectpauiiHoro noceif4eHHs, BK/THOHa0UM
MnaH ynpaBniHHA pu3vkamn (3acTocyBaHHs 3MiH(1), AKi(a)
BMMaralTb(€) NOAATbLIOTO 06IPYHTYBaHHS HOBMM
[0AaTKOBUM AaHVMW, L0 MaloTb HajaBaTucs
KOMMETEHTHVM OpraHOM, OCKiflbk BUMaraeTbCcs CyTTEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) BukoHaHHs 3060B's3aHb
BignoBigHO Ao nianyHkTy 1.13 nyHkTy 1 aopatky 15 go
MopsiaKy NpoBeAEeHHS eKCNepTM3n peecTpaliiHnX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
marepianiB Ha nikapcbki 3aco6u, WO NoAaTbCs Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKkcnepTn3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
nocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).
10. | AHTUKATAPA MOPOLLIOK ANsi CninbHe YkpaiHa Ankana ®apma, IcnaHis BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 6e3 UA/7810/01/01
n OpasbHOro pPo3ynHy, no YKpaiHCbKO- C.J. 3MiHU | TUNY - NoAaHHSA OHOB/IEHOTO cepTudikaTa peyenma
10 nakeTukiB 3 icnaHcbke BiAnoBiAHOCTI €Bponelicbkili hapmakonei Ne R1-CEP 2009-
MOPOLLKOM Yy mavui 3 niaNpMEMCTBO 286-Rev 00 a4ns Aito4oi peyoBrHY Bif BXe 3aTBEPAXEHOr0
KapToHy "Cnepko BMpOo6HUKa 3i 3MiHOI0 re-test nepioay (3aTBepakeHo: 36
Ykpaina" MicsiLiB, 3anponoHoBaHoO: 60 MicsaLiB)
11. | APUDOH® TabneTku, BKpUTI ne ®paHuin Na6opaTtopii PpaHuis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | TUNYy 3a UA/0521/01/01
NNiBKOBOK 060/I0HKOHO, NNABOPATYAP Ceps'e IHoacTpi - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
no 2,5 mr, no 30 CEPBE afipecy MicLA NPOBaKEHHS Ais/IbHOCTI
Tabnetok y 6nictepi; no BVPOGHMKa/iMnopTepa roToBoro ikapcbKoro 3acoby,
1 6nicTepy y Kopobui BK/IIOYA0UM AiNbHULI BUMYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili) - 3MiHa
agpecu BupobHuka M3, 6e3 3mMiHn Micus BUpobHMLUTBA.
BBefeHHs 3MiH NpoTarom 6-T1 MicAuiB nicns
3aTBepKEHHS. 3MiHN | Tuny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnagy (iHLwi 3MiHK) -
3MiHM BHECEHI B iHCTPYKL,it0 A58 MeANYHOro 3acTOCyBaHHS
NiKapCbKoro 3acoby LL0A0 HaliMeHyBaHHA Ta
MiCLIe3HaxopKeHHs NpeACTaBHUKa 3asiBHVKA B YKpaiHi.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPMKEHHS.
12. | APIC MOPOLLOK A1 PO3UNHY CaH IHAis CaH IHAis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3a UA/12235/01/01
08 iHdpysiii no 500 wr; dapmacbloTuKan dapmacbloTuKas 3MiHK |l TUnNy - 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
1 chnakoH 3 NOPOLLKOM B IHoacTpi3 IHoacTpi3 Nlimitepq, thapmakoHarnsay. BHeceHHsi abo 3miHa(u) fo 3060B'A3aHb
Kopoo6ULi Nimiten Ta YMOB Bufaui peectpauiiHoro noceif4eHHs, BK/THOHa0UM
MnaH ynpaeniHHA pyu3nkamu (3aCTOCyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBMM
[04aTKOBMM AaHVUMW, L0 MaloTb HajasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs CyTTEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BignosigHo Ao nianyHkty 1.13 nyHkty 1 fogatky 15 Ao
MopsaKy NPoBefEeHHA ekcnepTu3n peecTpauiiHux
marepianiB Ha nikapcbki 3acobu, Lo NoaaTbCs Ha
OepXxaBHy peecTpaLiio (nepepeecTpayito), a Takox
eKcrnepTn3n MaTepiasiiB MPO BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasiiB NPOTAroM Aji peectpaviiHoro
noceifgyeHHs, 3aTBeppkeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
13. | APIC NOPOLLOK AN PO3UNHY CaH IHAis CaH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/12235/01/02
Ans iHgysiino 1r; 1 PapmacboTuKan PapmacboTUKan 3MiHK |l TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
hNakoH 3 MOPOLLIKOM B IHOacTpi3 IHgacTpis Jliviteq, papmakoHarnsigy. BHeceHHs1 a6o 3MiHa(1) 40 3060B'13aHb
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

Kopoo6ui

NimiTen

Ta yMOB BMAaui peeCcTpaLiiiHOro noceig4YeHHs, BKoYanym
MnaH ynpasniHHA pyu3ukamu (3aCTOCyBaHHs 3MiH(1), Aki(a)
BMMaralTb(€) NOAA/ILLLOTO 0OIPYHTYBaHHSA HOBUMM
[0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbK BUMaraeTbCs CyTTeBa
OLliHK& KOMMETEHTHUM OpraHoMm) - BUkoHaHHA 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 fogatky 15 o
MopsaKy NpoBefeHHA ekcnepTu3n peecTpauiiHux
marepianis Ha nikapcbki 3acobu, LWo NoAalnTbCs Ha
[epxaBHy peecTpauiio (nepepeecTpadiio), a Takox
eKcrnepTu3y MaTepianis NPo BHECEHHS 3MiH A0
peecTpaliiiHix MaTepianiB NpoTArom Aii peecTpawiiHoro
nocBigyYeHHs, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

14.

APTULLOK-
ACTPA®APM

Kancynu no 100 wmr, no
10 kancyn y 6nictepi; no
3 abo 6 bnictepiB y
KOpo6Li 3 KapTOHY

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiaslis: 3MiHY LL0A0
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy. BHeceHHst abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
noceigyYeHHs, BkNtoYarouy Mnax ynpasniHHSA pyu3nkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€) NoAasIbLIOro
06r'pyHTYBaHHSI HOBUMW A0AATKOBMM JaHUMMU, LLO MAKOThb
HafaBaTnCs KOMMETEHTHUM OpraHOM, OCKifIbKM
BUMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHom);
BMKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NigNyHKTY 1.13
nyHkTy 1 goaatky 15 fo MNopsaky NpoBefeHHsA ekcrnepTusn
peecTpauiiHux MaTepiasiiB Ha fikapcbki 3aco6u, Lo
noAaloTbCs Ha fiepXXaBHy peecTpauito (nepepeecTpadito), a
TakoX eKcnepTusn matepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
NnocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/6960/01/01

15.

APTPOKON

renb, 25 mr/rno45r B
Ty6i; no 1 Ty6i B
KapTOHHI Kopoo6Li

YOPA[,
MEAVLIMH
NIMITEL

Benuka
BpuTaHis

K.O. C/NIABIA
®APM C.P.J.

PymyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHU | TUNY - 3MiHK A0 IHCTPYKLiT ANna Megu4Horo
3aCTOCYBaHHS LWOA0 KaTeropii BigMyCcKy Nikapcbkoro 3acody
3ri4HO 3 OHOBJ/IEHOO iH(OpMaLiElo WoAo 6e3neku Aitoyoi
peyoBmHM, 3anponoHoBaHo - "3a peuentomM”

3a
peyenmom

UA/14118/01/01

16.

ATMA®

Tabnetku no 12
TabneTtok y 6nictepi; no
1 abo 2, abo 3, abo 4
6nicTepn B KAPTOHHIN
ynakoBLi

Pixapg BitTHep
Al

ABCTpIst

Pixapg BittHep Al

ABCTpist

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis:
3MiHY | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHUX
[JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefieHHs
y3araslbHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOI 0C06U, BiNOBIAAIbHOT 3a 3iICHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocobu 3 hapmakoHarnsagy
3asBHUKa 151 34iiCHEHHSA hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAa/IbHOI 32 3[iICHEHHST hapmakoHarnsay
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLLEHHI
macTep-chaiina cuctemun chapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOI 0CO6MU, BifgnoBigaIbHOI 3a 3/iiCHEHHS

6e3
peyenma

UA/8301/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
thapmakoHarnsgy: MponoHosaHa pefakuis — George
Nicolas. 3miHa KOHTaKkTHUX faHuX YNOBHOBaXeHOT 0cobu,
BiNOBiAabHOT 3a 34iiCHEHHA hapmakoHarnsgy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6U. 3MiHa NPOBaAXXeHHS
OCHOBHOT AjsifIbHOCTI 3 hapmakoHarnsgy ta 36epiraHHsa
macTep-gaiiny
17. | ADNYBIH® Kpem 1 %, no 2 r B Ty6i, TOB "OMETA YkpaiHa BMPOGHMLITBO 3a Benebrisi/ BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 6e3 UA/13113/01/01
MEHUMKNOBIP | no 1 Ty6i y KapTOHHilA PAPMA NOBHUM LMK/IOM: HimeuunHa 3MiHK | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenma
TOHYBA/JIbHU Kopoo6ui YKPAIHA" MemxeHikc hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
" Benentokc HB, JaHunx npo cuctemy dpapmakoHarnsgy (BBefeHHs
Benbris; y3araslbHeHUxX faHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
BVMPOGHMLTBO YMOBHOB&XeHOT 0CO6M, BifNOBIAaNIbHOT 3a 34iACHEHHS
nikapcbKkoro chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3acoby, nepBuHHe 3asiBHUKA 151 3AiACHEHHSA hapMakoHarnsgy B YkpaiHi,
nakyBaHHs, SKLLO BOHA BigMiHHA Bif yNOBHOBaXKEHOI 0cobw,
BTOpWHHE BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
nakyBaHHs, (BK/KOUAKOUM KOHTaKTHI aHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
KOHTPO/b AKOCTI: macTtep-caiina cuctemu hapmakoHarnagy) - 3miHa
HoBapTic ®apma yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
MpoaykuioHc thapmakoHarnsgy: MponoHoBaHa pejakLis — George
'm6X, HimeyunHa Nicolas. 3miHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT 0Co6M,
BiAMNOBIAa/IbHOI 3a 34ilicHEHHs hapmakoHarnsagy. 3miHa
KOHTaKTHUX laHNX KOHTaKTHOI 0cobu
18. | AUMKNOBIP KpucTaniuyHWin NOpoLLIOK letepo Apar3 IHAjs letepo [par3 IHAjs BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny - UA/13373/01/01
(cybeTaHuis) y Nimiten Nimiten - 3MiHu 3 sKocTi. A®l. Bupo6HMUTBO (iHLWi 3MiHKM) - MogaHHs
noABiHMX OHOB/IEHOTO MacTep-haiina Ha AP 3rifHO NOTOYHKX
nonieTuIeHoBmx perynsaTopHuX BUMOT 3 BiANOBIAHUMY 3MiHAMU [0
nakeTtax gns crneuudikauii Ta MeTofiB KOHTpoN0: BBeaeHo
hapmaLeBTUYHOIO iaeHTugikauito metogom X-ray diffraction Ph. Eur. 2.9.33
3aCTOCYBaHHA pogatkoBo go Infrared absorption spectrophotometry;
Ha3By nokasHuka «JumeTniamiH» 3MiHeHO Ha «BmicT
AvMenamiHy MeToAoM ioHHOI Xxpomartorpadii», HopMyBaHHS
Ta MeToAuKa BU3HaYeHHs 3anuwmnncs 6e3 3miH; Hassy
nokasHuka «KinbkicHe BU3Ha4YeHHs» 3amiHeHO Ha «KifibkKicHe
BU3HAYEHHS NOTEHLOMETPUYHUM TUTPYBaHHSAM, B
nepepaxyHok Ha 6e3BOAHY peyoBUHY», HOPMYyBaHHS Ta
MeToAVKa BU3HAYEHHS 3a/IMnnncs 6e3 3MiH; fo4aTKOBO
6Yy/10 YTOYHEHO NOCU/IAaHHA Ha MeTo/, BUNPOOYBaHHS
HopmyBaHHS 3a Nnoka3HUKOM «BbakTepianibHi eHAO0TOKCUHW»
npvBefeHo Y BignoBigHicTb A0 BuMor EP ) BunyyeHo 3i
crneundikauii nokasHuka sikocTi «MikpobionoriyHa ymcTota»
19. BAKTPUM® cycneHsis gns ®.XohchbmaHH- LLIseliyapis BUPOGHMLTBO dpaHuia/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/6569/01/01
nepopasnbHoro Na Pow N1a Hepo3dracoBaHoT LLBeiuapis 3MiHY | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peuyenmom
3acTocyBsaHHs, 200 NPOAYKUii, hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHUX
Mr/40 mr no 100 mn nakyBaHHS, [JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefieHHs
cycneHsii y donakoHi, no BUMNPOBYBaHHA y3araslbHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
1 donakoHy B KOMMIEKTI KOHTPO/IIO SIKOCTI: YNOBHOBaXXEHOI 0C06U, BiNOBIAAIbHOT 3a 3[iCHEHHS
3 MipHOK JTOXKKOK B CeHekci CAC, dhapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarasgy
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

KapTOHHIM navui

®paHuia, PpaHuis;
BMNYCK cepil:
®. XothbdpmaHH-/15
Pouw JITa,
LLiBeiiuapis

3aaBHVKa AN 34iiCHEHH:A hapmakoHarnsgy B Ykpaii,
SAKLLO BOHa BigMiHHA Bif yNOBHOBaXKeHOI ocobu,
BiNOBIgabHOI 3a 34iiCHEHHS hapmakoHarnsgy

(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHI

MacTep-aiina cucremu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0cO6M, BiANOBIfAbHOT 3a 3AiiCHEHHS
thapmakoHarnsgy B Ykpaini: NponoHoBaHa pegakuis — oy,
TeTsaHa HOpiiBHA. 3MiHA KOHTAKTHUX faHUX KOHTaKTHOT
0co6u, BigNoBifaNbHOI 3a 34iiCHEHHA hapMakoHarIsay

20.

BEMAHTEH®
nnroc

cnpeii HaLKipHWIA,
po3umH no 30 mny
donakoHi 3
posnpuckyBayem Ta
NIaCTUKOBO KPULLIKOIO;
no 1 donakoHy B
KapTOHHI Kopoo6Li

Baiiep
KoHcblomep Kep
Al

LLiBefiuapis

NixTeHxenbaT
v6X
dapmavoiiTie
dabpik

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHU | TUNy - 3MiHa Yy MeToAax BUNPOGYBaHHSA rOTOBOrO
nNiKapcbKoro 3acoby - 3MiHW B METOAAX KOHTPO/IH0 FOTOBOrO
NiKapCbKOro 3acoby: - yTOYHEHHS 3a nokasHukoM «KinbkicHe
BU3HAYEHHA XN10pPrekcuavHy Ta NnpoAykTiB po3nagy
(aerpagauii)», y 38’A3Ky 3 OHOBMIEHHSAM MOHorpadii EP ans
A®| xyioprekcuanHy AUMIIOKOHATY Ta BUTyYEHHS po3giny «4
— XJI0paHiniH»; - 3a NokasHUkoM «MBY», y 38’A3Ky 3
OHoBieHHAM EP n.5.1.4. Ta 3rigHo meToauk 2.6.12 1a 2.6.13
EP; 3miHu | TUNY - 3miHa napameTpiB cneuyvdikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - 3MiHW [0
cneuudikaLyii roToBOro Nikapcbkoro 3acoby: - 3a
nokasHukoMm «Jomilkn» (MpoaykTy aerpagadii»), y 3B’a3ky
3 NpUBEAEHHAM Y BiANOBIAHICTL A0 MoHorpadii EP nns Adl
X/TOPrekcuanHy OUrIIOKOHaTY, a came: neperiMeHyBaHHs
nokasHuka 3 «lMpumecn» Ha «MNpoayKTbl Aerpagaunmn»;
3MiHa Ha3BW JOMILLOK, 6€3 3MiHU KPUTEPIiB NPUAHATHOCTI; Ta
BW/TYYEHHS AOMILLKN «4-xnopdieHniMoyeBrHa (OTH. K
XJIOpreKCcUanHa AUITIOKOHATY); - 3a NOKa3HUKOM «MBY»
BHECEHO He3HauHi pefaKLiiiHi 3MiHW; 3MiHK | TUMY - 3MiHK,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii ®Y abo Esponelicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei fepxasu €C -
npuseaeHHs cneundikauii BXigHOro KOHTpono Ad|y
BiAgnoBigHicTb Ao MoHorpadii «Chlorhexidiny digluconate
solution» 3a NOKa3HUKOM «CynyTHI AOMILLKM»

6e3
peuyenma

UA/7805/02/01

21.

BET®EP®-1B

niodpinisat g4nsa po3unHy
ONns iH'ekuin no 0,3 mr
(9600000 MO) 5
dnakoHiB 3
niodpinizatom y
KomnnekTi 3 5 amnynamu
PO34YMHHKKA NO

2 Mn (HaTpito xnopua,
po3uuH 0,54%) y
6nicTepi; no 2 6nictepn
y nauuj

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3arasibHEHNX
AaHux nNpo cuctemy hapmakoHarnsgy (BBeAeHHs
y3ara/lbHeHUX JaHnx npo cuctemy dpapmakoHarnsagy, 3mMiHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNIbHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKa 15 34iiCHEHHA hapmakoHarnsgy B YkpaiHi,
SKLLO BOHa BigMiHHA Bif yNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-chaiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0c0obu, BifNoBiAanNbHOI 3a 34iNCHEHHS

3a
peyerimom

UA/13962/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
chapmakoHarnsgy. 3aresepgkeHo: Typok B auecnas
B suecnaBoBuy. 3anponoHoBaHo: urac [iaHa
OnekcaHApiBHa. 3MiHa KOHTAKTHUX AaHWNX YNIOBHOBAXEHOT
0cobW, BignoBiganbHOI 3a 34iiCHEHHST ddapMakoHarnsay
22. BIOLEPY/IH® pO34uH ANs iH'ekuiid, 100 TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/0763/01/01
Mmr/go3y y donakoHax Ne "BIOPAPMA MNA3MA", 3MiHK | TURy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
5 a6o B amnynax Ne 5 NNA3MA" YkpaiHa hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHNX
a6o Ne 10 (BUPOGHMLTBO, [aHux npo cuctemy hapmakoHarnsgy (BBefeHHs
nepBuHHE Ta y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
BTOpWHHE YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
nakyBaHHS, BUNYCK chapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsgy
cepili; BTOPUHHE 3asBHVIKa AN 34iiCHEHH:A hapmakoHarnsgy B Ykpaii,
nakyBaHHs, BUMYyCK SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
cepii) BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu chapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOT 3a 34iACHEHHS
thapmakoHarnagy: MponoHosaHa pegakuis — Aurac [liaHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
ocobu, BignoBiganbLHOI 3a 3AiliCHEHHs1 hapMakoHarnsay
23. | BI®OH® CKIH PO34MH HaLLKIpHWA 1 %, [Jepwadcapm Al HimeuunHa mi6e MmeX HimeuunHa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis: 6e3 UA/13616/01/01
no 15 mn a6o 35 mn ApuHaiimiTTens 3MiHM | TUny - 3MiHa napameTpiB cneyudikayin Ta/abo peyenma
PO34MHY Y th/1aKoHi- [0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby - BUMYyHYEHHS
KpanesibHuuj; no 1 3i cneumdikaL,ii roToBOro sikapcbkoro 3acoby Ha BUMMYCK Ta
h1aKoHy Y KapTOHHIiA TepMiH 36epiraHHsa nokasHvika Jomiwka B (bideHin-4-in)
nadui; no 25 mny deHin metnn -1-H-imigason), ska € N06i4YHMM NPOLYKTOM
dnakoHi-cnpei 3 cuHTe3y A®I GidhoHazosy; 3miHM | TUNY - 3MiHa Y MeTodax
fosatopom; no 1 BUMNPOOYBaHHA rOTOBOTO NiKaPCbLKOro 3acoby - He3HauHi
chnakoHy y KapTOHHIl 3MiHU [0 3aTBEPLKEHOr0 MeToAy BUNPoOyBaHHS 3a
nauu nokasHukom «CynpoBigHi Aomilkn» (EP 2.2.29) (yTO4HeHHs
yacy yTpumyBaHHA BiAnoBigHUX MikiB AP| Ta [OMILLIOK,
[ofaHo chopMy/iM po3paxyHKy AOMILLOK Ta TUMOBI
XpomaTtorpamu)
24. BOHBIBA® pO34uH ANs iH'eKUilA no 3 ®.XohpmaHH- LLiBefiuapis BVPOGHMLTBO HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5164/02/01
Mr/3 Ma, no 3 MmN Na Pow it Hepo3dhacoBaHo! 3MiHK | TRy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
PO34MHY B NonepeAHbLO NPoAYKLi, thapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHeHNX
HanoBHEHOMY LINpUL; nepBuHHe [JaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
no 1 nonepegHb0 naxyBaHHs: y3arasibHeHUX faHnx npo cuctemy hapmakoHarnsgy, smiHa

HanoBHEHOMY LUNpULLY B
KomnnekTi 3 1
CTEPU/IBHOIO FO/IKOHO
0151 iH'EKUI NOMiLLeHo
B NnjiacTMacoBWuii
KOHTelHep B KapTOHHii
Kopoo6ui

BeTTep ®apma-
®epTuryHr MrmoX i
Ko. KT,
HimeyuunHa;
BTOpWHHE
nakyBaHHs1,
BUNPOOGYBaHHS
KOHTPOJIH SIKOCTI,
BUMNYCK cepil: Pow
[fiarHocTmke M'vbX,

YMOBHOBaXXEHOT 0COOM, BifnoBigaIbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3as1BHUKA AN15 34iiCHEHHA thapMakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy
(BK/TIOYAIOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
mMacTep-haiina cuctemm papmakoHarnsgy) - 3miHa
KOHTaKTHOI 0co6Wu, BignoBifasibHOI 3a 34iACHEHHS
thapmakoHarnsgy B Ykpaini: NMponoHosaHa pegakis — ou,
TeTsaHa KOpiiBHA. 3MiHA KOHTAKTHUX faHUX KOHTaKTHOT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
HimeuyumHa 0co6W, BignoBiganbHOI 3a 34iiCHEHHST dhapMakoHarnsay
25. BOHAPOHAT® | KOHUeHTpaT Ans ®.XohpmaHH- LLiBeiiuapis Pow [diarHocTuke HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/5557/01/01
pO3unHy Ans iHdysili, 6 Na Pow NtA M6X 3MiHY | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
Mr/6 M no 6 mn hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHNX
KOHUeTpaty y donakoHi 3i [aHux npo cuctemy hapmakoHarnsagy (BBefeHHs
ckna; no 1 chnakony y y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
KapTOHHI Kopoo6Li YMOBHOBaXXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
chapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsgy
3asBHVIKa AN 34iiCHEHH:A hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/TIOHAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0co6Wu, BiAnoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy B Ykpaini: NponoHosaHa pegakuis — oy,
TeTsHa tOpiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu, BignoBiganbLHOI 3a 3AiliCHEHHs1 hapMakoHarnsay
26. | BOPTE3OMIB- MOPOLLIOK ANs Mictpan Kenitan Benvka CiHgaH ®apma PymyHis BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis: 3a UA/15234/01/01
BICTA NPUIOTYBaHHSA PO3YnHY MeHeKMeHT BpuTaHis C.P.N 3MiHY | TUMy - 3MiHa BUPOGHKKA BUXiAHOTO/MPOMIXHOrO peyenmom
ANs iH ek no 3,5 wr; 1 Nimiten NpoAyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
h1akoH 3 MOPOLLUKOM Y npoteci Adl, abo 3miHa BUpoOHuKa (BKovaroun, ae
KapTOHHI KopooLi HeobxiAHO, MicLe NPoBeAEHHS KOHTPOJIH SKOCTi) ADI —
3amiHa BUPOGHMKA NPOMIXXHOrO NPOAYKTY - BUPOOHULTBO
OCHOBHOrO MPOMIKHOIO NPOAYKTY TpudpTopaueTarty 6yno
nepeHeceHo B Chongging Taihao Pharmaceutical Co., Ltd,
niapo3ain Polymed Therapeutics Inc., 3anponoHosaHwuii
BMPOGHWK HANTEXUTb [0 Ti€T )X camoi BUPOOGHMYOI rpynu, Lo
i 3aTBEepKEHUIA; 3MiHK | TURY - 3MiHa y NapamMeTpax
cneumdikadin Ta/abo fonycTMMUX MEX, BUSHAUYEHUX Y
crneungikauiax Ha A®Il, abo BUXIZHWIA/MPOMIDKHUI
npoAayKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y Npoueci
BMpo6HULTBa APl — fONOBHEHHA cneuudikauii HoBUM
MOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M BMNPOGYBaHHS
- y cneyyndoikauito A®| 6yn10 BKIHOYEHO BU3HAYEHHS
3a/IMLLKOBOT KifIbKOCTi OpraHiyH1X po34nMHHUKIB. JoaaHi
BiANOBIAHI MeToAM BUNPOBYBaHHSA
27. BPOHXO BEAA | cupon no 100 mny €Bpo Naiidkep Benuka MAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNYy 6e3 UA/5141/01/01
nnoc thnakoHax; no 1 nrp, BpuTtaHis "Ximchapmsasos, - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NlikapcbKOro 3acoby - peyenma
NakoHy 3 MipHUM "UepBoHa 3ipka" 3MiHa Ha3BM roTOBOrO JliKapCbKOro 3acoby. 3aTBepaKeHo:
KOBMA4KOM Y KapTOHHil "BPOHXOME/" 3anponoHosaHo: "6POHXO BEJA MJ/ItOC"
Kopoo6ui
28. | BYCTPUKC™ CyCneHsist gNns iH'eKuiin nakcoCwmitKnsai Benwvka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/15071/01/01
nonio no 1 posi (0,5 mn/po3y), H EkcnopTt BpuTaHis Bionogxikan3 C.A. 3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA APl a6o peuenmom
KOMBIHOBAH no 1 gosi y nonepegHbo Nimiten BUXIAHOIO MaTepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
A BAKUVHA HanoBHEHOMY LUNPULL; BVIKOPVCTOBYETbLCS Y NPOLECi BUPOGHMLTBA AD| -
Anda no 1 nonepeaHLo npuBeAeHHsA MaTepiasiiB 4OCbE Y BiANOBIAHICTb A0
NMPO®DITAKTUK | HanoBHeHOMY LINpULy Y NpaxkTUYHOI NpoLeaypy KOHTPOsIO sikocTi ADL: nepernsg,
N ONDTEPII, KOMMNEKTI 3 ABOMA OHOBJIEHHS Ta Y3roMKEHHsA aHaNiTUYHKUX MeToaiB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
MPABLS, ronKkamu B BM3HAYEHHS BMICTy aHTUreHy Bipycy noniomienity Tuny 1, 2
KALUJTHIOKY nNacTUKoBOMy Ta 3 MeTofoM ELISA, BU3Ha4YeHHSA akTUBHOCTI Bipycy
(ALUENONAPH KOHTelHepi; no 1 noniomienity Tvny 1, 2 Ta 3 metogom ELISA Ta
i KOHTEWHepY y KapTOHHIl iaeHTudikauis Bipycy noniomienity Tuny 1, 2 ta 3 meTogom
KOMIMOHEHT) Kopooui ELISA; 3miHuK | TUNY - 3MiHa y MeTofax BUNPO6YBaHHS
TA roTOBOrO NiKapCbKOro 3acoby - NpuBeAEHHS MaTepiasiis
noniomMienity [OCbE Y BiANOBIAHICTb A0 NPAKTUYHOT MPOLEeAypy KOHTPOTH0
(IHAKTUBOBA SAAKOCTi rOTOBOrO NikapcbKoro 3acoby: neperns, OHOBIEHHS
HA) Ta Y3rofpKEHHA aHaNiTUYHUX METOAiB BU3HAYEHHS
(AACOPBOBA aKTMBHOCTI Bipycy nosiomienity tuny 1, 2 Ta 3 metogom
HA, 3I ELISA Ta igeHTudikauia Bipycy noniomienity Tuny 1, 2 1a 3
SMEHLLEHUM meTodom ELISA
BMICTOM
AHTUIEHIB)
29. BATIUNH- Kpem BariHanbHWin 2 % TosapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3a UA/1712/01/01
340POB'A no 20 r y Ty6i; no 1 Ty6i o6MexeHo 06MexeHot 3MiHM | TUNY - NOAAHHA HOBOTO cepTudikaTy BifgnoBigHOCTI peyenmom
3 3 annikaTtopamu BignoBiganbHicT BiANOBIf&/IbHICTIO €Bponelicbkiit hapmakonei R1-CEP 2009-398-Rev 01 Big,
BariHa/IbHUMK y 10 "GapmaueBTnyHa HOBOrO BMPOGHUKA AjiH040i pevyoBMHM KNiHAaMILMHY docdarT,
KapTOHHI KopooLi "®apmaueBTUYH KOMMNaHis AK HacNigoK, NpMBeAeHHs cneuudikawii Ta MeToAjiB BXiAHOro
a KoMnaHis "3popos'a” KOHTPOJO SIKOCTI Ail040T PeYOBMHU 38 NOKa3HUKaMu
"3p0pos'a” «CynpoBigHi AOMILLKN» Ta «3a/IMLIKOBI KiJIbKOCTi OpraHiuHmx

PO34YMHHVKIB» Y BiAMOBIAHICTb 4O HOPMATUBHOT
[OKyMeHTaUiT BUPOBHMKA; CYNyTHSA 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/pearexT, Lwo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuytea Ad|
- 3MiHa y meTogax BunpobyBaHHs Ad| abo BrXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y NpoLieci BUPO6HMLTBA ADI; 3MiHN |
TWMy - NOAAHHA OHOBJ/IEHOrO cepTudiikaTy BiAMOBIAHOCTI
€Bponelicbkili hapmakonei Bif 3aTBEPAKEHOTO BUPOGHYMKA
Ai040T peyoBVHY KNiHAAaMILUHY dhocdart, B 3B'A3Ky 3
YTOUYHEHHSIM HaliMeHYBaHHA Ta MiCLle3HaXOKEHHS
BUpPOGHMKa (BUPOOHMYA Ai/IbHULA Ta BCi BUPOOHMYI onepauii
3a/IMLIAKTLCSA HE3MIHHUMK), MPUBEAEHHS crieumdikalii Ta
MeTOZIB BXiJHOro KOHTPO/I0 AKOCTI Ait040i Pe4OBUHM 3a
NOKa3HNKOM «3aJ/ILLIKOBI KifIbKOCTi OpraHiyHnx
PO3UYMHHWKIB» Y BIAMNOBIAHICTb 40 HOPMATUBHOT
[OKyMeHTauii BUpo6Huka (3anponoHoBaHo: R1-CEP 2003-
060-Rev 04); cynyTHA 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHW/NMPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMpo6HMLTBa AP - 3MiHa Y MeTofax BUNpobyBaHHSa AdI
abo BMXigHOro MaTepiany/npomikHOro NpPoAyKTy/peareHTy,
LLLO BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa ADI; 3MiHNM |
TUMy - NpuBEAEHHSA cneundikauii Ta MeTogiB BXifgHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
KOHTposto skocTi A®I kniHaamiumHy drocdat fo Bumor
€Bponelicbkoi hapmakonei Ta AdY; cynyTHA 3MmiHa: 3MiHa Y
mMeTofdax BunpobysaHHs A®| abo BUXigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuuTBa AD|
30. | BAKCIrpun/ CyCneHsis gns iH'ekujin CaHodpi MacTep ®paHuis NOBHWIA LKA ®paHuisa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a UA/16356/01/01
VAXIGRIP no 0,25 mny C.A. BMPOGHMLITBA, 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA A®l abo peyenmom
cnniT- nonepegHsL0 KOHTPO/b SIKOCTI, BUXIAHOIO MaTepiany/npoMiXKHOro NpoAyKTy/peareHTy, Lo
BAKUVHA O/1A1 | 3anoBHeHOMYy LUMpUL; BTOPVHHE BVIKOPVCTOBYETLCS Y NpoLeci BUPO6HMLTBA AD| (iHLLI 3MiHK
MPO®INAKTUK | no 1 nonepefHbo nakyBaHHs1, BUMYCK y MeTogax BunpobyBaHHs (BK/IOYakoum 3amiHy abo
nremny 3anoBHEHOMY LUNpULY 3 cepii: CaHodi [0MoBHEHHS) AD| a60 BUXIAHOTO/NPOMIXXHOIO NPOAYKTY);
IHAKTUBOBAH | npuKpinieHo roskow y MacTep, ®paHuis; 3MiHM | TMNy - 3MiHK BUNPObyBaHb abo AONYCTUMUX MEX Y
A PIOKA KapTOHHI Kopo6uj; no BTOpWHHE npoueci BupobHuuTBa A®I, L0 BCTAHOB/EHI Y
0,5 mn y nonepesHbL0 nakyBaHHS: cneumdikauisx - fofaBaHHS MeTOAY KOHTPO/IO B NPoLECi
3aMoBHEHOMY LLUMPUL; CAHO®I BMPOGHMLITBA: BUMIpIOBaHHA pH, BUKOHaHOro Ha eTtani 18
no 1 nonepegHsL0 BIHTPOI npouecy BUpOGHMLTBA JTiKapCbKOi PEYOBWHW; 3MiHU | Tvny -
3anoBHeHOMY LWnpuuy 3 IHOACTPIA, 3MiHM BUNpobyBaHb abo JOMyCTUMMUX MEX Y NpoLeci
MPUKPINIEHOIO FONKOI0 Y PpaHLin BMPO6HMLTBa API, L0 BCTAHOB/EHI y cneuudikavisx -

KapTOHHI KopooLi

JofaBaHHsA MeToAy KOHTPO/IO B NpoLeci BUPOOHMLTBA:
BU3HAYEHHS 3arasibHOro BMiCTy a30Ty, BUKOHAHOrO Ha eTani
15 npouecy BUpOGHMLTBA /TiKapCbKOi PEYOBUHM; 3MiHK |
MMy - 3MiHW BUMPOGyBaHb abo AONYyCTUMMUX MEX Y MPOLECI
BMpo6HULUTBa A®PI, L0 BCTAHOB/EHI Y cneuudikauisx -
[0faBaHHA METOAY KOHTPO/IO B MPOLLECi BUPOOHMLTBA:
BU3HAYEHHS 3ara/lbHOro BMiCTy a30Ty, BUKOHAHOro Ha eTtani
18 npouecy BUMPOGHULITBA NIKAPCHKOT PEYOBUHU; 3MiHK |
TMny - 3MiHa y napameTpax cneuudikauin Ta/abo
[ONYCTUMKX MEX, BUSHAUYeHWX y crieumdikalisx Ha Adl,
a60 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYHOTbCS Y npoueci BUpobHuuTBa A®| - 3BYXKEHHSA
OONyCTUMUX MEX, BU3Ha4YeHnX y creumdikalisx:
3acTOCyBaHHS BUCOKOOUULLLEHOT BOAM abo BOAM ANs iH'EKLIA
[0[aTKOBO [0 BOAM OUULLEHOT; 3MiHW | TUNY - 3MiHK
BMNpo6yBaHb abo JOMYCTVMMX MeX Y NpoLieci BUPO6GHMLTBA
A®I, L0 BCTAHOB/EHI Yy cneuudikauisx - AofaBaHHsA
KOHTPOJII0 3a MOKa3HNKOM Appearance B NpOoLLeCi
BMPOGHMLITBA MOHOB&/IEHTHOrO HEPO3chacoBaHOro
npenapary; 3miHu | Tuny - 3MiHK BUNpobyBaHb abo
[OMNyCTUMMX MEX Y npoLeci BUpobHuuTea Adl, o
BCTaHOBJIEHI y cneuudikalisx - foAaBaHHSA KOHTposio pH B
npoLieci BUPOGHULITBA MOHOBAJIEHTHOTO Hepo3dhacoBaHoOro
npenapary; 3MiHu | Tuny - 3miHa y meTogax BunpobyBaHHs
A®| abo BMXigHOro Matepiany/npoMixXHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMpO6HULTBa API - fOoAaBaHHA KpUTEPITB BaNiAHOCTI ANA
meToay Infections Titer on Eggs Ha eTani po6ounx
MaTOYHMX MOCIBHUX Cepild; 3MiHK | TUNY - 3MiHa y MeToaax
BuNpobyBaHHA APl abo BMXiAHOTO MaTepiasly/npoMiKHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs

NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMpo6GHULUTBa API - fofaBaHHA KpUTEpIiB BanigHOCTI Ans
BunpobyeaHHA Each Independent Assay Ha eTani
MOHOB&JIEHTHOTO NPOAYKTY; 3MiHW | TUNY - 3MiHW B
3aTBepXeHOMY NPOTOKOI BUNPOBYBaHHA CTabiNbHOCTI A1A
Ait040T peyvoBUHM; 3MiHK | TUNY - 3MiHK BUNPOBYyBaHb abo
[ONyCTUMKX MEX, BCTAHOB/IEHMX Y creumdpikayisx, nig vac
BMPOGHMLITBA FOTOBOrO /liKapCbKOro 3acoby - AoAaBaHHs
nokasHuka Osmolaliy B npoueci KOHTPO0 NpY BUPOBHULTBI
Hepo3chacosaHoro npenaparty Final Bulk Product; 3miHu |
TMNYy - 3MiHU BUNPO6YBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig vyac BMpo6bHULTBa
roTOBOrO /1iKapCbKOro 3acoby - AoAaBaHHA NoKasHMKa
KoHTponto Haemagglutinin Antigen content B npoueci
BMPOBOHULTBA KiHLEBOro Hepo3dacoBaHOro npenapary;
3MiHW | TURy - 3MiHW BUNPobyBaHb abo AONYCTUMMX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig yac BMpobHULTBa
roTOBOro NikapCbKOro 3acoby - foAaBaHHS NoKasHMKa
KoHTposto Container Closure Integrity Test B npoueci
BMpOGHMLTBA roToBoro npenaparty Filled Product; 3MiHu |
TMny - 3MiHa NnapameTpiB cneyudikaliii Ta/abo AonycTuMmx
MeX rOTOBOrO NliKapCbKOro 3acoby - fofaBaHHS NOKa3HUKa
Ratio Total protein/ Haemagglutinin Antigen npu
BMNPOGYBaHHI Ha eTani KiHLEeBOro Hepo3dacoBaHOro
npoaykty Final Bulk Product; 3miHu | Tuny - 3miHa y meTogax
BMNPOBYBaHHS roTOBOTO NikapCcbKoro 3acoby - fofaBaHHSA
KpuTepiiB BaNigHOCTI 418 BU3HAYEHHS BMICTY OBa/IbOYMiHY
Ha eTarni KiHLeBOro Hepo3dgacoBaHoro npenapary; 3miHu |
TUNy - 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro
NikapcbKoro 3acoby - AoAaBaHHA KpUTepiiB BaNigHOCTI Ans
BunpobyBaHHA Each Independent Assay Ha eTani rotoBoro
npenapary; 3MiHu | TUny - 3MiHa NnapameTpiB cneumdikawii
Ta/abo fonycTUMUX MeX NEPBUHHOT YNakoBKW rOTOBOTO
nikapcbKoro 3acoby - AofaBaHHsA fo creumdikayii gns
yLinbHIOBaYa NopLHA Wwnpuua sunpobysaHHsA Endotoxin
test; 3miHM | TMNY - 3MiHa NapameTpiB cneuudikauiii Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
NiKapcbKoro 3acoby - BUIyYeHHs 3i cneumdikauii ons
yulinbHIOBaYa NopLUHA Wwnpuua sunpobysaHHsA Bacterial and
fungal sterilit; 3miHM | TUNY - 3MiHa y TepMiHaxX NPUAATHOCTI
ab0 ymoBax 36epiraHHsA roToBOro JlikapcbKoro 3acooy -
3MiHV B 3aTBEP)KEHOMY NMPOTOKO/I BUNPOBYBaHHSA
cTabiNbHOCTI 415 TOTOBOrO J1iKapCbKOro 3acoby; 3MiHu |
MYy - 3MiHW BUNPOGYBaHb abo A0NyCTUMUX MeX Y NpoLeci
BMpO6HMLTBA API, LLIO BCTAHOB/EHI y cneuudikavisx -
[opasaHHA nokasHuka Endotoxins content B npoueci
KOHTPOJT0 NPY BUPOBGHMLITBI MOHOB&UTEHTHOIO

Hepo3dglacoBaHOro npenapary; 3MiHu Il Tuny - 3miHa y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

MeToAax BunpobysaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro nNpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea API (cyTTesa
3MiHa y 6ios1oriyHOMY/iMyHOOrIYHOMY/iMYHOXIMIYHOMY
MeTozi BUNpobyBaHHs abo MeTogj, y sKoMy
BUKOPWCTOBYETLCA BGi0NOriYHNIA peareHT ans 6ionorivHoro
A®I, abo horo 3amiHa) - OHOB/IEHHSI aHaNITUYHOTO MeToay
BMNpo6yBaHHA Haemagglutination Inhibition titer ans
NiATBEPMAXEHHS HASIBHOCTI Ta TUMY WTaMy aHTureHy FA Ha
eTanax rofIoBHOI MaTo4YHOI cepii, NOCIBHOI cepil Ta
MOHOB&J/IEHTHOI Hepo3chacoBaHOi cepil: 3MiHa KpuTepiiB
BaUNifHOCTI Ta akLenToBaHWX KpUTepiiB; 3mMiHu Il TUny - 3MiHK
B npotieci BUpo6HuuTBa Ad| (3MiHa CTOCYETHCS aKTUBHOI
peyoBUHM 6i0NOrYHOro/iIMyHOMOMNYHOr0 NOXO4KEHHS a60
BMKOPUCTaHHS XiMiyHUX APl y BUPOBGHMLTBI NikapCbKoro
3aco6y 6i0/10ri4HOro/iMyHOONYHOIO NOXOMAXKEHHS, SKa
MOXe MaTu 3HaYHUIi BNIMB Ha SKiCTb, 6e3neky Ta
ehekTUBHICTb NikapcbKoro 3acoby, i He CTOCYETbCA
NPOTOKOAY) - A0fAABaHHS KPUTUUHMX NapameTpis Ta
KOpeKLis onepauiiiHux aianas3oHiB 418 3apeecTpoBaHmX
KPUTUYHMX NapameTpiB Aitoyol pevoBuHK; 3miHu Il Tuny -
3MiHM y Mpoueci BUPOOHMLTBA FOTOBOrO MiKapCbKOro
3aco0by, BKIOYAUN NPOMDKHUI MPOAYKT, L0
3aCTOCOBYETLCA NPU BUPOGHULITBI FOTOBOrO NiKapCbKoro
3aco0y - fofaBaHHA KPUTUYHKX NapaMeTpiB Ta Kopekuis
onepavifiHnx gianas3oHiB 415 3apeeCTPOBaHNX KPUTUHHUX
napameTpiB rOTOBOr0 NiKapCbKoro 3acoby; 3miHu Il Tuny -
3MiHM y Mpoueci BUPOOHMLTBA FOTOBOrO MiKapCbKOro
3aco0by, BK1OYAUN NPOMDKHUI MPOAYKT, L0
3aCTOCOBYETLCA NMPU BUPOGHULITBI FOTOBOrO NiKapCbKoro
3acoby - onvc B peecTpauiiHomy haiini pyTUHHOrO
HaA/IMLLKY BMICTY @HTUreHy reMarfitoTuHiHy, Lo
3aCTOCOBYETLCA 415 NPUTOTyBaHHS BakuuHu: Amount of
overage: 15-25%

UA/13371/01/01

31.

BAJICAPTAH

nopoLUokK (cybeTaHuis) y
noABINHNX
nonieTNeHoBUx
nakeTtax gns
hapMaLeBTUYHOTO
3acToCyBaHHSA

eTepo N1a63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu || Tuny
- 3MiHK 3 AKocTi. APl. BUpo6HWULTBO (iHLLi 3MiHW) -
oHoB/ieHHs DMF Ha cy6CTaHLito, MprYBeAEeHHS
3acTocyBaHHs cybcTaHLii 4o BUMOr dhapmakoneit, 3miHa
TepMiHy npugaTtHocTi. 3aTBepgxeHo: AP-00, August 2012,
A5 BUPOOHULTBA HECTEPUIIBHUX NiKAPCbKNX hopM, TepMiH
npuaaTHocTi -2 pokn. 3anponoHosaHo: AP (EM) 16
February, 2018, gns dhapMaLeBTUYHOIO 3aCTOCYBaHHS,
Mepiof NEPEeKOHTPOO - 4 POKK

32.

BANbUNT®

TabneTtku, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 450 mr no 60
TabneTtok y nnsAwui; no 1
NAALWLI Y KAPTOHHIi

®.XohpmaHH-
Na Pow Nt

LLiBeiiuapis

BUPOGHMLTBO
Hepo3dg)acoBaHol
npoaykuir,
nepBuHHe
nakyBaHHs:

KaHnapa/
LLisenuapis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHEHNX
[aHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
y3araJibHeHUX AaHnx npo cuctemMy hapmakoHarnsgy, smiHa

3a
peyenmom

UA/14688/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
ynakoBLi MaTeoH IHK., YMOBHOB&XeHOT 0cobu, BiANOBIAaNbHOT 3a 34iACHEHHS
KaHapa; BTOpuHHE chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
nakyBaHHs: 3as1BHUKA AN19 34iiCHEHHA thapMakoHarnsay B YkpaiHi,
®.XothbdpmaHH-/15 SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
Pow /1T, BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay
LBeliuapis; (BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI
BMNPOOYBaHHSA MacTep-caiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTPO/I0 AKOCTI: KOHTaKTHOI 0cobWu, BiAnoBifasibHOI 3a 34iACHEHHS
Pow dapma AT, thapmakoHarnsgy B Ykpaini: NMponoHosaHa pegakis — [ou,
HimeyuunHa; TeTsHa tOpiiBHa. 3MiHa KOHTAKTHMUX JAaHUX KOHTaKTHOT
BMNYCK cepil: ocobu, BignoBifanbHOI 3a 3ailicHeHHsT hapMakoHarnsay
®. XothbdpmaHH-/15
Pouw JITa,
LLiBeiiuapis
33. BIAOPA MIKPO | Tabnetku, BKpUTI EkcenTic Xencke IcnaHis Nab6opaTtopioc IcnaHis BHECEHHS 3MiH A0 peecTpayiiHux martepianis: 3MiHu | Tuny 3a UA/13405/01/01
NAiBKOBOK 060I0HKOLO, C.n. NeoH dapma, C.A. - 3miHM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarisay. peyenmom
3,0 mr/0,02 mr no 28 3MiHW Y KOPOTKiil XapakTepuCTuLi Nikapcbkoro 3acoby,
Tabnetok B 6nicTepi (21 TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
Tabnetka poXxeBoro 3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
KOMbOpy Ta 7 Tabnetok nikapcbkyx 3acobiB Nicns BHECEHHS TiET caMol 3MiHW Ha
6i/10r0 Kosbopy); no 1 pedoepeHTHUIA npenapart (3MiHa He NoTpebye HafgaHHsA
abo 3 6nictepn B XKOAHUX HOBUX J0AATKOBUX AaHMX) 3MiHW BHECEHI f0
KapTOHHIA KopooLi IHCTPYKLi y po3ain "Moka3aHHA"; a TakoX y po3ainu:
"B3aemogis 3 iHWMMK flikapCbkMMm 3acobamu Ta iHLWi BUAN
B3aemogiit", "3actocyBaHHs y nepiog, BariTHOCTi abo
rofyBaHHs rpyaaro”, Mo6idHi peakuii™ 3rigHo 3 iHhopmadieto
LLI0A0 MEAMYHOIO 3aCTOCYBaHHA peddepeHTHOro NikapcbKoro
3acoby ([xas, TabneTkn, BKpUTI 060/10HKOK). YTOUHEHO
Ha3By hapmakoTepaneBTUYHOI rpynu BiANOBIgHO [0
Knacudikatopa cpapm.rpyn i kogis ATX BOOS3.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
34. BIHOPE/IbBIH KOHLEeHTparT ans MicTtpan Kenitan Benuka AkTasBic ITanis ITania/ BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 3a UA/14709/01/01
- BICTA po3uuHy Ans iHgysiii, 10 MeHeKMeHT BpuTaHis C.n.A., ltanis; PymyHis 3MiHM | TUNY - 3MiHa y napameTpax cneuudikaui Ta/abo peyenmom
mr/mn, no 1 mn (10 mr), Nimiten CiHgaH ®apma LONyCTUMMX MEX, BU3HAUEHUX Y creundikaLisax Ha Adl,
5 mn (50 mr) y dpnakoHi; C.P.J1., PymyHis abo BUXiAHWA/NPOMKHUIA NpoAyKT/peareHT, wWwo
no 1 dpnakoHy B nayui BVIKOPMCTOBYHOTbCS Y npoueci BupobHuutea A®I - ans
KapTOHHIl BMpo6HUuKa A®| BiHOpenbbiHa TapTpart Jiangsu Hansoh
Pharmaceutical Group Co., Ltd., China Big6yBa€eTbcs 3MiHa
3a NOKa3HUKOM «ONTNYHe 0b6epTaHH:A»; 3MiHK | TUny - 3MiHa
BUPOBHMKA BUXIAHOTO/NPOMIXHOr0O NPoAyKTy/peareHTy, LWo
BMKOPVCTOBYHOTbCA Y BUpOOHNYOMY npoueci APl, abo 3miHa
BMPOGHMKa (BKtOYatoun, e HeobxifHo, MicLe NpoBeeHHs
KOHTPOO SIKOCTi) ADI - y BUpo6HMKa APl BiHOpenb6iHa
TapTparty Jiangsu Hansoh Pharmaceutical Group Co., Ltd.,
China BigbyBaeTbcA 3MiHa BUPOOHUKA BUXiZAHOTO NPOAYKTY
BiH6/1ACTUHY cynbdhaty
35. BIHNOLUETUH- Tabnetkn no 5 mr, no 10 MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiiux martepianis: 3MiHu Il Tuny 3a UA/2576/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

OAPHMLA

TabneToK y KOHTYpHii
YapyHKOBIli ynakoBLij; no
3 ab0 no 5 KOHTYpHUX
YapyHKOBUX YNakoBOK B
nauui

"®apmaueBTUUH
a thipma
"fapHuus”

"®apmMaueBTNYHa
thipma "dapHnus”

- 3miHM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarisay.
BHeceHHs abo 3miHa(u) 40 30608B'A3aHb Ta YMOB BUgadi
peecTpauiiiHoro NocBigYeHHs1, BKAYatoum MNnax
ynpaB/iHHA pu3nKamn (3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) NoganbLIoro 06rpyHTyBaHHA HOBUMU
[0AAaTKOBUM JaHUMK, WO MatoTb HafasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs CyTTeEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHs 3060B'A3aHb
BiANOBIAHO A0 NignyHKTY 1.13 NyHKTY 1, NignyHKTy 2.3
nyHKTY 2 gogatky 15 o Mopsaky NpoBeAeHHs ekcnepTusm
peecTpauiiiHux MaTepiasiiB Ha flikapcbki 3aco6u, Lo
noAaloTbCs Ha AepXaBHY peecTpauito (nepepeecTtpadito), a
TakoX eKkcrnepTv3v maTepiasis NPO BHECEHHS 3MiH A0
peecTpauiiiHux MmaTepiasiiB NPOTAroM Aji peectpaviiHoro
noceifgyeHHs, 3aTBepkeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

peyerimom

36.

BOJ/IbTAPEH®
EMYNbrenb

emynbrenb ans
30BHILUHLOTO
3acTocyBaHHa 1 % no
20, abo no 50 r, abo no
100 r y Ty6i; no 1 Ty6i B
KapTOHHI KopooLi

Hosapric
KoHcblomep
Xenc CA

LLiBeiiuapis

Hosaprtic ®apma
MpoaykuioHe
m6X, HimeuunHa,;
Hosapric
KoHcblomep Xesic
CA, Weeliyapis

Himeyunna/
LLsenuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHKM | TUNY — 3MiHa Ha3BW Ta agpecy BnacHuKa macTep-
thaiina Ha A®| auknodpeHaky gieTunamidy, a Takox 3miHa
Ha3BY BUPOBHMYOT AiNbHULI, L0 06YMOB/IEHO 06’€HAHHSAM
KOMMaHiii; BUpobHMYa AiNbHULA Ta yCi BUPO6HMYI onepadii
3a/IMLIAKTHLCSA HE3MIHHVMMU; 3MiHW | TUMY - 3MiHa po3Mipy
cepil (Bovaroumn gianasoHun) APl abo NpoMiKHOro
NPOAYKTY, SKWI1 3aCTOCOBYETLCSA Y MPOLLECi BUPOGHMLTBA
A®| (3MeHLEeHHS 0b6cAry BUpo6HMuTBa A0 10 pasiB) —
3MEeHLUEHHS1 06’'eMyY cepii NPOMDKHOro NPoAyKTy
HeouUVLLLEHOTO ANKNOthEeHaKY HaTpIto, KW 3aCTOCOBYETLCS
y npoueci Bupo6HuuTBa A®|, po3mip cepii gvknodeHaky
AieTmnamiy 3a/MwaeTbca He3MiHHUM. 3anponoHOBaHO:
O6’em cepii NPOMDKHOTO NPOAYKTY — HEOUULLEHOTO
AviknodpeHaky HaTpito 1345 kr + 20 % a6o 910 kr + 20 %;
3MiHuM | TUNY — peecTpalis 404aTKOBOro BUPOGHMKA,
MPOMIXXHOIO NPOAYKTY IHAOMIHONY, L0 BUKOPUCTOBYETLCS Y
BMPO6HMYOMY npoueci ADI 40 BXe 3aTBEpAKEHUX
BMPOGHUKIB 3 MeTOK cTabinizaLii noctayaHHs

6e3
peuyenma

UA/1811/01/01

37.

BOJIbTAPEH®
DOPTE

emynbrenb gns
30BHILLHLOTO
3acTocyBaHHs 2,32 %
no 50 r a6o 100 r B Ty6i;
no 1 Ty6i y KapTOHHIiA
KopoobLi

HosaprTic
KoHcblomep
Xenc CA

LLiBefuapis

HosaprTic
KoHcblomep Xersc
CA

LLBeiuapis

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis:
3MiHK | TUNY — 3MiHa Ha3BW Ta agpecu BnacHuka mactep-
(haiina Ha A®| anknodheHaky gieTunamidy, a Takox 3miHa
Ha3BW BUPOGHMYOT AiNbHUL, L0 06YMOB/IEHO 06’€AHAaHHAM
KOMMaHiii; BUpobHMYa AinbHULA Ta yCci BUPOGHUYI onepadii
3a1MWATLCA HE3MIHHUMU; 3MiHU | TRy - 3MiHa Po3Mipy
cepii (BrItovatoumn gianasoHu) A®l abo npomMixHoro
NPOAYKTY, KNI 3aCTOCOBYETLCA Y NPOLLECi BUPOGHMLTBA
A®I (3MeHLLEHHS 06cAry BUpobHuLTBa 0 10 pasis) —
3MEHLLEHHS 06’eMy cepii MPOMIKHOro NPoAyKTy
HEeOUMLLEHOTro AnKNoheHaky HaTpito, SIKNIA 3aCTOCOBYETLCA
y npoveci BupobHuutea A®l, po3mip cepii AvknogeHaky
AieTnnamiHy 3anmwaeTbcsl He3MiHHUMM. 3anpPonoOHOBAHO:

6e3
peyenma

UA/1811/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
O6’em cepii NPOMIKHOTO MPOAYKTY — HEOUULLEHOTO
anknodeHaky HaTpito 1345 kr £ 20 % a60 910 kr + 20 %;
3MiHM | TUNY — peecTpavis 4oAaTKOBOro BUPOBHYKa,
NMPOMDKHOIO NPOAYKTY iHAOMIHONY, L0 BUKOPUCTOBYETHLCS Y
BMpOBGHUYOMY npoueci APl 10 BXe 3aTBEPLKEHUX
BMPOGHMKIB 3 METO cTabinizawii noctayaHHs
38. FEKCOPAN® NbOASHUKK MO 4 TOB "[)XOHCOH i YkpaiHa FOHiK IHgis BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 6e3 UA/2173/01/01
NOPCENT 3I NbOASHUKX B CTPUYNI; NO LbKOHCOH dapmacbioTuKas 3MiHU | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS peuyenma:
CMAKOM 2,3 abo 4 ctpunn y Ykpaina" NabopaTopis y BiANOBiAHICTb A0 MoHorpadii AdY abo €Bponeincbkoi Ne 1, 8, 12,
ANENbCUHA KapTOHHI Kopobui; no 8 (BippineHHs cipmm thapmakonei, abo iHLOi HaLioHa/IbHOI dhapmakonel 16, 24, 3a
NbOASHUKIB y 6RicTepi; "Ix. b. Kemikan3s nepxasun €C (3MiHa y cneuudikalisix, nos'a3aHa 3i 3aMiHaMn | peyernmom:
no 2 abo 3 6nictepu y eHg B 1®Y, abo EBponelicbkiin hapmakonei, abo iHLui Ne 100
KapTOHHI kopobui; no 1 dapmacbloTrKans HaujioHanbHili hapmakonei gepxasu €C); 3MmiHM | Tuny -
NbOASHWUKY Y NAiBL; NO nro") nogaHHsa Hosoro CEP Ne RO-CEP 2014-346-Rev 00 gns
1 NboASHUKY B NAiBL; A®I Bif BXe 3aTBEPLKEHOTO BUPOOHMKA
no 100 nboAsHuKIB Y
nnisui y 6aHui 3
nonietunexHTepedTanar
y
39. FEKCOPAN® NbOASAHNKK MO 4 TOB "[I>XOHCOH i YkpaiHa FOHiK IHAjs BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/2174/01/01
NOPCENT 3I NbOASAHUKN B CTPWNI; MO JKOHCOoH PapmacboTuKasl 3MiHM | TUMY - 3MiHKU, NOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS peyenma:
CMAKOM 2,3 ab6o 4 ctpunn y YkpaiHa" NabopaTopi3 Y BignNoBigHICTb A0 MoHorpadii AdY abo €BponeiicbKoi Ne 1, 8, 12,
NMMOHA KapTOHHI Kopo6ui; no 8 (BipfineHHs dipmun thapmakonei, abo iHLWOT HalioHaIbHOT thapmakonel 16, 24; 3a
NbOASAHUKIB Y B6nicTepi; "Ox. B. Kemikan3 Aepxasu E€C (3miHa y cneuudikavisix, NnoB'A3aHa 3i 3MiHamu | peyenmom:
no 2 abo 3 6nictepn y eHa B 1®Y, abo E€Bponelicbkiin hapmakonei, abo iHLuii Ne 100
KapTOHHI Kopobui; no 1 $apmacbloTnkans HaujioHasnbHIli hapmakonei gepxasu €C); 3MiHM | Tuny -
NbOASAHUKY Y NAIBL; MO nrp) nofaHHa Hoeoro CEP Ne RO-CEP 2014-346-Rev 00 gns
1 NboASAHWNKY B NNiBLL; A®I| Big BXe 3aTBEpPIKEHOTO BUPOGHMKA
no 100 NboAsAHNKIB Y
nnisui y 6aHuj 3
nosnietunexHTepedTanar
y
40. | TEKCOPAN® NbOAAHWVKN MO 4 TOB "[KOHCOH i YkpaiHa FOHiK IHais BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 6e3 UA/10278/01/01
NOPCENT 31 NbOAAHUKN B CTPWNI; NO [>XoHCcoH PapmacboTuKasl 3MiHU | TUNY - 3MiHKX, NOB'A3aHi 3 HEOOXIAHICTIO MPMBEAEHHS peyenma:
CMAKOM 2,3 abo 4 cTpunn y YkpaiHa" NabopaTopi3 Y BignoBigHICTb A0 MoHorpadii AdY abo €BponeiicbKoi Ne 1, 8, 12,
MEALY TA KapTOHHI kopoo6Li; no 8 (BiggineHHs dipmmn chapmakonei, abo iHLWOT HalioHasTbHOT thapmakonei 16, 24; 3a
NMOHA NbOASAHUKIB Y BnicTepi; "Ix. b. Kemikan3 nepxasun €C (3MiHa y cneuudikauisix, nos'a3aHa 3i 3aMiHaMu | peyernmom:
no 2 a6o 3 6nictepu y eHf B I®Y, abo Esponelicbkili hapmakonei, abo iHLLii Ne 100
KapTOHHIN kopoobui; o 1 dapmacbloTnkans HauioHasbHIN thapmakonei gepxasu €C); 3MmiHn | Tuny -
NbOASHWUKY Y NNiBL; NO nro") nogaHHa Hosoro CEP Ne RO-CEP 2014-346-Rev 00 gns
1 NboAsSHWUKY B NAiBL; A®I Bif BXe 3aTBEPKEHOTO BUPOOHMKA
no 100 fbogsHuKIB Y
nniBui y 6aHL;j 3
nonietuneHTepedTanar
y
41. FEKCOPAN® NbOASHWNKK MO 4 TOB "[>XOHCOH i YkpaiHa FOHiK IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/2176/01/01
NOPCENT 3I NbOASAHUKN B CTPWNI; MO JXoHCoH PapmacboTuKas 3MiHM | TUMy - 3MiHKW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS peyenma:
CMAKOM 2,3 abo 4 ctpunn y YkpaiHa" JlabopaTtopis Y BiANOBiAHICTb 0 MoHorpadii AdY abo €Bponeicbkoi Ne 1,8 12,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
YOPHOI KapTOHHI kopo6ui; no 8 (BipgineHHs cipmm thapmakonei, abo iHLOi HaLioHa/IbHOI dhapmakonel 16, 24, 3a
CMOPOANHN NbOASAHUKIB Y GnicTepi; "Ix. b. Kemikan3 nepxasun €C (3MiHa y cneyudikauisix, nos'a3aHa 3i 3aMiHaMu | peyernmom:
no 2 abo 3 6nictepu y eHa B ®Y, abo Esponelicbkili hapmakonei, abo iHLLii Ne 100
KapTOHHii Kopobuj; no 1 dapmacbloTUKan3 HaLioHasbHIn thapmakonei gepxasn €C); 3MiHW | Tuny -
NbOASAHNKY Y NAiBL; MO nrp.) nogaHHa Hosoro CEP Ne RO-CEP 2014-346-Rev 00 gns
1 NboAsAHVKY B NNiBLy; A®| Big BXe 3aTBEPIKEHOTO BUPOOHMKA
no 100 NboAsHuKIB y
nnisui y 6aHu;i 3
nonieTnneHTepedTanar
y
42, FENTPAN® NOpPOLLOK AG6OTT HimeuunHa BMPOBHULTBO, peuisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/6993/02/02
niodhinizoBaHnin 4ns Na6opaTtopi3 nepBuHHE ®paHuisa 3MiHM Il TURY - 3MiHX B IHCTPYKUIT 4719 MEeAWNYHOro peyenmom
pO34uHy A1 iH'EKUi No M6X nakyBaHHs1, 3acTocyBaHHs B po3ginuy "Crocib 3actocyBaHHs Ta Ao3un",
500 wmr, 5 cknsiHMX KOHTPO/b AKOCTI "Mo6iuHI peakuii”. 3MiHM O KOPOTKOT XapaKTepUCTUKM
h1aKoHIB 3 MOPOLLKOM Ta BUMYyCK cepili nikapcbkoro 3acoby B po3ginu: "o3n Ta cnocié
niogpinizoBaHum Ta 5 PO34YUHHKKA in 3actocyBaHHs", "lNob6iuHI peakuii”, "dapmakognHamiyHi
amnyn 3 PO34YNHHUKOM bulk: ®amap BNacTuBOCTI". BBefeHHA 3MiH NpoTAromMm 6-tm mMicAuis
(L-ni3uH, HaTpito A.B.E. Animoc nicns saTBep/AKeHHsA
rigpokcua, Boga ans MnaHT 63, BYN. Ar.
iH'ekwLjin) No 5 mn B LimiTpiy, Mpeuis;
KOHTYPHIli YapyHKOBIi BMPOGHMLTBO,
yMakoBLii, 3aneyaTaHii nepBuHHE
/TIOMIHIEBOIO (PONBIOLO; nakyBaHHs Ta
no 1 KOHTYpHii KOHTPO/b SAKOCTI
YapyHKOBIll ynakoBLi y nopoLuka
KapTOHHIA KopooLi niocpinizoBaHoro;
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUMyCK cepili
roToBOro
niKkapcbKoro
3acoby: Pamvap
Nlernb, ®paHuis
43. FENTPAN® TabneTkun ABGOTT HimeuunHa A66Bi C.p.n. ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/6993/01/02
KMLLKOBOPO3YMHHI N0 NabopaTopi3 3MiHK || TUNY - 3MiHK B IHCTPYKUIi 418 MeguyHoro peyenmom
500 mr no 10 TabneTok y 6X 3acTocyBaHHs B po3ainuy "Crocib 3acTtocyBaHHs Ta Ao3un",
6nicTepi; no 2 6nictepu "Mo6ivHi peakui™. 3MiHN BHECEHO [0 KOPOTKOI
Y KapTOHHiIl kopobui XapaKkTepucTukn B po3ginun: "[o3n Ta cnocibé 3actocyBaHHSA",
"Mo6iyHi peakuji”, "®apMakognHaMi4Hi BlacTMBOCTI".
BBegeHHA 3MiH NpoTArom 6-Tu micauiB nicnsa
3aTBEpPAKEHHsA
44. | TEPUENTUH® PO34UH ONS iH ek, ®.XohpmaHH- LLiBefiuapis BVPOGHMLTBO LLBeiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/14303/01/01
600 mr/5 mn; 1 donakoH 3 Na Pow Nta Hepo3schacoBaHol 3MiHY | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peuyenmom
PO3YMHOM Y KapPTOHHI npoaykuii, thapmakoHarnisgy. BeegeHHst abo 3MiHM [0 y3arasibHEHMX
Kopoo6Li nakyBaHHs, [JaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
BUNPOBYBaHHA y3arasibHeHUX faHnx npo cuctemy hapmakoHarnsgy, smiHa

KOHTPOJ110 AKOCTI:

YMOBHOBAXXEHOI 0CO6MU, BifgnoBigaIbHOI 3a 3/iiCHEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

45,

®.XohbdpmaHH-/15
Pow Jlta,
LBeliuapis;
BMNPOOYBaHHSA
KOHTPO/IIO AKOCTI,
BUMYCK Cepii:
®.XochbdpmaHH-/15
Pow Jlta,
LLBeliuapis

thapmakoHarnsgy; KOHTaKTHoOi ocobu 3 hapmakoHarnsagy
3asBHUKA 15 34iiCHEHHSA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BKKOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0cO6MU, BiANOBiga/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi: MponoHoBaHa pefakuis — oy,
TeTsHa tOpiiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0co6W, BignoBiganbHOI 3a 34iiCHEHHS] ddapMakoHarnsay

MNHKro
BITOBA -
ACTPA®APM

kancynu no 40 mr, no 10
Kancyn y 6nictepi; no 3
abo 6 6nicTepiB y
KOpo6Li 3 KapTOHY

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |l Tuny
- 3miHun Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAadi
peecTpaLiiHoro noceigyYeHHs, Bkoyatouy Mnax
ynpasiHHA pu3nKamn (3acTocyBaHHs 3MiH(1), Aki(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
[08aTKOBUM A@aHMK, L0 MatloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKn BUMaraeTbCs CyTTEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 aopatky 15 go
Mopsiaky NpoBeAeHHS eKCnepTM3n peecTpaliiHnx
marepianiB Ha nikapcbki 3acobu, WO NoAalTbCs Ha
OepxaBHy peecTpaLiio (nepepeecTpayito), a Takox
eKcnepTu3n marepianis NPo BHECEHHS 3MiH 4O
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
nocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peuyenma

UA/6359/01/01

46.

FHKro
BITOBA -
ACTPA®APM

Kancynu no 80 mr, no 10
Kancyn y 6nictepi; no 3
abo 6 6nicTepiB y
KOpOOGLii 3 KapTOHY

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu |l Tuny
- 3MiHM Wwoa0 6e3nekn/edekTUBHOCTI Ta hapMakoHariagy.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta YMOB Bugadi
peecTpaLiiHoro NocBiA4YeHHs, Bkovatouy Mnax
ynpaB/iiHHA pU3nKamMm (3acToCyBaHHS 3MiH(1), ki(a)
BMMaralTb(€) NOAA/TbLIOTO 06IPYHTYBaHHS HOBUMM
[08aTKOBUM Ai@aHNMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCs CyTTeBa
OLliHKa KOMMETEHTHUM OpraHom) - BrukoHaHHsA 3060B's3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 gopatky 15 go
MopsiaKy NpoBefeHHsA ekcnepTn3n peecTpaiiHux
marepianis Ha nikapcbki 3acobu, WO NoAalnTbCs Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKcnepTu3n MaTepianis Npo BHECEHHS 3MiH A0
peecTpauiiHux maTepiasiiB NPOTAroM Aji peecTpaviliioro
NnocBifYeHHs, 3aTBepakeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pegaxuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/6359/01/02

47.

FHKro
BINTOBA -
ACTPA®APM

kancynu no 40 wmr, in
bulk: no 2000 kancyn y
KOHTeliHepi

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu Il Tuny
- 3miHM Woao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarsay.
BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta YMOB Buaadi

peecTpauiiiHOro Noceig4YeHHs, BkaYarum MaaxH

UA/14762/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
ynpaB/iHHA pu3nKamn (3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) NoganbLIoro 06rpyHTyBaHHA HOBUMU
[04aTKOBMM AaHVMU, L0 MaloTb Hagasatucs
KOMMNETEHTHUM OpraHoM, OCKifIbK/ BUMAaraeTbCs CyTTEBaA
OLjiHKa KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BignosigHo Ao nianyHkty 1.13 nyHkty 1 fogatky 15 Ao
MopsaKy NPoBefEeHHA ekcnepTu3n peecTpauiiHux
marepianis Ha nikapcbki 3aco6u, Lo NoJarTbCA Ha
OepXxaBHy peecTpauiio (nepepeecTpayito), a Takox
eKCnepTu3n matepianiB Npo BHECEHHS 3MiH 10
peecTpauiiiHux MmaTepiasiiB NPOTAroM Aji peectpaviiiHoro
noceifgyeHHs, 3aTBepkeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
48. FHKro Kancynu no 80 mr, in TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |l Tuny - UA/14762/01/02
BINTOBA - bulk: no 2000 kancyn y "ACTPA®APM" "ACTPAGAPM" - 3miHun Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarisgy.
ACTPA®APM KOHTeliHepi BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAadi
peecTpaLiiHoro noceigyYeHHs, Bkoyatouy Mnax
ynpasiHHA pu3nKamn (3acTocyBaHHs 3MiH(1), Aki(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBMM
[0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMETEHTHVM OpraHoM, OCKiflbkn BUMaraeTbCs CyTTEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 aopatky 15 go
Mopsiaky NpoBeAeHHS eKCNepTM3n peecTpaliiHnx
marepianiB Ha nikapcbki 3aco6u, WO NoAaTbCs Ha
OepxaBHy peecTpaLiio (nepepeecTpauito), a Takox
eKcnepTu3n marepianis NPo BHECEHHS 3MiH 4O
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
NnocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
49. rnio3omijg Kancynu no 20 mr no 1 AnsoreH IMNKo Mokcembypr | BMpOGHMUTBO 13, IpnaHgis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/13832/01/01
Kancyniy cawe; no 5 C.ap.n nakyBaHHs, 3MiHu |l TUNY - BBEAEHHSA HOBOrO BUpo6HMKa APl dopmoca peyenmom
calle y nauuj 3 KapToHy TEeCTyBaHHS, Na6opaTtopiec, IHk., TaiBaHb 3 HagaHHAM MacTep-daina
BMNYCK Cepil: Ha ADI
EiileH ®apma
Nimiten, IpnaHgis;
nepBuHHE i
BTOPUHHE
nakyBaHHs:
MinmayHT
Xenckea /114,
IpnaHgis
50. rnio3omijg Kancynu no 100 mr no 1 AnsoreH IMNKo TMokcembypr | BMpOGHMUTBO 13, IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13832/01/02
Kancyniy cate; no 5 C.ap.n nakyBaHHs, 3MiHu Il Tuny - BBEAEHHA HOBOro BUPOBHMKa A®| dopmoca peyenmom
calle y nauui 3 KapToHy TEeCTyBaHHS, NabopaTtopiec, IHK., TaliBaHb 3 HagaHHAM MacTep-daiina
BMNYCK cepil: Ha ADI

Elilen ®apma

NliviTeq, lpnangis;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
NepBUHHE i
BTOPUHHE
nakyBaHHs:
MinmayHT
Xenckea /114,
IpnaHgis
51. | raio3omig, kancysm no 180 mr no 1 AngoreH IMNKo Mokcembypr | BMpOGHMLTBO M3, IpnaHgjs BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a UA/13832/01/03
Kancyniy cawe; no 5 C.ap.n nakyBaHHs, 3MiHu |l TUNY - BBEAEHHA HOBOro BUpo6HMKa APl dopmoca peyenmom
calle y nauuj 3 KapToHy TEeCTyBaHHS, Na6opaTtopiec, IHk., TaiBaHb 3 HagaHHAM mMacTep-aina
BWMYCK Cepii: Ha ADI|
EiileH ®apma
Nimiteq, IpnaHgis;
NepBUHHE i
BTOPUHHE
nakyBaHHs:
MinmayHT
Xenckea /114,
IpnaHgis
52. rnio3omijg Kancynu no 250 mr no 1 AnsoreH IMNKo Mokcembypr | BMpOGHMUTBO 13, IpnaHgis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/13832/01/04
Kancyniy cawe; no 5 C.ap.n nakyBaHHs, 3MiHu |l TUNY - BBEAEHHSA HOBOrO BUpo6bHMKa APl dopmoca peyenmom
calle y nauuj 3 KapToHy TeCTyBaHHS, Na6opaTtopiec, IHk., TaliBaHb 3 HagaHHAM MacTep-aina
BMNYCK Cepil: Ha ADI
EiileH ®apma
Nimiten, lpnaHgis;
nepBuHHE i
BTOPUHHE
nakyBaHHS:
MinmayHT
Xenckea /114,
IpnaHgis
53. FNYTAPTIH Tabnetku no 0,75 r no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/4022/02/03
10 Tabnetok y 6nicTepi; obmexeHolo obmexeHo 3MiHu | TNy - 3mMiHa NapameTpiB cneuudikaLiin Ta/abo peyenma
no 3 abo 5 6nictepiB y BigNoBigasIbHICT BiAMOBIQa/TbHICTIO AONYyCTUMMX MEX FOTOBOrO /iKapCbKOro 3aco0y - BUTyYEHHS
KapTOHHI KopooLi 10 "®apmMaueBTUYHa nokasHunka «CTupaHiCTb» 3 METOAiB KOHTPOJIHO AKOCTI
"®apmaueBTUUH KOMnNaHis roTOBOrO NikapCcbKoro 3acoby
a KoMnaHis "3popos'a”
"3p0pos'a”
54. TNYTAPTIH Tabnetkn no 0,25 r no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 6e3 UA/4022/02/01
10 Tabnetok y 6nicTepi; obmexeHo obmexeHo 3MiHM | Tuny - 3MiHa napameTpiB cneuudikayin Ta/abo peyenma
no 3 a6o 6 6nicrepis y BignoBigasnbHiCT BiANOBif&/IbHICTIO [ONyCTUMUX MEX rOTOBOr0 NiKapCbKoro 3acoby - BUTYYEHHS
KapTOHHiiA Kopobuj; no 10 "®apmMaueBTnYHa nokasHunka «CTupaHiCTb» 3 METOAIB KOHTPO/IHO SKOCTI
30 Tabnetok y 6nicTepi, "®dapmaueBTUYH KOMMaHis roTOBOrO JIiKapCbKOro 3acoby
no 1 a6o 2 6nictepu y a KoMnaHis "3p0poB'a”
KapTOHHI Kopoo6Lli "3p0poB'a"
55. | FMMIOKO3A po3uunH ans iHdysiii 10 [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a UA/4112/01/01
% no 100 mn, a6o no nignpPUeEMCTBO nigNPUEMCTBO 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
200 mn, abo no 250 mn, "®hapmaTpeng” "®dapmartpeng” thapmakoHarnagy. BeegeHHs abo 3MiHM A0 y3arasibHEHMX

a6o no 400 mn, abo no

[aHVX Npo cucTemy hapMakoHarnagy (BBeAeHHs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

500 mn y KOHTeliHepax

y3ara/lbHeHUx JaHunx npo cuctemy dpapmakoHarnsgy, 3mMiHa
YMOBHOBaXEHOT 0co6U, BiANOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3aABHVKa AN 34iiCHEHHA hapmakoHarnsgy B Ykpaii,
SAKLLO BOHa BigMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiNOBIfabHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0C06U, BiNOBIAA/ILHOI 3a 3iICHEHHS
chapmakoHarnsgy: MponoHosaHa pefakLis — CTpyxak
fApocnas IBaHOBUY. 3MiHA KOHTAKTHUX AaHUX
YNOBHOBaXXEHOI 0C06U, BiNOBIAAILHOI 3a 34iICHEHHS
dhapmakoHarnsgy

56.

rNrOKOCcon

pO34uH ANs iHgysilA, no
100 mn, 200 mn, 250
M, 400 mn ta 500 mn y
KOHTeliHepax

[ouipHe
nigNpMEMCTBO
"®dapmaTpeiig”

YkpaiHa

[JouipHe
nignpMeEMCTBO
"®apmarpeiig"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHK LL0A0
6e3nekn/edpekTVBHOCTI Ta hapmakoHarnagy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
nocBigYeHHs, BKoYaoun MnaH ynpaeniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€) NoAasIbLIOro
06r'pyHTYBaHHS HOBUMW JOAATKOBMM JaHUMMU, LLO MAKOThb
Ha/jaBaTnca KOMMETEHTHAM OPraHoM, OCKiNbKK
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHom); -
BMKOHaHHS 3060B'A3aHb BiANOBIAHO A0 MignyHkTy 1.13
nNyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15 go Mopsaaky
NPOBeAEHHS EKCNEPTU3M peecTpaLiiHiX maTepianis Ha
nikapcbki 3acobu, L0 NoAaTbCA Ha AepXaBHy peecTpawiio
(nepepeecTpadito), a TakoXx ekcnepTnsn martepianis npo
BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiasliB NpoTArom Aji
peecTpaLiiHoro NoCBiAYeHHs, 3aTBEPAXKEHOIO HakasoM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Bif
23.07.2015 Ne 460)

3a
peyenmom

UA/6380/01/01

57.

rPOMPUM

Tabnetku no 500 mr, no
10 Tabnetok y 6nictepi,
no 2 a6o 4 6nictepn B
Kopoo6Li

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu |l Tuny
- 3MiHM Wwoa0 6e3nekn/edekTUBHOCTI Ta hapMakoHariagy.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta YMOB Bugadi
peecTpaLiiHoro NocBiA4YeHHs, Bkovatouy Mnax
ynpaB/iiHHA pU3nKamMm (3aCToCyBaHHS 3MiH(1), Ski(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
[0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCs CyTTeBa
OLliHKa KOMMETEHTHUM opraHom) BrkoHaHHS 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.8.2 nyHkTy 1.8 fogatky 5 no
MopsiaKy NpoBefeHHsA ekcnepTn3n peecTpaiiHux
marepianis Ha nikapcbki 3acobu, WO NoAalnTbCs Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKcnepTu3n MaTepianis Npo BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasiiB NPOTAroM Aji peecTpaviiiHoro
NnocBifYeHHs, 3aTBepakeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15916/01/01

58.

AENAHTON®

Cyno3nTopii BariHa/lbHi

AT "Hwmwxdapm"

Pociiicbka

AT "Hwmxkdapm"

Pociicbka

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiiB: 3MiHu |l Tuny

6e3

UA/12910/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
no 5 cynosuntopiiB y depepauis depepauis - 3miHM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarisay. peyenma
6nicTepi; no 2 6nictepn BHeceHHs abo 3miHa(u) 40 30608B'A3aHb Ta YMOB BUgadi
B nauyji 3 KapToHY peecTpauiiiHoro NocBigYeHHs1, BKAYatoum MNnax
ynpaB/iHHA pu3nKamn (3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) NoganbLIoro 06rpyHTyBaHHA HOBUMU
[0AAaTKOBUM JaHUMK, WO MatoTb HafasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs CyTTeEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHs 3060B'A3aHb
BignosigHo Ao nianyHkty 1.13 nyHkty 1 fogatky 15 Ao
MopsaKy NPoBefEeHHA ekcnepT3n peecTpauiniHux
marepianis Ha nikapcbki 3aco6u, Lo NoJarTbCA Ha
OepXxaBHy peecTpauiio (nepepeecTpayito), a Takox
eKCcnepTu3n matepianiB Npo BHECEHHS 3MiH 10
peecTpauiiiHux MmaTepiasiiB NPOTAroM Aji peectpaviiHoro
noceifgyeHHs, 3aTBepkeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

59. | MHKANOEC® BHYTPILLUHbOMATKOBA Baiiep Oy PiHNAHAiA Baiiep Oy PiHNAHAIA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/13283/01/01
cuctema 3 3MiHW | TMNy - 3MiHKW Y NpoLeci BUPO6HULITBA FOTOBOTO peyenmom
IeBOHOPrecTpesiom no NiKapCbKoro 3acoby, BK/IKHA0UMN NPOMIKHWIA NPOAYKT, LLO
13,5 wr; 3aCTOCOBYETLCA NPV BUPOBHMLITBI FOTOBOTO NiKapPCbKOro
BHYTpIiLLUHbOMATKOBA 3aco6y; 3MiHM | TUny - 3mMiHa y MeTogax BUnpobyBaHHS
cucTema, BCTaHOB/IEHA rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHM y MeTogax
Ha BEPXHill YacTuHi BMNPO6YBaHb (BK/IOUAOUM 3aMiHy ab0 [ONOBHEHHS));
npucTporo 4nsa CYMyTHS 3MiHa: 3MiHa y MeToAax BUNPoOyBaHHS rOTOBOro
BBE/leHHs, 3anasHa B NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
okpemomy 6nictepi; no 1 MeToAax BUNpobyBaHHS)
6nicTepy B KAPTOHHIl
nauui

60. | AUBYKAIHY nopoLUokK (cybeTaHuis) y ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: -3MiHu | Tuny - UA/14898/01/01

FAPOXNOPWUA, | nakeTax noAgiiHuX i3 [0[aTKOBOKO [0[aTKOBOKO - 3MiHu 3 sKocTi. A®l. CTabinbHICTb. 3MiHa nepiogy
nNiBK1 NONIETUNEHOBOT BiAnoBigasIbHICT BiAMNOBif&/bHICTIO NOBTOPHKX BMNpobyBaHb/nepiogy 36epiraHHs abo yMoB
4ns hapmaleBTUYHOro 10 "IHTEPXIM" "IHTEPXIM" 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAKEHOMY A0ChE
3aCcTOCyBaHHA cepTudiikaTa BignosigHOCTI EBponelickbkiin dhapmakonel, Lwo

BK/IO4A€E Mepiof, MOBTOPHOro BUNpobyBaHHs) (nepios
NOBTOPHOro BUNpobyBaHHA/nepios 36epiraHHs) -
36inbleHHA abo BBeAEHHS nepiogy NOBTOPHOMO
BMNpo6yBaHHsA/nepiogy 36epiraHHA Ha OCHOBI pe3ynbTaTiB
LocCnimpKeHb Y peasibHOMY Yaci - 36i/1bLUEHHS TEPMIHY
36epiraHHa AdD| gnbykaiHy rigpoxnopuay.
3aTBepXeHo: 2 poKu.
3anponoHoBaHo: 4,5 poku.

61. | ANNPOCIMAH® | cycneHsist Ans iH'ekuil LLepiHr-Mnay LLIseliyapis [ns amnyn: dpaHuia/ BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny 3a UA/9168/01/01
ANs BUPOGHWKIB LLepiHr- CenTpan Ict Al Brpo6Huk in bulk, Benbris - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuyenmom
Mnay Na6o H.B., nepsuHHe ajipecyt MicLiA NPOBaKEHHS Aif/IbHOCTI
Benbrisi; CEHEKCI HSC nakyBaHHS: BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,

- EPYBIJIb CEHT KIJEP, CEHEKCI HSC - BK/IO4A0UM AiNbHUL BUMYCKy cepii abo micle npoBeaeHHst
®paHuia: EPYBI/Ib CEHT KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
no 1 ma B amnyni; no 5 K/EP, ®paHuisi; BMPO6HMK/iMIoOpTep, BKIKYAKYM BUMYCK Cepii) 3MiHa Ha3Bu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
amny/s1 B KApTOHHI Brpo6HuK 3a BMpo6Huka LLepinr-Mnay fla6o H.B., Benbria (ans amnys:
KopobL; NOBHUM LMK/IOM: BMPOGHMK 3@ MOBHWUM LMK/IOM), 6€3 3MiHW MicLs
AN BUPOGHYVKa LWepiHr-Mnay BMPOGHMLITBA:
CEHEKCI HSC - Jlabo H.B., BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
EPYBI/Ib CEHT KIJIEP, Benbrig; 3aTBEPXEHHS. 3MiHKM | TMNy - 3MiHKM 3 AKOCTI. FOTOBUIA
®paHuis: [ns nonepeaHL0 nikapcbkuii 3aci6. Onuc Ta cknag, (iHWi 3mMiHy) NprBeaeHHs
no 1 mn B nonepeaHbo HanoBHEHUX cknagy NikapcbKoro 3acoby (40NOMiXHI pEHOBUHN) Y
HanoBHEHOMY LUNPUL, LINpu1yiB: Bi4NOBIAHICTb A0 3aTBEpPAKEHOro po3ainy 3.2.P.1.
no 1 wnpuuy B CEHEKCI HSC - Onuc/cknag nikapcbkoro 3acoby peecTpauiiHoro focCheE.
KoMnnekTi 3 1 abo 2 EPYBI/Ib CEHT BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
CTEPU/ILHAMW FroSiIKamu B KNEP, ®paHuis 3aTBEPKEHHS.
nnacTuKoBOMy
KOHTEWHepi B KApPTOHHIiA
Kopobui
62. | AUMPOCIMAH® | cycneHsisa gns iH'ekuii, LWepiHr-Mnay LLsenuapis [ns amnyn: PpaHuis/ BHECEHHS 3MiH 40 peecTpaliinHMx maTepiasis: TeXHiYHa 3a UA/9168/01/01
AN BUPOGHWKIB LLepiHr- CeHtpan lct Al Brpo6Huk in bulk, Benbris nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
Mnay Na6o H.B., nepBuHHe BrnpaBneHo TexHiYHY NOMW/IKY B IHCTPYKUIT 4158 MeguyHoro
Benbris; CEHEKCI HSC naxkyBaHHs: 3aCTOCyBaHHSA Nikapcbkoro 3acoby y p. "MicLe3HaxomKeHHs
- EPYBI/Ib CEHT KNEP, CEHEKCI HSC - BMPOGHMKaA Ta agpeca MicLs NpoBafXeHHs Moro
PpaHuis: EPYBI/Ib CEHT LisNbHOCTI". BBEAEHHS 3MiH NPOTAroM 6-Tn MicsAUIiB nicns
no 1 mn B amnyni; no 5 KNEP, ®paHuis; 3aTBEPLKEHHS.
amny/s1 B KApTOHHIA Brpo6HuK 3a
KopobLi; Ans BUPOOHUKA NOBHUM LMK/IOM:
CEHEKCI HSC - LWepinr-Mnay
EPYBI/Ib CEHT K/IEP, Na6o H.B.,
®paHuin: no 1 mn B Benbrig;
nornepenHL0 [na nonepefHbO
HanoBHEHOMY LINpuLy, HanoBHEHNX
no 1 wnpuuy B LUMPULLIB:
KomnnekTi 3 1 abo 2 CEHEKCI HSC -
CTEPU/ILHAMW FoSIKamn B EPYBIIb CEHT
NnNacTUKoOBOMY KNEP, ®paHuis
KOHTEHepi B KApTOHHIi
Kopo6ui
63. | AIASO/IH ANA | rpaHynu gns opasibHOT ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/7633/01/01
DITEA cycnensii, 0,6 r/100 mn, 06MEXEHO0 BMPOOHMLTBA, 3MiHK | TNy - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS peyernma
no 9 ry dpnakowi; no 1 BiAnoBigasIbHICT KOHTPO/b AIKOCTI, y BignoBigHICTb A0 MoHorpadii AdY abo €BponeiicbKoi
donakoHy 3i 10 "[JocnigHnii BMNYCK cepil: thapmakonei, abo iHLWOT HalioHaIbHOT thapmakonel
cTakaHyukom ansa 3asog "rHUIC" ToBapucTBO 3 aepxasu €C; cynyTHA 3MiHa: 3MiHa y MeTogax
npvinomy nikiB y navui 3 0bMexeHoto BUMPOOYBaHHA AOMOMIXHOI PEUOBWHM - NPUBELEHHS

KapToHy

BiANOBIA&/IbHICTIO
"[locnigHwin 3aBof,
"rHUAC,
YkpaiHa; Bci ctagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BMNYCK cepil:
ToBapuCTBO 3

crneundikaLii Ta MeToAiB BXi4HOr0 KOHTPOJIHO AOMOMDKHUX
PEeyYoBUH Y BiANOBIAHICTb A0 BUMOT Ait0HOro BuaaHHa ey
Ta EP; 3miHuM | TUny - 3mMiHa y MeToAax BUNpo6yBaHHS
roTOBOrO JIiKapCbKOro 3acoby - 3MiHM A0 crneundikaLii Ta
MeTOZiB KOHTPOJItO FOTOBOrO /liKapCbKoro 3acoby, y 3B’A3Ky 3
OHOBJ/IEHHAIM cTaTei AdY; 3MiHn | TUnYy - 3MiHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYOUMX; CYNYTHA 3MiHA: 3MiHa Y NEPBUHHIN
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

0bMexeHo
BiANOBif&/bHICTIO
"®apmMavueBTNYHa
KomnaHis
"3popos'a”,
Ykpaina

yMakoBLji FOTOBOrO NiKapCbKoro 3acoby (SKicHWi Ta
KiNbKiCHWI cknag) - TBepAi Nlikapcbki hopmu - 3MiHa hopmu
a60 po3mipy KOHTEiHEpa UM 3aKynopBasIbHOTO 3acC00by
(NepBMHHOI ynakoBKu) (HECTepUIbHI Mikapcbki 3acobm) -
3MiHa NapameTpiB cneyudikauiii Ta/abo LONYCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO /iKapCbKOro 3acoby -
BBE/leHHs JOAATKOBMX NOCTa4a/1bHNKIB NEePBUHHOIO
nakyBaHHs1. FK HacnNigoK, 3MiHa AKICHOTO Ta KisibKiCHOro
CKnafy nakyBasibHOro matepiasty, hopmu Ta po3mipy
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby,
npuBeAeHHsA BUMOr napameTpis crneuudikaLii 4o BUMor
HOPMAaTVBHOI [OKYMEHTaL|ii 3anponoHOBaHNX BUPOGHWKIB 3a
NOKa3HUKOM «OCHOBHbIE pa3Mepbl 1 hopmax; 3MiHW | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiNOBIAHICTb [0 MOHOrpadii 4PY abo Esponeiicbkol
thapmakonei, abo iHLWOi HaLioHasTbHOI dhapmakonel
depxasu EC; cynyTHA 3MiHa: 3MiHa y MeTogax
BuNpobyBaHHA APl abo BUXiAHOTO MaTepiasly/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BUPO6HMLTBA AP (iHLWi 3MiHM Y MeTofax BUNPO6yBaHHS
(BkNtovaroun 3amiHy abo fonoBHeHHS) APl abo
BWXi4HOrO/MPOMIXXHOIO NPOAYKTY); 3MiHM | TUMY - 3MiHK,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo EBponeiicbkoi hapmakonei, a6o
iHLIOT HauioHasTbHOI dhapmakonel gepxasu EC (3MiHa 'y
cneumdikauisx, Nos'a3aHa 3i 3amiHOK BUMOT MOHOrpadii
[dY abo iHwoi HauioHanbHoI dhapmakonei gepxasn €C Ha
BMMOTY MoHOrpadii €Bponeiicbkoi hapmakonei); cynyTHS
3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHSA AOMOMKHOT
PeyYoBUHM - NPUBELEHHS crneumdikalii Ta MeTogiB BXigHOro
KOHTPO/10 AOMNOMDKHUX PEYOBVH Y BiAMOBIAHICTb [0 BUMOT
Aitoyoro BugaHHsa Y Tta EP

64.

EKCUNIAN M
rigpPonocbuno
H

eMy/1bCisl HalkKipHa, 20
mr/mn, no 200 mny
donakoHi; no 1 dpnakoHy
B KapPTOHHI KOpo6Lj; No
500 mn 'y doniakoHi

Fangepma CA

LLsenuapis

Lnipir ®apma Al

LLsenuapis

BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiaslis: 3MiHY LL0A0
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy. BHeceHHst abo
3MmiHa(1) 40 3060B'A3aHb Ta YMOB Buaudi peecTpauiiHoro
noceigyYeHHs, BkNtoYarouy Mnax ynpasniHHSA pyu3nkamm
(3acTocyBaHHs 3MiH(1), Siki(a) BUMararoTb(€) NoAasIbLIOro
06r'pyHTYBaHHSI HOBUMW A0AATKOBMM JaHUMMU, LLO MAKOThb
HafaBaTnCs KOMMETEHTHUM OpraHOM, OCKifIbKM
BUMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHom);
BWKOHAHHA 3060B'A3aHb BIAMNOBIAHO A0 NIANYHKTY 2.3 MYHKTY
2 popatky 15 fo Mopsigky npoBefeHHs ekcnepTusm
peecTpauiiHux MaTepiasiiB Ha fikapcbki 3aco6u, Lo
noAalTbCs Ha fiepXaBHy peecTpauito (nepepeecTpadito), a
TakoX eKcnepTusn matepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
NnocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/11920/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

3MiHV BHECEHO [0 IHCTPYKLIT 419 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby A0 po3zinis "MpoTunokasaHHs",
"B3aemogis 3 iHWMMK fliKapCbkMMy 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobmBOoCTi 3acTocyBaHHA", "3acTocyBaHHSA y
nepiog, BariTHoCTi abo rogyBaHHA rpyaat”, "MobivHi peaxuii”
BiNOBIAHO [0 MaTepianiB peecTpaLiiHoro AoChe.
BBegeHHs1 3MiH NpoTArom 3 MicsLiB Nic/1a 3aTBepAKEHHS

65.

EKCUMIANT M
ninonocbno
H

eMy/1bCisl HallkipHa, 40
mr/mn no 200 mny
chnakoHi; no 1 donakoHy
B KapTOHHIl kKopo6Lj; no
500 mn 'y doakoHi

Fangepma CA

LLiBeiiLapis

LWnipir ®apma Al

LLseiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHK 1040
6e3nekn/edpekTVBHOCTI Ta hapmakoHarnagy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB BuJadi peecTpauiiHoro
nocBigYeHHs, BKoYaoun MnaH ynpaeniHHA pyu3nkamm
(3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€) NoA4asIbLIOro
06r'pyHTYBaHHS HOBUMW J0AATKOBMM JaHUMMU, LLO MAKOTb
Ha/jaBaTnca KOMMETEHTHAM OPraHoM, OCKiNbKK
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpPraHoMm);
BVKOHaHHS 3000B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY
2 popatky 15 o MNMopagky NpoBeAeHHA ekcnepTusn
peecTpavuiiiHnX MaTepiasiB Ha Nikapcbki 3acobu, LWo
noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadito), a
TakKoX ekcnepTv3v maTepianiB NPo BHECEHHS 3MiH A0
peecTpauiiHux maTepiasiiB NPOTAroM Aji peecTpaviiHoro
nocBigyeHHs, 3aTBepxeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakasy MO3 Big 23.07.2015 Ne 460).
3MiHVN BHECEHO A0 IHCTPYKLUii AN MEAVNYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis "MpoTunokasaHHs",
"B3aemogis 3 iHWMMM NiKapcbknmy 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamBoCTi 3acTocyBaHHS", "3acTocyBaHHs y
nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Mo6iyHi peakui™
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro Joche.
BBefeHHs 3MiH NpoTarom 3 micsALiB NicNs 3aTBEPAKEHHS.

6e3
peuyenma

UA/11923/01/01

66.

ENEYTEPOKOK
Y EKCTPAKT
PIOKUI

eKCTpaKT opasibHUiA, No
50 mn 'y donakoHax

TOB "OKIM
"®apmaueBTUYH
a thabpuka"

YkpaiHa

TOB "[OKrM
"®apmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHNYOT AinbHULL
(Brtovaroun ginbHuui Ans A®l, npoMixXHOro NpoaykTy abo
roTOBOrO /liKapCbKoro 3acoby, AiNbHULI 4N NPOBEAEHHSN
nakyBaHHs, BUPOGHYKa, Bi4NOBiAaNbHOIO 3a BUNYCK Cepild,

MicLie NpoBeAEHHS KOHTPOJIIO cepil) abo nocTayasibHuKa
BWXIiZHOTO MaTepiasly, peareHTy abo AOMOMiXHOI Pe4OBUHN
(AKLWLO0 3a3HAYEHO Y JOCLE) - BUSTYYEHHS OGHIET i3 ABOX
3aTBEpMAXEHUX AiflbHULb BUPoOHKKa TOB "KM
"®apmaueBTuyHa habpuka” YkpaiHa. BBegeHHs 3MiH
NPOTSArom 6-Tv MicALIB Micns 3aTBEPAXKEHHS.

6e3
peyenma

UA/3544/01/01

67.

EHANANPUN-
H-340POB'A

Tabnetku, 10 mr/25 wr,
in bulk: no 1000 a6o
10000 TabneTok y
nakeri
nonieTuneHoBomMy y
KOHTeliHepi

ToBapucTso 3
06MexeHo
BiAnNoBigasIbHICT
10
"®apmaueBTUyH
a KoMnais
"3gopos's"

YkpaiHa

ToBapucTtso 3
06MexeHot
BiANOBiAaNbHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny
- AgMmiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
ajipecyt MicLiA NPOBaKEHHS Aif/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKy cepii abo micle npoBeaeHHst
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BK/IKOYAKYM BUMYCK cepii) - 3MiHa

UA/14872/01/01
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n/n

JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2

68.

EHANANPUN-

aapecy BUpo6HuKa, 6e3 3MiHM Micus BUPOOHMLTBA.
3arBepakeHo: ToBap1CTBO 3 0OMEXEHO
BiANoBiganbHicTo "dapmavesTryHa koMnaHis "3a0pos’'s”
YkpaiHa. BBegeHHs 3MiH NpoTsArom 6-Tv MicsAuiB nicns
3aTBepXEHHS. 3MiHU | TUNY - AGMIHICTPaTUBHI 3MiHN.
3MmiHa HalimeHyBaHHsI Ta/abo agpeck 3asiBHKKA (BNacHuKa
peecTpauiiiHoro noceig4eHHs) - 3viHa agpecu. BeeaeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.

0 NocBi0OYEeHHS

69.

H-3[0POB'A

EHAM

Ta6netkn, 10 mr/25 wr,
no 20 a6o no 30
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIN
Kopoo6Li

TabneTtkn no 2,5 mr, no

ToBapucTso 3
o6MexeHo
BignoBigasnbHiCT
10
"GapmaueBTUyH
a KoMnaHis
"3p0pos'a”

YkpaiHa

ToBapucTBo 3
o6MmexeHo
BiANOBIf&/IbHICTIO
"®apmMaueBTnyHa
KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasnis: 3miHu | Tuny
- 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy
yMNakoBKM FOTOBOrO NiKapCbKOro 3acoby (BUyYEHHS
yNakoBK1 NEBHOTO PO3MIpY) - BUTyYEHHSA ynakosku: no 20
TabneTok y 6nictepi; No 2 6nicTepy B KAPTOHHIK KOpo6Lji Ta
no 30 TabneTok y 6icTepi; no 2 6nicTepy B KAPTOHHIN
Kopoo6ui. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHSI
LOisNIbHOCTI BUPO6HMKa/iMnopTepa roToBoro J1ikapCbKoro
3aco6y, BKI0YAKUN AiNbHNLI BUMYCKY cepii abo Micue
NpoBeAEeHHS KOHTPO/IO AKOCTI. (4iANbHICTb, 3a AKY
BiANOBIAae BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEPIld) -
3miHa agpecy BUpPOGHMKa, 6e3 3MiHM MicLs BUPOOHMLTBA.
3arBepakeHo: ToBap1CTBO 3 0OMEXEHO
BiAnoBiganbHicTio "dapmavesTryHa koMmnaHis "3aopos’'s”
YkpaiHa. BBefeHHs 3MiH NpoTArom 6-Tv MicsAuiB nicns
3aTBEpPXKEHHS. 3MiHU | TUNY - AGMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo agpecu 3asBHMKa (BNacHUKa
peecTpauiiiHoro noceig4eHHs) - 3viHa agpecu. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.

3a
peyerimom

UA/1351/01/01

70.

EHAM

10 TabneTok y cTpuni;
no 2 cTpunu y naui

[-p Peppi'c
NabopaTtopic
ntg

IHais

[-p Peaai'c
Na6opaTopic N1a,
Bupo6bHuya
AinbHWUS - 11

IHgis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | TUny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
azpecy Micusi NPOBaMKEHHS AiSSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IO4a0UM AiNbHUL BUMYCKy cepii abo micue npoBefeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae
BMPOGHMK/IMNIOpTEp, BK/IKOYAKOUN BUMYCK Cepili) - 3MiHa
Ha3BuW Ta agpecu BUPOBHYMKa Nikapcbkoro 3acoby [-p
Pepgi'c NabopaTtopic /ITg BupobHuua ginbHuus - 11, HAis,
6e3 3MiHM MicuA BUPO6HMLUTBA. BBEAEHHS 3MiH NpoTArom 6-
TW MicAUiB NiCNA 3aTBEPAKEHHS.

3a
peyerimom

UA/2251/01/01

Tabnetku no 5 mr, no 10
TabneTok y cTpuni; no 2
CTpUNKN y nayui

[-p Peppj'c
Nab6opaTopic
nrg

IHAis

[-p Peagi'c
Nabopatopic /Ta,
Brpo6Huya
AinbHUUA - 11

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHn | TUny
- AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
azpecy Micusi NPOBaMKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IHOYAOUM AiflbHMLi BUMYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJI0 SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK Cepili) - 3MiHa
Ha3BW Ta afgpecy BUPOBHMKA Jlikapcbkoro 3acoby [-p

3a
peyenmom

UA/2251/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

Peppj'c Nabopatopic /1T BupobHuua ginbHuus - 11, IHgis,
6e3 3MiHM Micusl BUpobHULUTBA. BBEAEHHSA 3MiH NPOTArom 6-
TW MicsiLiB Nicns 3aTBepPKEHHS.

71.

EHAM

Tabnetku no 10 mr, no
10 TabneTok y cTpuni;
no 2 cTpunu y navui

[O-p Peppj'c
Nab6opaTtopic
nrp,

IHais

4-p Peppi'c
Nab6opatopic /Ta,
Brpo6Huya
LinbHuus - 1l

IHgis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | TUny
- AgMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecy MicLA NPOBaKEHHS AiS/IbHOCTI
BVPOGHMKa/iMmopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYA0UM AiNbHUL BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIIO SKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEp, BK/IKOYAOUM BUMYCK Cepili) - 3MiHa
Ha3BY Ta aZpecy BUPOBHMKA /ikapcbkoro 3acoby -p
Pegpgi'c NabopaTtopic Jitg BupobHuua ginbHuus - 11, HAgis,
6e3 3MiHN MicLA BUpO6GHMLUTBA. BBEAEHHS 3MiH NpoTArom 6-
TW MiCALIB Nic/A 3aTBePAXKEHHS.

3a
peyenmom

UA/2251/01/03

72.

ECMNA-KAPB®

Tabnetku no 5 mr, no 25
Tabnetok y 6nictepi, no
2 abo no 4 6nictepn y
KapTOHHI Kopoo6Li

Ecnapma M'm6X

HimeuunHa

Ningodhapm M16X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis:
3MiHK | TUNy - 3MiHa Yy MeToAax BUNPO6yBaHHSA roTOBOrO
nNikapcbKoro 3acoby — 3aMiHa MeTofy KOHTPO/II0 FOTOBOrO
nikapcbkoro 3acoby «Bmict Bogu» ( EP 2.5.12) Ha «BTparta
B Maci npu BucyLlyBaHHi» (EP 2.2.32), 6e3 3miH
BCTAHOB/EHWX KPUTEPIiB MPUAHATHOCTI;
3MiHa yMOB xpomaTtorpadyBaHHs Ta NpUroTyBaHHs
PO34MHIB Y ONWCi METOAVKN BUNPOGYBaHHSA NiKapCbKOro
3aco6y 3a nokasHvkoMm "CynyTHi gomiwkun" (EP 2.2.29);
3MiHa yMOB xpomaTtorpacdyBaHHs Ta NpUroTyBaHHs
PO34MHIB Y ONWCi METOAVKN BUNPOGYBaHHSA NiKapCbKOro
3aco6y 3a nokasHvkoMm "KinbkicHe BU3HauyeHHs" (EP 2.2.29);
3MiHa MeToAy BMNPOOYBaHHA 3a NOKa3HNKOM "PO34MHEHHS"
3 chotomeTpuuHoro (Y®) Ha BEPX, 6e3 3MiH BCTaHOBNEHNX
KpUTEpIiiB NPUAHATHOCTI

3a
peyerimom

UA/12191/01/01

73.

ECMNA-KAPB®

Tabnetkn no 10 mr, no
25 TabneTok y 6nicTepi,
no 2 a6o no 4 6nictepu
Y KapTOHHIl Kopobui

Ecnapma Mm6X

HimeuunHa

Ningodhapm M6 X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis:
3MiHK | TUNY - 3MiHa Y MeToAax BUNPO6yBaHHSA roTOBOrO
NikapcbKoro 3acoby — 3aMiHa MeTofy KOHTPO/IH0 FOTOBOrO
nikapcbkoro 3acoby «Bmict Bogn» ( EP 2.5.12) Ha «BTpaTa
B Maci npu BucyLlyBaHHi» (EP 2.2.32), 6e3 3miH
BCTAHOB/EHWX KPUTEPIiB NPUAHATHOCTI;
3MiHa YMOB xpomaTtorpadyBaHHs Ta NpuroTyBaHHs
PO34MHIB Y ONWCi METOAVKN BUNPOGYBaHHSA NiKapCbKoro
3acoby 3a nokasHukom "CynyTHi gomiwku" (EP 2.2.29);
3MiHa YMOB xpomaTtorpadyBaHHs Ta NpuroTyBaHHs
PO34MHIB Y ONWCi METOAVKN BUNPOGYBaHHSA NiKapCbKOro
3acoby 3a nokasHuKom "KinbkicHe Bu3HayeHHs" (EP 2.2.29);
3MiHa MeToAy BMNPOOYBaHHSA 3a NOKa3HNKOM "PO34MHEHHA"
3 chotomeTpuuHoro (Y®) Ha BEPX, 6e3 3MiH BCTaHOBNEHNX
KpUTEPIiB NPUAHATHOCTI

3a
peyenmom

UA/12191/01/02

74.

E®EPA/TAH

Tabnetku wunydi no 500
Mr, 1o 4 TabneTkm y
cTpuni, no 4 ctpunu y
KapTOHHI KOpooLj

YMNCA CAC

®paHLis

YMNCA CAC

®paHuisa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHM | Tuny - 3mMiHa y 6e3nocepeHili ynakosui A®I -
BHECEHHS 3MiH Y peecTpalLiiiHi maTepianu gocbe p. 3.2.S.6.
CuncTema KoHTeliHep/3aKkynoproBa/ibHUIA 3aci6: BBeEHHS

6e3
peyenma

UA/5237/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
anbTepHaTMBHOI NepBrHHOT ynakoBku (Polyethylene liner
placed in a polypropylene supersack) ana A®l
MapaueTtamon
75. | E®EPAJITTAH 3 | Tabnetku wwunyyi, 330 YMNCA CAC ®paHuis YMNCA CAC ®paHuisa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 6e3 UA/7278/01/01
BITAMIHOM C Mr/200 mr; no 10 3MiHM | Tuny - 3mMiHa y 6e3nocepeHili ynakosui A®I - peuyenma
Tabnetok y Ty6i; no 1 BHECEHHS 3MiH Y peecTpaLiiiHi matepianv gocke p. 3.2.S.6.
abo no 2 Tyém y CucTema KoHTeliHep/3aKynopioBasibHNIA 3aci6: BBEAEHHS
KapTOHHIA KopooLi anbTepHaTUBHOI NepBUHHOT ynakoBku (Polyethylene liner
placed in a polypropylene supersack) gns A®l
MNapaueTtamon
76. | 30HIK Kancynu Teepgi no 150 KYCYM IHAis KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/16350/01/01
Mmr, no 14 kancyny XENTXKEP MNBT XENTXKEP MNBT 3MiHM | TURY - 3MiHW [0 IHCTPYKLiT 418 MeAnYHOro peyenmom
6nictepi; no 1 a6o no 2, nTa nTa 3acTocyBaHHs y po3gin “MNo6ivHi peakuii” 3rigHo 3
abo no 4, abo no 6 iHcbopMmaLieto Woa0 MefMYHOro 3acToCyBaHHsA
6nicTepiB Y KAPTOHHIN pediepeHTHOro flikapcbkoro 3acoby (JIIPUKA, kancynn 50
ynakoBLi mr, 75 mr, 150 mr a6o 300 mr). BBeA€HHSA 3MiH NPOTAromM
3-X MicsiliB nicns 3aTBepPAKEHHS
77. IBYNPO®EH kancynu, no 200 mr no ToBapucTBo 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/16147/01/01
10 kancyn y 6nictepi, no 06MexeHo 06MexeHot 3MiHu | TUNY - 3MiHa po3mipy cepii (BKNtoYakum gianasoH peyenma
1 abo 2 6nictepu y BiAnNoBigasIbHICT BiANOBiAaNbHICTIO po3mipy cepii) roToBOro NikapCbkoro 3acoby - BBeAEHHS
KOpo6Li 3 KApTOHY 10 "®hapmMaueBTNYHA PO3Mipy cepii FOTOBOrO JliKapCbKOro 3acoby A/15 BUPOGHMKaA
"®apmaueBTUUH thipma "BepTekc”, ToBapnCTBO 3 0OMEXEHOI0 BiAMOBIAA/bHICTIO
a thipma Ykpaina "®apmaveBTnyHa thipma "BepTekc”, YkpaiHa (BUpoObHULITBO
"BepTekc” (BMPOGHMLTBO 3 3 npoaykuii in bulk ToBapuctea 3 06mMexeHo
npoaykuii in bulk BiANOBIAA/IbHICTIO «®PapmaLeBTUYHa KOMMaHist «340poB’A»,
TosapucTsa 3 Ykpaina). 3anponoHosaHo: Po3mip cepii: 24,800 Tuc. yn.
06MEXEHO (62,500 kr) - Ne 10 (10x1), 12,400 Tuc. yn. (62,500 kr) - Ne
BiANOBifa/IbHICTIO 20 (10x2), fopaTkoBwuii po3mip cepii cknagae: 4,000 Tuc. yn
«PapmaLeBTUYHa (12,000 kr)- Ne 10 (10x1), 2,000 tuc. yn. (5000 kr) - Ne 10
KOMMNaHis (10x1), 2,000 Turc. yn (12,000 kr) - Ne 20 (10x2), 1,000 TuncC.
«3[10pOB’A», yn. (5000 «r) - Ne 20 (10x2)
YkpaiHa)
78. | IBYNPO®EH Kancysu, no 400 Mr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 6e3 UA/16147/01/02
10 kancyn y 6nictepi, no 06MeXeHo 06MeXeHOo 3MiHuM | TUNY - 3MiHa po3mipy cepii (BKNtoYatum gianasoH peuyenma
1 abo 2 6nictepu y BiANoOBiga/IbHICT BiANOBIA&NbHICTIO po3mipy cepii) roTOBOro NikapCbKoro 3acoby - BBeAEHHS
KOpPOO6Lii 3 KapTOHY 10 "®apmavueBTUYHa pO3Mmipy cepii roToBOro nikapcbkoro 3acoby A1 BUpoGHMKa
"®apmaueBTUUH thipma "BepTekc”, ToBapuCTBO 3 06MEXEHOI0 BifNOBIAAbHICTIO
a thipma Ykpaina "®apmaueBTnyHa dipma "Beptekc”, YkpaiHa(Bupo6HULTBO
"BepTekc" (BMPOGHMLTBO 3 3 npogaykuii in bulk ToBapuctea 3 06MexeHo
npoaykuii in bulk BiANOBIAANILHICTIO «®PapmaLeBTUYHa KOMMaHist «340poB’a»,
TosapucTsa 3 Ykpaina). 3anponoHosaHo: Po3mip cepii: 12,300 Tuc. yn.
obmexeHo (62,500 kr) - Ne 10 (10x1), 6,150 Tnc. yn. (62,500 kr) - Ne 20
BiANOBif&/bHICTIO (10x2), JopaTkoBuii po3mip cepii cknagae: 2,000 Tuc. yn.
«PapmaLeBTUYHa (22,200 kr) - Ne 10 (10x1), 1,000 Trc. yn (12,200 kr) - Ne 20
KOMMaHis (10x2)
«300p0B'A»,
YkpaiHa)
79. 130-MIK® cnpeli cybiHrBasibHUIA TOB HB® YkpaiHa TOB HB® YKpaina BHECEHHS 3MiH A0 peecTpauiiHnx martepiasiB: 3MiHu | Tuny 3a UA/2621/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
[o30BaHwuin 1,25 mr/posy «MIKPOXIM» «MIKPOXIM» - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
no 15 mn (300 go3) y afpecy 3asBHYKa (BnacHMKa peecTpauiiHoro nocBigYeHHs)
hnakoHi 3 - 3MiHa Ha3BW 3asBHVKa. BBefeHHs 3MiH npoTsarom 3-x
posnunoBayem; no 1 MicALiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
dhnakoHy y nauui 3 AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
KapToHy afipecyt MicLA NPOBaKEHHS Aif/IbHOCTI
BVPOGHMKa/iMMopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYa0UM AiNbHULi BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEp, BK/IOYAKOUM BUMYCK Cepili) - 3MiHa
Ha3BW BUPOOHYMKa, 6e3 3MiHM MicLst BUPOOHMLITBA.
BBefeHHS 3MiH NpoTArom 3-xX MiCALIB MiCNs 3aTBEPKEHHS.
80. | IHAIPAB niodpinizoBaHuii TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepianis: BUNpaB/IeHHS 3a UA/15402/01/01
BAKUVHA NOPOLUOK A/15 PO3UYUHY Naiigp" Nang" TEXHIYHOT MOMWJIKM B OHOBNEHNX MKH, 3aTBEpaKeHMX peyenmom
AHTUPABIYHA | gns iH'ekujii He MeHLwe (nakyBaHHs i3 Hakazom MO3 YkpaiHn Ne 1049 Big 04.09.2017, a came:
OUULLEHA, 2,5 MO/po3a Ta dhopmum in bulk BUMNpPaB/IEHHS TEXHIYHOI MOMU/IKW B TEKCTi MapKyBaHHS
IHAKTUBOBAH | po3unHHMK, 1 chriakoH 3 ipMn-B1pobHUKa ynakoBOK MiKapCcbKoro 3acoby (MeguyHoro
A niodpinizoBaHnM Bxapat bioTtek iMyHOGIioNoriYHoro npenapaTty) (MapkyBaHHS Ha CTiKepi Ha
nopoLukom Ta 1 amnyna IHTEpHEeLLHN chnakoHi 3 nioghinizoBaHMM MOPOLLKOM), OMUJIKA CTOCYETHLCSA
3 PO34MHHKKOM no 0,5 NimiTes, HAis) HanucaHHsA Aito4oi pevoBUHU
M/ (HaTpito xopuay
pO3uuH A4 iH'ekuin 0,3
%) B NNacTUKOBOMY
nexani; no 1 a6o 10
NAacTUKOBUX NeHasliB y
KapTOHHI KOopoo6Lli
81. | IHOOBA3WUH- renb no 45ry T1y6i, no 1 BankaHdapma- Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpaLliiniHux maTepiasis: 6e3 UA/0400/01/01
TEBA Ty6i y KapTOHHIl navui TposiH AT TposiH AT 3MiHM | TUNY - 3MiHa y TepMiHax npuaaTHocTi abo ymoBax peyenma
36epiraHHs roTOBOrO NikapcbKoro 3acoby - NpuBeaeHHS
yMOB 36epiraHHs NikapCbKoro 3acoby B 3apeecTpoBaHili
OOKyMeHTaUiT B YKpaiHi y BiANOBIAHICTb A0 iHdopmavil,
3a3HayYeHol B JOCbE BUPOBHMKA:
3anponoHoBaHo: 3.3. YCNoBus XxpaHeHusa. XpaHuTb npu
Temnepatype He Bbilwe 250C. XpaHUTb B HEAOCTYNHOM A5
neteli mecte! Mocne NepBoro BCKPbITUSA TyObl XPaHUTb Ha
NPOTSHXKEHUN 6 MecALLEB B yKa3aHHbIX ycoBuax! BBeaeHHA
3MiH NPOTArom 6-Tn MicsLiB nicnsa 3aTBepAKEHHSA
82. | IHAOBA3WH- renb no 45ry Ty6i, no 1 BankaHthapma- Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 6e3 UA/0400/01/01
TEBA Ty6i y KapTOHHIl navui TposiH AT TposiH AT 3MiHK | TUMY - NOAAHHS OHOB/IEHOTO cepTudikaTa peyenma
BiAnoBigHoCTi EBponelickkit hapmakonei Ne R1-CEP 2009-
256-Rev 00 Ans Aito4oi peyoBuHY Bif BXe 3aTBEPAKEHOrO
B/MPOGHMKA
83. IHPAHPUKC cycneHsis (DTPa-HBV- nakcoCwmiTKnsii Benuka nakcoCmiTKnsiiH Bonrapis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/16235/01/01
FEKCA™/INFA IPV) gnsi iH'ekyiii no 0,5 H ExkcnopTt BpuTaHis Bionoaxikans C.A. 3MiHKM | TUNY - 3MiHa y MeTogax BunpobyBaHHA AD| abo peyenmom
NRIX HEXA™ mn (1 gosa) Ta Niviteq BMXi4HOro Martepiany/npomikKHOro NPoAyKTy/peareHTy, Lo
KOMBIHOBAH niocpinizat (Hib); 1 BVIKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI -
A BAKUVHA nornepenHL0 npuBeAEeHHS MaTepiasiiB fOCLE Y BiANOBIAHICTb A0
ana HaNOBHEHUI NpPakTUYHOI Npoueaypy KOHTPOsIto sikocTi ADI: nepernsiga,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
MPO®DINTAKTUK | ogHopasoBwii Wwnpuy, OHOBJIEHHS Ta Y3rODKEHHS aHATITUYHUX METOZB
N AUGTEPII, (no 0,5 mn (1 posa)) y BMU3HAYEHHS BMICTY aHTUreHy Bipycy nonioMienity tuny 1, 2
NPABLA, KOMNEKTi 3 ABOMA Ta 3 meTofoM ELISA, BU3HAUYeHHS akTUBHOCTI Bipycy
KALUMOKY rosikamu Ta h/iakoH 3 noniomienity Tuny 1, 2 Ta 3 metogom ELISA Ta
(ALEENONAPH niocpinizatom (Hib) ansa iaeHTugikauia Bipycy noniomienity Tuny 1, 2 Ta 3 MeTogoM
ni 1 fo3u, Wo 3milyTbes ELISA; 3miHu | TURY - 3MiHa y MeTogax BUNpobyBaHHA
KOMMOHEHT), | nepepn BYKOPWUCTaHHAM; rOTOBOrO JliKapCbKOro 3acoby - NpuBeAeHHS MaTepianis
FENATUTY B, no 1 aéo no 10 [OCbe Y BiANOBIAHICTb [0 NPaKTUYHOI Npoueaypy KOHTPOO
NMONIOMIENITY | nnacTUKOBUX AKOCTi rOTOBOTO /TIKAPCbKOro 3acoby: nepernsg, OHOB/IEHHS
TA KOHTEliHepiB Yy Ta Y3rofpKEHHS1 aHa/IITMYHUX METOAIB BU3HAYEHHS
3AXBOPHOBAH | KapTOHHIli KOpoo6Li aKTMBHOCTI Bipycy noniomienity Tuny 1, 2 Ta 3 MeTo40M
b, ELISA Ta igeHTudbikauis Bipycy noniomienity Tuny 1, 2 1a 3
36YAHNKOM meTtogom ELISA
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B
84. IHGPAHPUKC™ CyCneHsist N8 iH'ekuin nakcoCwmitKnsii Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasis: 3a UA/13939/01/01
InB no 0,5 mny nonepeaHbo H Exkcnopt BpuTaHis Bionomxikans C.A. 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA A®l abo peyenmom
KOMBIHOBAH 3anoBHEHOMY Nimiten BUXIAHOIO MaTepiany/npoMiXKHOro NpoAyKTy/peareHTy, Lo
A BAKUVHA 01HOPa30BOMY LLUMPUL Y BVIKOPWCTOBYETbLCS Y NPOLIECi BUPO6HMLTBA AD] -
ANnd KOMIMEKTI 3 FO/IKOO; MO npuBeLeHHs maTtepianiB AOCbE Y BifMoBigHICTb J0
MPO®ITAKTUK | 1 a6o 10 nonepesHbO NpaxkTUYHOI Npoueaypy KOHTPOsIo SikocTi ADL: nepernsg,
N ANDTEPII, 3anoBHEHUX OHOBJIEHHS Ta Y3rOPKEHHSA aHaNITUYHUX METOAB
MPABLS, 0[HOPAa30BMX LUMPULB Y BM3HAYEHHS BMICTY aHTUreHy Bipycy noniomienity Tuny 1, 2
KALLJTFOKA NnNacTUKoOBOMY Ta 3 meTofoM ELISA, BU3Ha4YeHHA aKTUBHOCTI Bipycy
(ALENONAPH KOHTeliHepi; no 1 noniomienity Tuny 1, 2 Ta 3 metogom ELISA Ta
nin KOHTEeHepy B KapTOHHIl ioeHTudikauis Bipycy noniomienity Tuny 1, 2 Ta 3 meTogom
KOMIMOHEHT) KopoobLi ELISA; 3miHuM | TMNY - 3MiHa y MeTofax BUNPO6YyBaHHSA
TA roTOBOro MikapCcbKoro 3acoby (iHWi 3MiHM y MeToAax
noniomMienitTy BMNpOoGYBaHb (BK/IOYauM 3amiHy abo AONOBHEHHS)) -
npuBeAeHHs MaTepiasiiB fOCLE Y BiANOBIAHICTb A0
NpaKTUYHOI NpoLeaypy KOHTPOJIKO SKOCTi FOTOBOro
NiKapCbKoro 3acoby: Nepernsf, OHOBEHHNA Ta Y3rofKeHHs
aHaNiTUYHMX METO/iB BU3HAYEHHS aKTUBHOCTI Bipycy
noniomienity Tvny 1, 2 Ta 3 metogom ELISA Ta
ioeHTudikauis Bipycy noniomienity Tuny 1, 2 Ta 3 meTogom
ELISA
85. IHOAHPUKC™ cycneHnsis (DTPa-IPV) nakcoCwmitKnsii Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/15832/01/01
INB XIb | Ans iH'ekuii no 0,5 mn H EkcnopTt BpuTaHis Bionogxikans C.A. 3MiHM | TUNy - 3MiHX B NpoLeci BUpo6HMUTBa AdI - 3MiHM Ta peyenmom
INFANRIX™ (1 po3a) y nonepefHbL0 Nimiten OHOBJIEHHSI OMNKWCY NpoLecy BUPOOHULTBA NPOMIKHOTO
IPV HIB HanoBHeHOMY NPOAYKTY NPV OTPUMaHI aHTUTEHIB aLetoNsSPHOro
KOMBIHOBAH 0HOPa30BOMY LUMPULL KOMMOHEHTY Kall/oka Ta Onuncy nepBuUHHUX martepianis, L0
A BAKUVHA Ne 1 y komnnekTi 3 BMKOPUCTOBYHOTLCSA Nif, Yac BUPOOHMYOro Npouecy.
Ana [BOMa rosikamu Ta Pepakuiini npaBku fo po3giny 3.2.S.2.2 Aocbe; 3miHn | Trny
MPO®PINAKTUK | niodpinizat (Hib) y - 3MiHa y NapameTpax crneumdikauiii Ta/abo fonycTUMUX
N QUDTEPII, donakoHi Ne 1, wo MeX, BU3HaYeHuX y cneuudikayisx Ha AdPl, abo

NPABLIA,

3MILLYHOTbCA Nepef

BUXIAHWIA/MPOMIXKHWIA NpoAYyKT/pearexT, o




64

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
KALLUJTIOKY BUKOPUCTaHHAM; No 1 BMKOPUCTOBYIOTbCS y Npoueci BUpobHuuTea Adl - 3miHa
(ALEENONAPH nornepeaHsL0 nocuaaHb B aHaUTITUYHUX MeToAax A1 CUPOBUHU
nin HanoBHEHOMY nytapanbgerig 3 moHorpadii USP Ha moHorpadpito GSK
KOMMOHEHT), | ogHopa3oBOMy LUMPULY 100931; 3miHu | TNy - 3MiHK, NOB'A3aHI 3 HEOOXIAHICTHO
MONIOMIENITY | y KOMNAEKTi 3 ABOMA npuBefeHHs y BiANOBIAHICTb A0 MoHorpadii 4dPY abo
TA ronkamu Ta 1 donakoHom €sponelicbkoi thapmakonei, abo iHLWOI HalioHaIbHOI
3AXBOPIOBAH | 3 niocpinizatom (Hib) y thapmakonei gepxasu €C - 3MiHM TUMY BOAW, Ska
b, BaKyyMHili CTEpUNbHIi BUKOPWCTOBYETLCA A5 NiArOTOBKU PO3YMHIB Ta CEpefoBuLY,
3BYAHNKOM ynakosL; no 1 nig yac chepmeHTaLii Ta ekcTpakLii aHTUreHis
AKX € BaKyyMHiil CTEpUNbHIl avLestoISPHOro KOMMOHEHTY Kall/ioka. PefakuiiiHi npasku
HAEMOPHILUS | ynakoBLi y KapTOHHiii 00 po3giny 3.2.S.2.3 foCbe; 3MiHa NocunaHb B aHaNiTUYHUX
INFLUENZAE KopobLi MeTOAax KOHTPOSI0 AONOMDKHOI peqyoBuHM [NyTaTioH 3
TNy B BHYTPILIHBbOI MOHOrpadii KOHTPO/IKO SKOCTi KOMMaHii Ha
MOHorpadito Eur. Ph
86. IHOAHPUKC™ cycneHsis (DTPa-IPV) nakcoCwmitKnsii Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiasiis: 3a UA/15832/01/01
INB XIB | Ans iH'ekuin no 0,5 mn H Exkcnopt BpuTaHis Bionomxikans C.A. 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA A®| abo peyenmom
INFANRIX™ (1 po3a) y nonepeHbLO Nimiten BUXIAHOIO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
IPV HIB HanoBHeHOMYy BMKOPUCTOBYETLCS Y NpoLeci BUpo6Huytea AdI -
KOMBIHOBAH 0iHOPa30BOMY LUMPUL npuBeLeHHs maTtepianiB AOCbE Y BigMoBigHICTb J0
A BAKUVHA Ne 1 y KomnnekTi 3 NpaxkTU4YHOI Npoueaypy KOHTPOsIto ikocTi ADL: nepernsg,
Ana [BOMa rosikamu Ta OHOBJIEHHS Ta Y3rOKEHHSA aHaNITUYHUX METOAiB
MPO®INAKTUK | niodpinizar (Hib) y BM3HAYEHHS BMICTY aHTUreHy Bipycy noniomienity Tuny 1,2,
N AUGTEPII, donakoHi Ne 1, wo Ta 3 MeTofoM ELISA, BU3Ha4YeHHs akTUBHOCTI Bipycy
NMPABLA, 3MILLYHOTLCA Nnepes noniomienity Tuny 1,2, Ta 3 metogom ELISA Ta
KALUMOKY BMKOPUCTaHHAM; no 1 ioeHTudikauis Bipycy noniomienity Tuny 1,2, Ta 3 MeTogom
(ALEENONAPH nonepegHsL0 ELISA; 3miHuK | TUNY - 3MiHa Y MeTofax BUNPO6YyBaHHSA
ni HarnoBHEHOMY rOTOBOrO J1iKapCbKOro 3acoby - NpuBeAeHHsA MaTepianis
KOMMOHEHT), 0ZIHOPa30BOMY LUNPULY [OCbE Y BiANOBIAHICTb A0 NPaKTUYHOT MpoLesypy KOHTPO/TH0
MONIOMIENITY | y KOMNAEKTi 3 ABOMA SAAKOCTi rOTOBOrO NikapcbKoro 3acoby: neperns, OHOBIEHHS
TA rofikamu Ta 1 dpiakoHOM Ta Y3ro4KEeHHS aHaNITUYHNX METOZAIB BU3HAYEHHS BMICTY
3AXBOPIOBAH | 3 niocpinizatom (Hib) y aHTuUreHy Bipycy noniomMienity Tuny 1,2, Ta 3 MmeTogom
b, BaKyyMHiil CTEpUNbHIl ELISA, BU3Ha4YeHHA akTUBHOCTI Bipycy NONioMIeNiTy Tuny
36YAHNKOM ynakoBui; no 1 1,2, Ta 3 meTtogom ELISA Ta igeHTucpikauis Bipycy
AKUX € BaKyyMHiil CTEpUNbHIl noniomienity Tuny 1,2, Ta 3 metogom ELISA
HAEMOPHILUS | ynakoBLi y KapTOHHiii
INFLUENZAE Kopoo6ui
Tnny B
87. IHPOPC TabneTtku, BKPUTI "KcaHTic ®apma Kinp CaHeka CnoBaubka BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasis: 3MiHU 1040 3a UA/16335/01/02
NNiBKOBOK 060/TI0HKOHO, Nimiten" dapmacbioTikan3 Pecny6nika | 6e3nekun/echekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peuyenmom
no 100 mr AT 3miHa(1) 40 3060B'A3aHb Ta YMOB Buadi peecTpauiiHoro

no 4 a6o no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHiIl
nauui;

no 4 a6o no 10
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
nauy;

noceifYeHHsA, BKItoYarouy MNMnax ynpasniHHA pyusnkaMmm
(3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€) NoAasIbLIOro
06r'pyHTYBaHHS HOBUMW A0AATKOBMM JaHUMMU, LLO MAKOTb

HafaBaTncst KOMMETEHTHUM OpraHoM, OCKifIbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm); -
BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 nignyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 fo Nopsaky npoBefeHHs ekcnepTusn
peecTpauiiiH1X MaTepiasiB Ha Nikapcbki 3acobu, LWo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
no 4 Tabnetkm y noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadito), a
6nictepi; no 3 6nictepu TakoX ekcnepTusn martepianis NPo BHECEHHA 3MiH 40
B KApPTOHHIlA naui; peecTpaliiiHix MaTepianiB NpPoTArom Aii peecTpawiiHoro
no 1 Tabnetuiy nocBigyeHHs, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
6nictepi; no 1 6nictepy Ne 426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne 460
B KQpPTOHHII naui;
no 4 TabneTtkm y
6nictepi; no 5 6nictepis
B KAPTOHHIl nayi.
88. | IH®OPC TabneTku, BKpUTI "KcaHTic ®apma Kinp CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: 3MiHW LL0A0 3a UA/16335/01/01
NNiBKOBOK 060/I0HKOHO, NimiTen" dapmacbioTikan3 Pecny6nika | 6e3nekv/edpekTuBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peuenmom
no 50 mr AT 3MiHa(1) 40 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
no 4 a6o no 10 nocBigYeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm
Tabnetok y 6nictepi; no (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€) nofasibLIoro
1 6nicTepy B KApTOHHIN 06'pYHTYBaHHA HOBUMM AOAATKOBMM AaHVMWU, L0 MarTb
nauLi; Ha/jaBaTnca KOMMETEHTHAM OPraHoM, OCKINIbKK
no 4 a6o no 10 BMMaraeTbCsl CyTTEBA OL|iHKa KOMNETEHTHUM OpraHom); -
Tabnetok y 6nictepi; no BurikoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTy 1.8.2
2 6nicTepy B KAPTOHHIlA nyHkTy 1.8 gogatky 5 Ao MNopagky NpoBefeHHs ekcnepTusm
nauui; peecTpauiiiHux MaTepiasiiB Ha flikapcbki 3aco6u, Lo
no 4 Tabnetkn y noAaloTbCs Ha AepXaBHY peecTpauitio (nepepeecTpadito), a
6nictepi; no 3 6nictepn TakoX eKcnepTu3n matepianis Npo BHECEHHS 3MiH [0
B KapTOHHII navi; peecTpauiiiHux maTepiasiiB NPOTAroM Aji peectpaviiioro
no 1 Tabnetuiy NnocBigYeHHs1, 3aTBepaKeHoro Hakasom MO3 Big, 26.08.2005
6nictepi; no 1 6nictepy Ne 426 (y pegaxuii Hakazy MO3 Big 23.07.2015 Ne 460
B KapTOHHII navi;
no 4 Tabnetkn y
6nictepi; no 5 6nictepis
B KQPTOHHIN nayLi.
89. IPUHOCUHAAH | KoHUeHTpart ans AxTasic rpyn AT Icnangis CiHgaH ®apma PymyHis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny 3a UA/6528/01/01
NPUIOTYBaHHS PO3YnHY CP/1, PymyHis; ITanis - 3miHM Woao 6e3nekn/edeKTMBHOCTI Ta hapMakoHarisay. peyenmom
Ans iHdy3ili, 20 mr/mn AxTasBic ITania BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta YMOB Buaadi
no 2 mn, abo no 5 mn, C.n.A., Itanis peecTpavyiiiHoro noceig4yeHHs, Bkavaroum Mnax
a6o no 15 mn, abo no 25 ynpaB/liHHA pU3nKamMm (3acToCyBaHHS 3MiH(1), Aki(a)
M1y ¢hnakoHi; no 1 BMMararoTb(€) No4anbLIOro 06r'pyHTYBaHHA HOBUMMU
dhnakoHy B nauui [04aTKOBMM AaHVMU, L0 MaroTb HagaBaTucs
KapTOHHIi KOMMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs CyTTeEBa
OLjiHKa KOMNETEHTHUM OpraHom) BukoHaHHs 3060B's13aHb
BignosigHo Ao nianyHkty 1.13 nyHkTy 1 fogatky 15 Ao
MopsaKy NpoBefEeHHs ekcnepTn3n peecTpaiiHux
marepianis Ha nikapcbki 3aco6u, L0 NoJaTbCA Ha
OepXaBHy peecTpauiio (nepepeecTpavyito), a Takox
eKcrnepTu3n MaTepiasis NPo BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiasis NPOTAroM Aji peectpauiiioro
noceigyeHHs, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
90. KAACINA® NOpPOLLOK AN ®.XohpmaHH- LBeliuapis BVMPOGHULTBO CLUA/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3a UA/13770/01/01
KOHUEHTpaTy Ans 15 Pow 114, Hepo3diacoBaHoi LLIBeliyapisi/ 3MiHK | TNy - 3MiHM Woao 6esnekn/ed)ekTMBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
pO34nHy ANns iHgysili no npoaykKuii, HimeuunHa hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX
100 mr, 1 chnakoH 3 nepBuHHe [JaHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
MOPOLLKOM B KapTOHHii nakyBaHHs: y3araslbHeHUX JaHnx npo cucTemy dhapmakoHarnsgy, 3mMiHa
Kopoo6ui MaTeoH YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
MaHyheKTypuHr chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
Cepsicus, JI1Ci, 3as1BHUKA AN19 34iIiICHEHHA thapMakoHarnsgy B YkpaiHi,
CLA; SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
. XodhdpmaHH-/15 BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
Pow /1tg, (BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
LlBeiiuapis; MacTep-caiina cuctemu chapmakoHarnsgy) - 3miHa
BTOPUHHE KOHTaKTHOI 0cobWu, BiAnoBifasibHOI 3a 3AiACHEHHS
nakyBaHHs: hapmakoHarnagy B Ykpaini: MponoHoBaHa pegakuis — Moy
®. XohbdpmaHH-/15 TeTsHa tOpiiBHa. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT
Pow /1A, ocobu, BignoBifanbHOI 3a 34ilicHeHHs1 hapMakoHarnsay
LBeliuapis;
BMNPOOYBaHHSA
KOHTPO/TIO AKOCTi:
Pow ®apma AT,
Himeyunna; Pow
[LiarHocTrke MvbX,
HimeyuunHa;
®.XochbpmaHH-/15
Pow Jlta,
LBeliuapis;
BUMYCK Cepii:
. XodhdpmaHH-/15
Pow /1tg,
LLIBeliLapis
91. KAACINA® NOpoLUOK AN ®.XohpmaHH- LLiBeiiuapis BUPOGHMLTBO CuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/13770/01/02
KOHLeHTpaty ans Na Pow N1a. Hepo3dghacoBaHo! LLiseliyapisi/ 3MiHK | TURy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
pO3unHy ANns iHgysili no npoAyKuii, HimeuunHa hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHNX
160 mr, 1 chnakoH 3 nepBuHHe [JaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
NOPOLLKOM B KapTOHHi nakyBaHHs: y3araJlbHeHNxX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
Kopoo6Li MaTeoH yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
MaHyheKTypuHr chapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsgy
Cepsicus, JI1Ci, 3asBHVIKa AN 34iiCHEHH:A thapmakoHarnsgy B Ykpaii,
CLA; SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
. XodpdpmaHH-/15 BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
Pow J1tg, (BK/TIOHAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
LlBeiiuapis; MacTep-aiina cuctemu chapmakoHarnsgy) - 3miHa
BTOPVHHE KOHTaKTHOI 0co6Wu, BiAgnoBifasibHOI 3a 3AiACHEHHS
nakyBaHHs: thapmakoHarniagy B Ykpaini: MponoHoBaHa pegakuis — Moy,
®. XohbpmaHH-/15 TeTsHa tOpiiBHa. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT
Pow /1A, ocobwu, BignoBifanbHOI 3a 34iliCHEHHsT hapMakoHarnsay
Llseiuapis;
BMNPOOYBaHHSA

KOHTPOJIH SIKOCTI:
Pow ®apma AT,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
Himeyunna; Pow
[LiarHocTrke MvbX,
HimeyuunHa;
®.XothbdpmaHH-/15
Pow Jlta,
LBeliuapis;
BUMYCK Cepii:
. XodhdpmaHH-/15
Pow /1tg,
LLIBeliLapis
92. KAMETOH- cnpeii OpoOMyKO3HUIA MO ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/2288/01/02
340POB'A 251y 6anoHi 06MEXEHO0 06MEXEHO 3MiHu | TNy - NpUBEAEHHS cneumndikauii Ta MeTogiB peuyenma
POPTE 3abe3neyeHomy BignoBigasbHICT BiANOBiAa/IbHICTIO BXiJHOr0 KOHTposto AD| MeHTON (1eBOMEHTO/) 3a
KianaHoM-HacocoM, 10 "®apmMaueBTUYHA nokasHukom «MikpobionoriyHa uncrora»(5.1.4) signosigHo
HacafKoto- "®apmaueBTniH KOMMaHis 0,0 BUMOT fjtoyoro BugaHHa AdY(2.0); cynyTHS 3miHa: 3miHa
posnuoBavem Ta a KoMnaHis "3p0poB'a” y MeTogax BunpobysaHHa APl abo BuXigHOro
3aXMCHMM KOBMaYKOM,; "3popos's” mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
no 1 6as10Hy y Kopobui 3 BMKOPWCTOBYETbLCA Y NpoLeci BUpo6HMUTBa ADI; 3MiHuM I
KapToHy; no 40 ry TUMy - BBEAEHHS HOBOTO BUpObHUka A®I meHTOMy
hnakoHi 3 opasibHUM (neBOMEHTON) 3 HafaHHSM MacTep-haiina Ha AdI,
po3nuaBasIbHUM [0AAaTKOBO [0 3aTBEPAKEHOr0 BUPO6HMKa API
NMPUCTPOEM Ta 3aXUCHUM
KoBnaykom; no 1
hnakoHy y kopobui 3
KapToHYy
93. KNONIAOrPEN | tabnetku, BKpUTI ToBapucTso 3 YkpaiHa BMPOGHULITBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |l Tuny 3a UA/15618/01/01
b 060/10HKOH0, MO 75 Mr Mo 06MEXEHO npoaykuii in bulk, - 3MiHK Wwoa0 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy. peyenmowm
10 TabneTok y 6nicTepi; BiAnoBigasIbHICT BMNYCK Cepil: BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAadi
no 1 a6o 3 6nictepu B 10 ToBapucTBO 3 peecTpauiiiHoro nNocBigYeHHs1, BkIYaum MNnax
KapTOHHIN navuj "GapmaueBTUYH 06MEXEHO yNpaB/liHHA pU3nKaMm (3aCTOCyBaHHS 3MiH(1), ski(a)
a hipma BiAMNOBif&/bHICTIO BMMaralTb(€) NOAAbLIOTO 06IPYHTYBaHHSA HOBUMM
"BepTekc"” "®apmaueBTnyHa [,00AaTKOBUM AaHMMW, WO MaloTh HagasaTucs
thipma "BepTekc", KOMMETEHTHVM OpraHOM, OCKiflbkn BUMaraeTbCcs CyTTEBa
YKpaiHa,; OLliHKa KOMMETEHTHUM OpraHom) BrkoHaHHSA 3060B'A3aHb
BUPOGHMLTBO BignoBiaHO Ao nianyHkTy 1.8.2 nyHkTy 1.8 nonatky 5 fo
npoaykuii in bulk: Mopsaaky NpoBeAEHHS eKcnepTn3n peecTpaLinHmx
TOB "®APMEKC marepianiB Ha nikapcbki 3acobu, LWo NoaaTbCs Ha
reyn-, OepXxaBHy peecTpauiio (nepepeecTpayito), a Takox
YkpaiHa eKcrnepTn3n MaTepiasiB MPo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasiiB NPOTAroM Aji peecTpaviiiHoro
nocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
94. Knonikcon TabneTku, BKPUTI NyHp6ek [aHis BVPOGHMLTBO [JaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNYy 3a UA/2205/01/01
NAiBKOBOK 0B0I0HKOIO, Ekcnopt A/C Hepo3chacosaHoro - AAMiHICTpPaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
no 2 mr, no 100 NpPoAyKTY, afipecu MicLs NPoBaKeHHA AIANbHOCTI
TabneTok y KOHTelHepi; nepBuHHe Ta BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
no 1 koHTeliHepy y BTOPVHHE BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micle nposefeHHs

KapPTOHHI KOpooL;i

nakyBaHHA, BUIMYCK

KOHTPOJIH0 SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAMOBiAaE




68

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
cepiii: BMPOGHMK/IMNOPTEpP, He BK/IKOYaK4M BUMYCK cepiii) - 3MiHa
X. Nlynnbek A/C, Ha3BW Ta agpecu AinbHULI, fKa Bignosigae 3a
[NaHis; MiIKPOBIONOTiYHNIA KOHTPOb (B 3aTBEPLYKEHOMY PO3fini
BUNPOOYBaHHA 3a 3.2.P.3.1. BUpO6HMKM 3a3HAYEHO AiNTbHULIO 3 HACTYMHOK
NOKa3HUKOM Ha3Bolo Ta agpecoto: Eurofins Pharma A/S Oernebjergvej 1
"MikpoGionoriyHa DK-2600 Glostrup Denmark). BuHeceHHsi BUpo6HMKa, L0
yucrora': BifjNOBIfaE 3a BUNPOGYBaHHSA 3a MOKA3HUKOM
EypodiHc «Mikpob6ionoriyHa unctota» B MKA N3 (gaHuii BUPOGHUK
Biodhapma 6yB NPUCYTHIli B MaTepiasniax peecTpaLiiitHoro Aockbe).
MpopakT TecTiHr 3a3HayeHHs BUPOOHUUYNX QOYHKLi AN 3aTBEPIAKEHNX
[JeHmapk A/C, BUPOBHUKIB. 3MiHW | TUNY - AAMIHICTPaTUBHI 3MiHW.
[JaHis BunyyeHHs BUPOGHWYOT AinbHUL (BKNHOYAOUN AinbHUL ANs
A®I|, npomiXHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco06y, AiNbHUL ANA NPOBeAEHHA NakyBaHHS, BUPOOHUKA,
BiZJNOBIAALHOTO 3@ BUMYCK Cepild, MicLie NpoBeAeHHS
KOHTPO/IO cepii) abo nocTavanbHVKa BUXIQHOMO MaTepiasty,
peareHTy abo AOMOMiXHOI PEUOBMHY (SKLLO 3a3HaYeHo y
[0Cbe) BunyyeHHs BUPOGHMYOI AinbHULi Statens Serum
Institut, Denmark
95. Knonikcon TabneTtku, BKPUTI NyHp6ek [aHia BUPOGHMLTBO [JaHis BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | TUNY 3a UA/2205/01/02
NAIBKOBOK 0B0I0HKOHO, Ekcnopt A/C Hepo3cacosaHOro - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo peyenmom
no 10 wmr, no 100 NPOAYKTY, afipecu MicLs NPoBaKeHHA AiANbHOCTI
TabneTokK y KOHTelHepi; nepBrHHe Ta BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
no 1 KoHTelHepy y BTOPVHHE BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KapTOHHI Kopoo6Li nakyBaHHs, BUMYyCK KOHTPOJIHO AIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
cepiii: BMPOGHMK/IMNOPTEP, HEe BK/IKOUYaUM BUMYCK cepiii) - 3MiHa
X. NlyHp6ek A/C, Ha3BW Ta agpecu AinbHuWLj, Ska Bignosigae 3a
[OaHis; MiKpOG6i0noriYHUIA KOHTPOSb (B 3aTBEPAXXEHOMY PO34ini
BMNPOBYBaHHA 3a 3.2.P.3.1. BUPO6HWKM 3a3HAYEHO Ai/TbHULIO 3 HACTYNMHO
NoKa3HUKOM Ha3Bolo Ta agpecoto: Eurofins Pharma A/S Oernebjergvej 1
"Mikpo6ionoriyHa DK-2600 Glostrup Denmark). BuHeceHHs BUpOGHKKa, Lo
yucrora'’: BifNOBigaE 3a BUNPOGYBaHHA 3a MOKA3HUKOM
EypodpiHc «MikpobionoriyHa unctota» B MKA N3 (gaHuii BUPOGHMK
Biodhapma 6yB NMPUCYTHI B MaTepiasiax peecTpauliiiHoro AOChE).
MpopakT TecTiHr 3a3HayeHHs BUPOOHUUNX OYHKLi AN 3aTBEPAXEHNX
[NeHmapk A/C, BMPOGHMKIB. 3MiHN | TUNY - AGMIHICTPATUBHI 3MiHW.
[OaHis BunyyeHHs BUPOGHWYOT AinbHNLi (BKIHOUAKUN AibHNL ANS
A®I, NpOMiXXHOro NPoAyKTy abo rotToBoro NikapcbKoro
3acoby, AinbHNULi AN NPOBEAEHHS NaKyBaHHSA, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/IO cepii) abo nocTadasibHUKa BUXIAHOTO MaTepiasny,
peareHTy ab0 AOMOMIKHOI pEYOBUHY (SIKLLO 3a3HAYeHO Y
[ocbe) BunyyeHHsa BUpo6HMYOT AinbHuui Statens Serum
Institut, Denmark
96. KNO®ENIH- Tabnetku no 0,15 mr, no TosapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a UA/7374/01/01
340POB'A 10 TabneTok y 6nicTepi; o6MexeHo 06MexeHot 3MiHM | TUMY - BUNYYEHHA BUPOOHUYOT AiNbHWLI (BKIOYA0UM peyenmom
no 3 6nictepu B BignoBigasbHiCT BiANOBIA&/IbHICTIO ginbHuui ans A®l, npomixHoOro NnpoaykTy abo rotoBoro
Kopo6ui; no 30 TabneTok ) "®apmaueBTuyHa NikapcbKoro 3acoby, AiNbHWLi AN NPOBEAEHHS NakyBaHHS,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
y 6nicTepi; no 1 "®dapmaueBTUYH KOMMaHis BMPO6GHMKA, BiAMOBigaIbLHOMO 3a BUMYCK Cepili, MicLe
6nictepy B kopobLj; no a KoMnaHis "3p0poB'a” npoBeAeHHS KOHTPOO cepil) abo noctavanbHUKa
30 TabneTtok y "3p0pos'a”

6nictepax

BUXiHOrO Marepiany, peareHTy abo AONOMiIKHOT pEYOBUHY -
BUy4eHHs BUpo6OHuka A®| KnoHiguHy rigpoxnopug Ar1
3aBog, XiMiyHnx peakTvBiB HTK "IHCTUTYT MOHOKpUCTaniB"
HAH Ykpainu, YkpaiHa. Y matepianax peectpaLiitHoro
[10CbE 3a/NLLINBCS 3aTBEpKeHUli BUPOGHUK TOBapUCTBO 3
[ofaTkoBolo BignosigansHicTio "IHTEPXIM", YkpaiHa; 3miHu
| TNy - 3mMiHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
Heob6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOIO SIKOCTI), abo
B/lacHWKa macTep-thaiina Ha A®l, abo noctavyasibHUKa
Adl/BnxigHoro matepiany/peareHTy/NPOMIKHOTO MPOAYKTY,
LLIO 3aCTOCOBYOTHCA Y BUPOOHULTBI AD| - yTOUHEHHS
HaliMeHyBaHHS Ta afpecu MicLe3Hax0MKEHHS BUPOBHMKa
A®I|. BupobHuya AinbHMLA Ta yci BUPO6HMYi onepauii
3aUIMWAITHCA HE3MIHHUMU; 3MiHKM | TUMY - 3MiHa Y MeToAax
BuNpobyBaHHA APl abo BUXiAHOTO MaTepiasly/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMpO6HULTBA AP - NPMBEAEHHA METOAIB BXIiQHOIO
KOHTponto A®I KnoHiguHy rigpoxnopug 3a nokasHUKOM
"MikpobionoriyHa uncToTa" y BignoBigHICTb A0 BUMOr EP
Ail040oro BUAaHHS;

BWUYYEHHS O[HOIO 3 METOZAiB BUNPOOYBaHHA y MeToAax
BXiIHOro KOHTPO/IO SKOCTi Ana APl KnoHiguHy rigpoxnopug,
3a nokasHuKoM "KinibkicHe BU3Ha4YeHHs". ICHye
3aTBEPMXKEHNI METOZ, BUNPOOYBaHHSA 3a NOKAa3HUKOM
cneuudikauii "KinbkicHe BU3Ha4YeHHs", AKunii Bianosigae
B/Moram EP fjto4oro BugaHHs; 3MiHu | Tuny - 3miHu,
noB'aA3aHi 3 HEOOXIHICTIO NPUBELEHHS Y BiANOBIAHICTL A0
MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHabHOT thapmakonei fAepxasu €C; cynyTHA
3MiHa: 3MiHa Yy meTofax BUNpo6yBaHHS AOMNOMIKHOI
PeYOBMHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX METOAAX
BMNPOBYBaHb) - 3MiHW Y cneumdikauisax Ta metogax
BXIIHOrO KOHTPO/IIO AOMOMDKHUX PEYOBWH: 1aKTO3U
MOHOriApaT, MarHito cteapar Ta KpOXMauslb KYKYPYA3SHUIA —
npvBefeHHs y BiANOBIAHICTb A0 BUMOr EP gjtovoro
BWAAHHS; 3MiHM | TUMY - 3MiHa NOCTaYasibHNKa NaKyBaslbHNX
maTepianis abo KOMMNIEKTYIOUVX - BBEEHHSA [O4aTKOBUX
noctavyanbHUKIB NEPBUHHOIO NakyBaHHs (hobrn
antoMiHieBol) - AT "TexHonorisa", YkpaiHa Ta TOB

"AnTpeig", YkpaiHa. Cneuundikauii Ta METOAM KOHTPOSIHO
AKOCTI IAEeHTUYHI. SKICHI @60 KiNbKiCHI 3MiHU ckiagy

nakyBaJIbHOro mMatepiasy BifCYTHI; 3MiHM | TUny - 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX

NEPBUHHOT YNaKOBKM FOTOBOTO JIiKAPCLKOTo 3acoby - 3MiHW Y

crneundikauii Ta MeToAax KOHTPOJIH0 SAKOCTi NEPBUHHOI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

YNakoBKM - NPUBEAEHHS A0 BUMOT AOKYMEHTaL,i BUPOOHMKa
nakyBaslbHUX MaTepianis: - yTOYHEHHS Y crneuuqikauii Ta
3MiHW Y MeTofax KOHTPOSIHO SKOCTI AN NNIBKU
NONIBIHI/IX/TOPUAHOI A1 BUTOTOB/IEHHS Tapy Nif, Xap4oBi
NPOAYKTW Ta NiKapCbki 3aC06U 3a NOKA3HUKOM:
"Mikpob6ionoriyHa uncToTa"; - yTOUHeHHs y cneyudikauii ans
honbry anoMiHIEBOT 3a NOKA3HUKOM: "30BHILLHIA BUrNSAA,
hobrn"; - yTOYHEHHS Yy cneuudikauii Ta 3MiH1 y MeTogax
KOHTPO/O AKOCTI A1 ObIv aitOMiIHIEBOT 3@ NOKA3HUKOM:
"Mikpob6ionoriyHa uucrora”; 3miHum | Tvny - 3MiHa napameTpis
cneumdikaLin Ta/abo [ONYCTUMUX MEX FOTOBOrO
niKkapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa y MeTogax
BUMNPOOYBaHHA rOTOBOTO iKAPCLKOro 3acoby - NpuBeAeHHs
y BiANOBIAHICTb A0 BUMOr A®Y Aio4oro BuaaHHsa
napameTpiB cneuudikauii Ta METOAIB KOHTPOSIIO 3a
nokasHukamu: - "CepefHsa Maca" - 3 MeTOZjiB KOHTPO/IO
BU/Ty4EHO 3acTapisie nocunaHHsa Ha JPY nepLioro BUAAHHS;
- "OAHOPIAHICTb A030BaHNX OANHULB" - BHECEHO
pefakuifiHe YTOYHEHHS LLOA0 MEeX NPUAHATHOCTI Ta MeToZAiB
KOHTpO/IO; - "MikpobionoriyHa uicToTa'- pefakuiiHi
YTOUYHEHHS KpUTEPIiB NPUAHATHOCTI Ta 3MiHWU METOAUKN
aHanisy; 3miHu | Tuny - 3mMiHa napameTpiB cneuudikawin
Ta/abo [ONyCTUMUX MEX rOTOBOTO iKapCbKOro 3acoby -
[ONOBHEHHA cnevmdikaLii Ta MeTOAiB KOHTPO/IIO AKOCTI
rOTOBOrO /iKapCbKOro 3acoby nokasHuka "CynposigHi
LOMiLLKM" 3rifHO BUMOr HactaHosu 42-3.2:2004 "HactaHoBa
3 aKocTi. Jlikapcbki 3acobu. Cneuudikauii: KOHTPObHI
BMNPOBYBaHHA Ta KpuTepii NPUAHATHOCTI". JonycTumi Mexi
3a NOoKa3HWKOM BCTAHOB/IEHI BiANOBIAHO A0 BUMOT
MoHorpadii KnoHigury rigpoxnopug, EP gjtoyoro BugaHHs.
Br3HaueHHs NpoBOAATL METOAOM PiAVMHHOI Xpomatorpadii
BignosigHo oo sumor AdY 2.0, 2.2.29. (3anponoHOBaHoO:
6yab-sika HeifeHTMdikoBaHa AoMilka: He 6inblie 0,1 %,;
cyma [oMiLLoK: He 6inbLue 0,2 %)

97.

KNO®PAHIN

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 25 wr, no 10
TabneTtok y ctpuni, no 5
CTPUNIB Y KAPTOHHIN
ynakoBLi

CaH
PapmacboTuKan
IHpacTpi3
Nimiten

IHais

CaH
PapmacboTUKa
IHpacTpis /1T

IHais

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu || Tuny
- 3miHun Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAadi
peecTpaLiiHoro nocBigyYeHHs, Bkoyatouy Mnax
ynpasiHHA pu3nKamn (3acTocyBaHHs 3MiH(1), Aki(a)
BMMaralTb(€) NOAAILLIOTO 06IPYHTYBaHHS HOBMMU
[04aTKOBUM A@aHMK, L0 MatloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbkn BUMaraeTbCs CyTTEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 aopatky 15 go
Mopsiaky NpoBeAeHHS eKCnepTM3n peecTpaliiHnx
marepianiB Ha nikapcbki 3acobu, WO NoAaTbCs Ha
OepxaBHy peecTpaLiio (nepepeecTpauito), a Takox
eKkcnepTn3n matepianis Npo BHECEHHS 3MiH 10

3a
peyenmom

UA/4869/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
peecTpauiiHux MaTepiasliB MPOTAroM Aji peecTpaviiiHoro
nocBifYeHHs, 3aTBepaKeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
98. | KONOMIUMH MOPOLLIOK A1 PO3YMHY TOB "TeBa YkpaiHa BVPOGHMLTBO Oanis/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3a UA/7533/01/01
IH'EKLIA ONs iH'eKUil, iHQy3ili YkpaiHa" Hepo3dghacoBaHOro Benuka 3MiHuM Il TMny - 3MiHa Yy NepBUHHI yNakoBL,i rOTOBOro peuenmom
abo iHransauin no 1 000 NPOAYKTY, BputaHis nikapcbKoro 3acoby (SKiCHWI Ta KinbKiCHUIA cknag) -
000 MO, 10 donakoHiB 3 nepBuHHA CTepunbHi nikapcbki 3ac06u Ta flikapcbki 3aco6m
NMOPOLLKOM B KApTOHHIlA ynakoBKa, 6i0N10ri4YHOro/iMyHONOMNYHOrO NOXOKEHHS - 3aMiHa r'yMOBOI
Kopobui KOHTPO/b Cepii: npo6kn Ans onakoHiB 3 FOTOBOro NiKapCbKoro 3acoby
Kcenis KonomiuwmH IH'ekyis 1 000 000 MO Ta 2 000 000 MO 3
dapmacbioTikens «Type | red siliconized chlorobutyl rubber stopper» Ha
AnC, JaHis; «Type | grey siliconized chlorobutyl rubber stopper»
BTOPUHHA
ynakoBka, A03BiN
Ha BUMYCK Cepii:
MeH
dapmacboTikan
Cepsices JlimiTes,
Benvika bpuTaHis
99. KONOMIUUH NOPOLLOK A1 PO3UNHY TOB "TeBa YkpaiHa BUPOGHMLTBO Oanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/7533/01/02
IH'EKLIA ANA iH'eKUil, iHdysil YkpaiHa" Hepo3cacoBaHOro Benuka 3MiHM Il TMNy - 3MiHa Yy NepBUHHIM ynakoBLi rOTOBOro peyenmom
abo iHransauin no 2 000 NpoayKTy, BputaHis nikapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUIA cknag) -
000 MO, 10 chnaxoHis 3 nepBuHHA CTepunbHi nikapcbki 3ac06u Ta nikapcbki 3acobu
NMOPOLLKOM B KAPTOHHI ynaKoBKa, 6i010r4YHOro/iMyHOONYHOTO MOXOKEHHS - 3aMiHa ryMOBOi
Kopoo6Li KOHTPO/b cepii: npo6ku ANs qo/1akoHIB 3 TOTOBOTO /iKapCbKOro 3acoby
Kcenis KonomiuuH IH'ekyis 1 000 000 MO Ta 2 000 000 MO 3
dapmacbloTikens «Type | red siliconized chlorobutyl rubber stopper» Ha
AnC, faHis; «Type | grey siliconized chlorobutyl rubber stopper»
BTOPWHHA
ynakoBka, f,03BiN
Ha BUMYCK cepii:
MeH
dapmacbroTikan
Cepsices JlimiTes,
Benvka bBpuTaHis
100. | NIAPEPOBIOH cynosuTopii no 150 000 TOB "®3 Ykpaina TOB "$3 Ykpaina BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny - UA/14695/01/01
® MO, in bulk Ne 1230: no "BIODAPMA" "BIO®APMA" - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinNbHUL

3 cynosutopiino1ry
6nictepi; no 410
6nicTepiB B rpynosiii i
TPaHCNOPTHIN Tapi; in
bulk Ne 1250: no 5
cynosuTtopiiBno 1 ry
6nictepi; no 250
6nicTepiB B rpynoBiil i
TpaHCNOopTHIl Tapi; in
bulk Ne 1250: no 10
cynosuTopiiBno 1 ry

(Brntovaroun ginbHuLi 4na A®l, npoMixXHOro NpoaykTy abo
roTOBOrO Nikapcbkoro 3acoby, AifbHWLi 419 NPOBEAEHHS
nakyBaHHs1, BUPOOGHWKa, Bi4NOBIAaIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IIO cepil) abo noctadvasibHuKa
BUXIQHOTO MaTepiasty, peareHTy abo fONOMiXXHOI pe4YOBUHN
(AKLLLO 3a3HAYEHO Y A0CbE) BunyyeHHs BUPOOHMYOI AinbHUL
MpAT "BIO®APMA", YkpaiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
6nictepi; no 125
6nicTepiB B rpynos.iii i
TPaHCMOPTHIN Tapi
101. | NA®EPOBIOH cynosuTopii no 500 000 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | TUny - UA/14695/01/02
® MO, in bulk Ne 1230: no "BIODAPMA" "BIO®APMA" - AAMIHICTpaTUBHI 3MiHW. BUlydeHHs BUPOBHUYOT AiNbHULL
3 cynosutopiino1ry (Brrovaroun ginbHnui Ans A®l, npoMixXHOro NpoaykTy abo
6nictepi; no 410 roTOBOrO JliKkapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
6nicTepiB B rpynos.iii i nakyBaHHs, BUpO6HYKa, Bi4NOBifAaNbHOro 3a BUMYCK Cepil,
TpaHCMNOpPTHIN Tapi; in MiCLie NpoBeAEHHS KOHTPO/IO cepil) abo nocTavasibHuKa
bulk Ne 1250: no 5 BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
cynosutopiiBno 1 ry (AKW0 3a3HaYeHOo Y J0Cbe) BunyyeHHs: BUPOOHWYOT AiNbHULL
6nictepi; no 250 MpAT "BIO®APMA", YkpaiHa
6nicTepiB B rpynosiii i
TpaHCNOopPTHIl Tapi; in
bulk Ne 1250: no 10
cynosutopiiBno 1ry
6nictepi; no 125
6nicTtepis B rpynosii i
TPaHCMOPTHIN Tapi
102. | JIA®EPOBIOH cynosuTopii no 1 000 TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUNY - UA/14695/01/03
® 000 MO, in bulk Ne "BIOPAPMA" "BIO®APMA" - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOT AiNbHUL
1230: no 3 cynosuTopil (Brtovaroum ginbHuui Ans A®l, npoMixHOro NpoAykTy abo
no 1 ry 6nictepi; no 410 roTOBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
6nicTepis B rpynosiii i nakyBaHHs, BUPOGHYKa, BignoBiAanbHOro 3a BUMYCK Cepild,
TpaHCMNOopPTHIl Tapi; in MicLie NPoBeAEHHS KOHTPOJIH cepii) abo nocTayasibHMKa
bulk Ne 1250: no 5 BUXiQHOro MaTepiasly, peareHTy abo LONOMIXHOI pe4oBUHU
cynosutopiiBno 1ry (AKLLLO 3a3HAYEHO Y A0CbE) BunyyeHHss BUPOGHMYOI AinbHUL
6nictepi; no 250 MpAT "BIOPAPMA", YkpaiHa
6nicTepis B rpynosiii i
TpaHCMOpPTHIN Tapi; in
bulk Ne 1250: no 10
cynosuTtopiiBno 1 ry
6nictepi; no 125
6nicTepis B rpynosii i
TpaHCMOpPTHIli Tapi
103. | IA®EPOBIOH cynosuTopii no 3 000 TOB "®3 Ykpaina TOB "$3 Ykpaina BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny - UA/14695/01/04
® 000 MO, in bulk Ne "BIODAPMA" "BIO®APMA" - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinNbHUL

1230: no 3 cynosuTopii
no 1 ry 6nictepi; no 410
6nicTepiB B rpynosiii i
TPaHCNOPTHIN Tapi; in
bulk Ne 1250: no 5
cynosuTtopiiBno 1 ry
6nictepi; no 250
6nicTepiB B rpynoBiil i
TpaHCNOopTHIl Tapi; in
bulk Ne 1250: no 10
cynosuTopiiBno 1 ry

(Brntovaroun ginbHuLi 4na A®l, npoMixXHOro NpoaykTy abo
roTOBOrO Nikapcbkoro 3acoby, AifbHWLi 419 NPOBEAEHHS
nakyBaHHs1, BUPOOGHWKa, Bi4NOBIAaIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IIO cepil) abo noctadvasibHuKa
BUXIQHOTO MaTepiasty, peareHTy abo fONOMiXXHOI pe4YOBUHN
(AKLLLO 3a3HAYEHO Y A0CbE) BunyyeHHs BUPOOHMYOI AinbHUL
MpAT "BIO®APMA", YkpaiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
6nictepi; no 125
6nicTepiB B rpynos.iii i
TPaHCMOPTHIN Tapi
104. | NEBOKOM Tabnetku no 250 mr/25 TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3a UA/7844/02/01
Mmr, no 10 TabneTok y Crapt” Crapt" 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 3 a6o 10 hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHeHNX
6nicTepiB y nauui 3 [JaHnx npo cuctemy cdapmakoHarnsagy (BBefeHHS
KapToHy y3araslbHeHUX faHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
YMOBHOB&XeHOT 0cOobu, BigNOBIAaNbHOT 3a 34iNCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 151 34iACHEHHSA hapMakoHarnsgy B YKpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dhapMmakoHarnsagy
(BK/KOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTtep-caiina cuctemu hapmakoHarnagy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHMKa, BigNoBigabHOT 3a
chapmakoHarnsg: nponoHoBaHa pegakuis — CenesHbosa
0O.10. 3miHa KOHTaKTHMX AaHNX YNOBHOBAXEHOI 0Co6U
105. | IEBOMEKO/Ib | ma3b no 40ry Ty6i; no 1 NAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3MiHa 6e3 UA/1197/01/01
Ty6i y navuj HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHSI peuyenma
LOisNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIOYAKUN AiNbHULI BUNYCKY cepii abo MicLe
NPOBeAEHHS KOHTPOSIO AKOCTI. (4iANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOpTep, BKIOUAKUY BUMYCK CEPii)
3MiHa agpecu Bupo6Huka M3 MAT «dapmMak», 6e3 3MiHK
Micusi BUpOOHULITBA.
3arBepaxeHo: Ykpaina, 04080, m.Kuis, Byn. ®pyHse, 63
3anponoHoBaHo: YkpaiHa, 04080, m.KuiB, Byn. ®pyHse, 74
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPIKEHHS;
3MiHM Woao 6e3nekun/edhekTBHOCTI Ta chapmakoHarnsagy
(iHWi 3MiHW)
OHOB/EHHS BXE 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS
NepBMHHOT Ta BTOPUHHOI YNakoBOK J13. BBEAEHHSA 3MiH
NPOTArom 6-TV MiCALIB MiCAA 3aTBEPAKEHHS
106. | JIEBO®J/IOKC TabneTkyn BKpUTI CKAH BIOTEK IHais BadgHa IHgis BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny 3a UA/13292/01/01
NNiBKOBOK 060JI0HKOMO, nTa PapmacbloTikasic - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinNbHUL peuyenmom
no 500 mr no 5 nra. (Brntovaroun ginbHuLi 4na A®l, npoMixXHOro NpoaykTy abo
TabneTtok y 6nictepi; no roTOBOrO Nikapcbkoro 3acoby, AifbHWLi 419 NPOBEAEHHS
1 6nicTepy B KapTOHHiIl nakyBaHHs, BUpOGHYKa, Bi4NOBiAaNbHOro 3a BUMYCK Cepil,
ynakosLi; no 10 MicLie NpoBeAeHHA KOHTPOI0 cepil) abo nocTtavyanbHUKa
TabneTtok y 6nictepi; no BUXIQHOTO MaTepiasty, peareHTy abo fONOMiXXHOI pe4YOBUHN
1 6nicTepy B KapTOHHii (AKLLO 3a3HAYEHO Y AOCHE) - BUTyYEHHS BUPOBHNYOI
ynakoBLi LOinbHUL oNs roTOBOro Nikapcbkoro 3acoby LWAPOH BIO-
MEACWH NIMITES, IHgis
107. | IEBO®J/IOKC TabneTkn BKpUTI CKAH BIOTEK IHAis BadgHa IHais BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | TUNY - UA/13293/01/01
NAIBKOBOK 0B0I0HKOIO, nTa dapmacbloTikasc - AgMiIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL

no 500 mr in bulk: no 5

NTa.

(BKAKOYaUM ginbHULi ans APl NpoMiXXHOTO NPoAYKTY abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
Tabnetok y 6nictepi; no rOTOBOrO JliKapCbKoro 3acoby, AiNbHWL 415 NPOBEAEHHS
200 6nicTepiB y nakyBaHHs, BUpOGHYKa, Bi4NOBiAaNbHOro 3a BUMYCK Cepil,
KapTOHHIiA ynakoBL; in MicLie NpoBeAEHHS KOHTPO/IIO cepi) abo nocTadvasibHuKa
bulk: no 10 Tabnetok y BVXiJHOTO MaTtepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
6nictepi; no 100 (KO 3a3HAYEHO Y IOCLE) - BUSTYYEHHS] BUPOOHUYOT
6nicTepiB y KAPTOHHIi AiNbHUL 418 rOoTOBOrO Nikapcbkoro 3acoby LWAPOH BIO-
ynakosLi; in bulk: no MELCWH NIMITEL, IHgis
1000 Tabnetok y
nonieTuneHosomy
nakeTi B KOHTelHepi
108. | NIEBO®J/IOKCA | po3uunH ans iHdysii, 5 TOB "TeBa YkpaiHa dapmaTeH C.A,, Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHa 3a UA/11952/02/01
LUMH-TEBA mr/mn no 50 mn a6o 100 Ykpaina" Ipeuist; 3asBHMKa (B/1acHMKa peecTpaviiiHoro noceig4yeHHs) (3rigHo peyenmom
My doakoHi; no 1 AHcbapm Xennac Haka3y MO3 Big 23.07.2015 Ne 460)
(h/1aKOHY Y KapTOHHiA C.A, lpeuis
Kopoo6ui
109. | NNIAOKCAH NboAsAHUKK, 5 Mr/1 Mr no TOB "CaHpo3 YkpaiHa Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/16168/01/01
NAMOH 12 nboAsHVKIB Y YkpaiHa" Nex Benbris AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuyenma
6nicTepi; no 2 6nictepn dapmaueBTNYHA afipecy 3asBHVKa (BnacHWKa peecTpauiiHoro nocBig4eHHs)
Y KapTOHHiIli kopobLi KoMnawisa g.4., - 3MiHa agpecu 3asBHMKa
CnoseHis;
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
NabopaTtopia
Ksanichap HB
(Ksanidpap HB),
Benbris
110. | NIAOKCAH cnpeli gna poToBOi TOB "CaHpo3 YKpaina Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3MiHu | Tuny - 6e3 UA/16227/01/01
NAMOH NOPOXHUHWY, 2 Mr/0,5 Mr YkpaiHa" Nex Benbris AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenma
CNPEN Ha 1 mn; no 30 mny PapmaLeBTUYHa afpecu 3asBHUKa (B/laCHVKa peecTpaLiiHoro Noceig4eHHs)
donakoHi, no 1 donakoHy KoMnaHis g.4., - 3MiHa agpecu 3asBHMKa
B KOPOOL CnoseHis;
BMPOGHULITBO 3a
MOBHUM LWIK/IOM:
Na6opaTtopia
Ksanichap HB
(Keanidhap HB),
benbris
111. | NIAOKCAH NbOAAHUKK, 5 Mr/1 Mr no TOB "CaHgo3 YkpaiHa Bunyck cepiii: CnoseHisa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/16208/01/01
MEHTON 12 nboAsHVKIB Y YkpaiHa" Nexk Benebris AAMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenma
6nicTepi; no 2 6nictepn dapmaLeBTUYHa afpecy 3asBHKKa (BnacHMKa peecTpauiiHoro nocBigYeHHs)
Y KapTOHHii Kopobuj KomnaHia g.4., - 3MiHa agpecu 3asBHUKa
CnoseHis;

BMPOBGHULTBO 3a
NMOBHUM LMK/IOM:
Na6opaTtopia
Keanicap HB
(Keanidhap HB),
Benbris
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
112. | NIAOKCAH cnpeii AN poToBOi TOB "CaHgo3 YkpaiHa Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Tuny 6e3 UA/16228/01/01
MEHTON NOPOXHUHW, 2 Mr/0,5 Mr YkpaiHa" Nex Benbris - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma
CNPEN Ha 1 mn; no 30 mny dPapmaLeBTUiHa afipecu 3asBHUKa (B/laCHMKa peecTpaL,iiHoro Noceig4eHHs)
chnakoHi, no 1 donakoHy KomnaHis g.4., - 3MiHa agpecu 3asBHUKa
B KOpPOO6LLi CnoseHis;
BMPOGHULITBO 3a
MOBHUM LIK/IOM:
NabopaTtopia
Ksanichap HB
(Keanidhap HB),
benbris
113. | NIHE3ONIA pPO3unH ANs iHdysii, 2 AngoreH IMNKo Mokcembypr | ximiko/disnyHe Ta Icnanis/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a UA/15694/01/01
ANBOrEH mr/mn, no 300 mn B C.ap.n Mikpob6iosoriyHe Yecbka 3MiHY | Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
iHdpy3iiiHIi cucTemi TeCTyBaHHS, Pecny6nika thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEeHUX
(koHTeiiHepi) 3 Bignosigae 3a / [JaHnx npo cuctemy capmakoHarnsagy (BBefeHHs
npo30poro, BUMYCK cepii: HimeuunHa | ysarasibHEHMX AaHux Npo cuctemy hapmMakoHarnisgy, smiHa
6e36apsHoro abo CIHTOH YMNOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOT 3a 34iACHEHHS
YXOBTYBaTOro XICMAHIA, C. /1., hapMakoHarniagay; KOHTakTHOI 0cobu 3 chapmakoHarnsgy
noninponineny, 3 o4HUM Icnanist; 3asBHUKa 15 34iiCHEHHSA hapMmakoHarnsgy B YkpaiHi,
nopTom abo ABoma BMPOBHULTBO "in SKLLO BOHa BigMiHHA Bif yNOBHOBaXKeHOI 0cobu,
nopramu i bulk", nepsuHHe BiANOBIAa/IbHOI 3a 3AiiCHEHHA dapmakoHarnsagy
BVBI/TbHEHHS Ta BTOpVHHE (BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
nikapcbKoro 3acoby. 1 nakyBaHs: MacTep-haiina cucremu chapmakoHarnsgy) - 3miHa
iHcpysiiHa cuctema B Cotema, Mapokko; YNOBHOB&XEHOI 0CO6YM 3asBHWKa, BigNoBifabHOT 3a
npo3opomy Mikpob6iosoriyHe 3pjficHeHHs hapmakoHaraay: MponoHoBaHa pefakuis —
LenogaHoBoMy TeCTyBaHHS: CopiHa JliaHa Mato/Sorina Liana Paiu, MD. 3miHa
KOHTelHepi (3axnCcHii ITECT nntoc, KOHTaKTHUX JaHWX YNOBHOBaXXeHOI 0cobu. 3miHa
060710HU;j); no 1 a6o 10 c.p.o., Yecbka MicL,e3HaxoMKeHHs macTep-doainy. 3MiHa
iHpy3iliHNX cucTem Pecnyb6nika; MiCLLe3HaxoMKEHHS BNPOBaMKEHHSA OCHOBHOT AisANIbHOCTI 3
(koHTElHepiB) y XiMiko/Qpi3nyHe hapmakoHarnsgy
KapTOHHI KopooLi TeCTyBaHHS:
KBIHTA -
AHAJITUKA c.p.o,
Yecbka
Pecnyb6nika;
Mikpob6iosnoriyHe
TecTyBaHHS:
Nab6op N+C Ar,
HimeuumHa
114. | NONEPAMIAY Tabnetku no 2 mr no 10 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/8232/01/01
rAPOXNOPUL | Tabnetoky bnictepax; 06MEXEHO BMPOBGHULTBA, 3MiHu |l TUNy - 3MiHa BUPOGHMKA BUXiAHOrO/MPOMDKHOIO peuenma
"o3" no 10 TabneTok y BiANoOBigaIbHICT KOHTPOb AKOCTI, npoaykTy/peareHTy, L0 BUKOPUCTOBYHOTHCS Y BUPOOGHUYOMY
6nictepi, no 1 a6o 2, 10 "[AocnigHnii BUMYCK Cepii: npoteci Adl, abo 3miHa BUpo6HuKa (BKIoYaouu, ae
abo 3 6nicTepun B nauLli 3asop, "MHUAC" ToBapucTBO 3 HeobXifHO, MicLe NPOBeLEeHHS KOHTPO0 AKOCTi) AP (3a
06MexeHo BiICYTHOCTI cepTuchikata BiANOBIAHOCTI €BpONENChbkili

Bif4NOBiAa/IbHICTIO
"[ocnigHnii 3aBog
"rHuac,

dhapmaxonei y 3aTBepfkeHOMY [0CbE)(BBEAEHHS HOBOTO
BMPOGHMKa AD| 3 HaaHHAM MacTep-ghaiina Ha Adl);
CYNyTHA 3MiHa: 3MiHa y napameTpax crneumdikauiii Ta/abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
YkpaiHa; BCi cTagji [OMNyCTUMKX MEX, BUSHAUYeHWX y creumdikalisx Ha Adl,
BMpPOGHULTBA, a60 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, Wwo
KOHTPOb AKOCTI, BVKOPMCTOBYIOTbCSA Y npoueci BUpobHuLTea A®| - BBEAEHHSA
BUMYCK Cepii: HOBOro BMpo6Huka A®| Nlonepamiay rigpoxnopuay, sk
ToBapucTBO 3 Hacnigok, [OMNOBHEHHS cneundikaL,ii BXiAHOro KOHTPO 3
06MexeHo BIANOBIAHUM METOA0M TECTYBaHHS 3a NOKa3HUKOM
BiANOBiAa/IbHICTIO «3a/IMLLKOBI KifIbKOCTI OpPraHiyHMX PO3UMHHUKIB>» BiANOBIAHO
"®APMEKC [0 [OKYMeHTaLii HoBOro BUpobHUKa
FPYM", Ykpaina,
BCi cTagii
BMpPOGHULTBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
o0bMexeHot
BiANOBiQa/IbHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a’,
YKpaiHa
115. | NOMNEPAMIOY Tabnetku no 2 mr no 10 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 6e3 UA/8232/01/01
rAPOXNOPWUA | TtabneTtoky 6nictepax; obMexeHo BMPOGHMLITBA, 3MiHM | TUMy - 3MiHa napameTpiB cneuudikayin Ta/abo peyenma
"o3" no 10 TabneTtok y BignoBiganbHiCT KOHTPO/b SIKOCTI, [OMYCTUMMX MEX FOTOBOTO JliKapCbKOro 3acoby (BHECEHHS
6nictepi, no 1 abo 2, 10 "[ocnigHunia BMNYCK cepil: 3MiH 4,0 AOCbE MiCNS1 OHOB/IEHHS 3ara/ibHOI CTaTTi Ha FOTOBY
abo 3 6nictepu B navyj 3aBog "rHU/IC" ToBapucTBo 3 nikapcbky chopmy y AdY/EBponelickkiii hapmakoner); 3MiHN
06MeXeHo | TMNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELAEHHS Y

BiANOBIAANbHICTIO
"[locnigHuii 3aBog
"rHUAC,
YkpaiHa; BCi cTagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MexeHoto
BiANOBIAANbHICTIO
"®APMEKC
FPYT", YkpaiHa,
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
o6MexeHot
BiANOBIAANbHICTIO
"®GapmavueBTnyHa
KOMnaHis
"3popos'a’,

BiANOBIAHICTb A0 MoHorpadii PY abo €sponeicbkoi
thapmakonei, abo iHLOi HaLioHa/IbHOI dhapmakonel
aepxasu €C (3MiHa y cneuudikalisix, nos'a3aHa 3i 3amiHO0
BMMOr MoHorpadii APY abo iHLWOT HalioHabHOT
hapmakonei gepxasu €C Ha BUMOTrM MOHorpadii
€Bponeiicbkoi hapMakonel); cynyTHs 3MiHa: 3MiHa y
mMeTodax BUNPOGYyBaHHS AOMNOMIKHOI PEYOBUHM -
npuBeeHHs cneyudikauin Ta MeTOAIB BXiZHOrO KOHTPO/IH0
AKOCTI Ha AONOMDKHI PEHOBUHU KPOXMaslb KYKYPYA3SHWA,
MOBIfOH, KNCNOTa CTeapMHOBA, /1aKTo3a MOHorigpar y
BiANOBIAHICTb A0 BUMOT MOHorpadivi EP ta A®Y; 3miHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii PY abo €sponeicbkoi
thapmakonei, abo iHLWOi HaLioHa/IbHOI dhapmakonel
nepxasun €C (3MiHa y cnevudikalisix, nos'sa3aHa 3i 3miHaMu
B 1®Y, abo EBponelicbkiin hapmakonei, abo iHLuii
HaujioHasbHIl hapmakonei gepxasn €C); CynyTHS 3MiHa:
3MiHa y MeToAax BUNpo6yBaHHSA AOMNOMDKHOT PEHOBUHMU -
npuseeHHs cneuundikaLin Ta MeToAiB BXiZHOr0 KOHTPOI0
AKOCTi Ha JOMOMDKHI PEHOBUHM KPOXMaUsTb KyKypya3sHUii Ta
KMcnoTa cTeapvHOBa Y BifNOBIAHICTL A0 BUMOT MOHOrpadiit
EP «Maize starch» Ta «Stearic acid» (BignosigHo); 3MiHu |
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
YkpaiHa Tuny - 3viHa napameTpiB crneumdikayin Ta/abo gonycTumMmux
MeX NepBUHHOI YNakoBKW rOTOBOrO NiKapcbKoro 3acoby;
CyNyTHS 3MiHa: 3MiHa y MeToAax BUNpobyBaHHA NEePBUHHOI
yNaKoBKN rOTOBOTO /likapCbKOro 3acoby - NpuBeAeHHs
cneuunagikauii Ta MeToAiB BXIAHOTO KOHTPOJIHO NEPBUHHOTO
nakyBaHHs rOTOBOrO NikapCbKoro 3acoby (NiBku
NONIBIHIIXT0PUAHOT Ta hONbIV aslOMIHIEBOT) 38 MOKA3HWMKOM
«Mikpob6ionoriyHa YncToTa» 40 BUMOT 3ara/ibHUX cTarteli no
6ionorivHoMy BuNpo6yBaHH APY; 3MiHK | TUNY - 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO J1iKapCbKOro 3acoby
(oHOBNEHHS NpoLeaypy BUNPOBYBaHHA AN NPUBEAEHHS Y
BIANOBIAHICTb 3i 3MiHEHOIO 3aranbHo cTatTeto APY abo
€Bponelicbkoi hapmakonei)
116. | NIOTEIHA Tabnetku cybniHrBasibHi TOB "Apamvep" Monbuwa Mab6'saHiLbKni Monbla BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5244/02/01
no 50 mr no 30 hapmaueBTUYHWI 3MiHM Il TMNy - 3MiHW 8O IHCTPYKUIT 4719 MEeANYHOro peyenmom
Tabnetoky 3aBog Monbha 3acTOCyBaHHSA y po3Ain "®apmakosnoriyHi BnactneocTi"
KOHTeliHepax; no 30 AT. 3rigHO MaTepianiB peecTpadiliHoro focke. BBegeHHSA 3MiH
TabneTok y KoHTelHepi; NPOTArom 6-Tm MicALiB NMiCNA 3aTBEPAKEHHA
no 1 KoHTelHepy y
KapTOHHI kopobuyj;
no 15 tabneTtok y
6nictepi; no 2 6nictepn
B KQpPTOHHI kopobui
117. | MATHIO PO34nH ANS iH'eKuUii, 250 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis: 3a UA/6095/01/02
CYNb®AT- Mmr/mn, no 5 mn B "®GapmaueBTUUH "®apmMaueBTNYHa 3MiHM | TUNY - 3MiHa y napameTpax cneuudikaui Ta/abo peyenmom
AAPHULUSA amnyni, no 5 amnyn y a thipma tipma "dapHuus" LONyCTUMMX MEX, BU3HAUEHUX Y creundikaLisax Ha Adl,
KOHTYPHIli YapyHKOBIi "fapHuus” abo BUXIAHWA/NPOMKHUIA NpoAyKT/peareHT, Wwo
yNakoBLi, MO 2 KOHTYPHI BMKOPWCTOBYHOTbCS Yy Mpoueci BUpobHuutea A®I; 3miHm |
YapyHKOBI YaKkoBKN Y TUNYy - NOAAHHA HOBOrO cepTudikaTy BiANOBIAHOCTI
nadui; no 10 mn B €ponelicbkii ®apmakonei (RO-CEP 2016-148-Rev 00) Ha
amnyni, no 5 amnyny Aitouy peyoBrHy MarHito cynbar Bif 3aTBepXeHOro
KOHTYPHili YapyHKOBIi BMpo6HUKa Ha 3amiHy DMF Version 02/2016 Anneex 1
yMakoBLi, N0 2 KOHTYPHI 15/05/2016, BHOCUTbLCA 3MiHA A0 Po34iny «TepMiH
YapyHKOBI YNaKkoBKW Y npuaaTHoOCTI», BigNoBigHO A0 HoBoro CEP. BBegeHHs1 3MiH
nauwi NPOTArom 6-T1 MicsiLiB NicNA 3aTBEPAKEHHSA
118. MAKCTICTUH Tabnetku no 8 mr no 10 TOB "dapmekc Ykpaina TOB "®apmekc Ykpaina BHECEHHS 3MiH A0 peecTpayiiHnx martepiasi: 3MiHu | Tuny 3a UA/10012/01/01
TabneTtok y 6nictepi; no Mpyn" pyn" - 3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
3 6nictepu y nayui KOHTelHep/3akynopoBasibHWiA 3aci6. 3miHa po3mipy
yMaKoBKM rOTOBOTrO NiKapCbKOro 3acoby (BUTyYEHHS
yNaKkoBKM NEBHOI0 PO3Mipy)
BUYYEHHS ynakoBok Mo 10 TabneTtok y 6nictepi; no 6
6nicTepiB y nayui. BBegeHHst 3MiH NpoTAromM 6 micAuiB nics
3arBepMKeHHss Hakazom MO3.
119. MAKCTICTUH Tabnetku no 16 mr no TOB "®apmekc Ykpaina TOB "®apmekc YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepianis: 3MiHu | TUNYy 3a UA/10012/01/02
10 Tabnetok y 6nicTepi; Mpyn" pyn" - 3miHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema peyenmom

no 3 6nictepu y naywi

KOHTeliHep/3aKynopoBasbHWiA 3aci6. 3MiHa po3mipy
yNakoBKM FOTOBOrO NiKapCbKOro 3acoby (BUyYEHHSN
YNaKoBKM MEBHOI0 Po3Mipy)
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
BWTyYEHHS ynakoBok o 10 TabneTtok y 6rictepi; no 6
6nicTepiB y nauui. BBegeHHA 3MiH NpoTArom 6 MicAuis nicns
3aTBepAXeHHA Hakazom MO3.
120. | MAKCTICTUH Tabnetku no 24 mr no TOB "dapmekc YkpaiHa TOB "®apmekc YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | TUny 3a UA/10012/01/03
10 Tabnetok y 6nictepi; pyn" pyn" - 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuenmom
no 3 6nictepum y nauui KOHTeliHep/3aKkynoptoBabHWii 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
yrNaKkoBKW MEBHOr0 po3mipy)
BUyYEHHS ynakoBok no 10 TabneTtok y 6nictepi; no 6
6nicTepiB y nauyui. BBegeHHsa 3MiH npoTarom 6 Micauis micns
3aTBepAXeHHA Hakazom MO3.
121. MENOKCUKAM | Tabnetku no 7,5 mr, no patiochapm HimeuunHa BUPOGHUYMBO IHgis/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu Il Tuny 3a UA/6308/01/01
-TEBA 10 TabneTok y 6nicTepi; 6X npodykyir in bulk: HimeuunHa - 3miHM Woao 6e3nekn/edeKTMBHOCTI Ta hapMakoHarisay. peyenmom
no 2 6nictepu B Linnna Nimiten, BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta YMOB Bugadi
KapTOHHI Kopoo6Li IHAis; peecTpauiiHoro nNocBig4eHHs, Bkayaumn MNnax
nepsuHHa ma ynpaB/iiHHA py3nKamMm (3acToCyBaHHS 3MiH(1), Aki(a)
BMOPUHHA BMMararoTb(€) No4anbLIOro 06r'pyHTYBaHHA HOBUMU
yrnakoska, [04aTKOBMM AaHVMU, L0 MaroTb HagaBaTucs
KOHMPO/Ib SKOCMI: KOMMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs CyTTeEBa
Mepkne 'm6X, OLjiHKa KOMMNETEHTHMM OpraHoM) - BykoHaHHs 3060B'A3aHb
HimeyuunHa,; BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY 1, NignyHKTy 2.3
0038i/1 Ha BUMYCK nyHKTY 2 gogaTky 15 go Mopsaky NpoBeAeHHs ekcnepTusm
cepir: peecTpauiiiHux MmaTepiasiiB Ha Nikapcbki 3aco6u, Lo
Mepkne 'm6X, nofaloTbCs Ha AepXXaBHY peecTpauitio (nepepeecTpadito), a
HimeuunHa TakoX ekcnepTusn martepianis NPO BHECEHHA 3MiH 40
peecTpauiiiHux MmaTepiasiB NPOTAroM Aji peectpauiiHoro
noceigyeHHs, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
122. ME/TOKCUKAM | Tabnetkv no 15 wmr, no paTiodhapm HimeuunHa BUPOBGHUYMBO IHpis/ BHECEHHSA 3MiH 10 peecTpavliitHux maTtepianis: 3MiHu Il TUnYy 3a UA/6308/01/02
-TEBA 10 TabneTok y 6nictepi; m6X npodykyil in bulk: HimeuunHa - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta hapMakoHariagy. peuyenmom
no 1 a6o 2 6nictepu B Limnna Nimiten, BHeceHHs abo 3miHa(1) 4o 3060B's3aHb Ta YMOB BuAadi
KapTOHHiiA KOpooLi IHAis; peecTpaLiiHoro noceiAgyYeHHs, Bkoyatouy Mnax
rnepsuHHa ma yNpaB/liHHA pU3nKaMm (3aCTOCyBaHHS 3MiH(1), ski(a)
BMOPUHHA BUMaratTb(€) NO4asIbLIOrO 06r'PYHTYBaHHS HOBUMM
yrnakoska, [04aTKOBMM AaHVUMW, L0 MaloTb HajasaTucs
KOHMPO/ib AKOCMI: KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs CyTTEBa
Mepkne 'm6X, OLliHKa KOMMETEHTHUM OpraHoMm) - BrkoHaHHs 3060B'A3aHb
HimeyuunHa,; BiANOBIAHO A0 NignyHKTY 1.13 NyHKTY 1, NignyHKTY 2.3
0038i/1 Ha BUMYCK NyHKTY 2 goaatky 15 o Mopsaky NpoBeAeHHs ekcrnepTusm
cepir: peecTpauiiiHux MaTepiasiiB Ha fikapcbki 3aco6u, Lo
Mepkne M'm6X, noAaloTbCs Ha AepXaBHY peecTpauito (nepepeecTtpadito), a
HimeuunHa TakoX ekcnepTusn matepianis NPO BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasiiB NPOTAroM Aji peectpaviiHoro
noceifgyeHHs, 3aTBeppkeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
123. MEMAHTUHY nopoLUoK (cybeTaHuis) y TOB "KYCYM YkpaiHa MeradpaiiH ®apma IHais BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | TUNY - UA/13521/01/01
riAPOXNOPUA | noagiiHux DAPM" (m nrg,

nonieTuIeHOBMX

- AAMiIHICTpPaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy 3asiBHMKa (BNacHMKa peecTpaLiiiHoro nocBig4eHHs)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
naketax gns YTOYHEHHS Ha3BM Ta aApecu 3asBHUKA.
BMpOOHULTBA
HecTepuIbHUX
NiKapcbknx hopm
124. MEMOKC 10 TabneTku, BKPUTI TOB "®dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/13188/01/01
NNiBKOBOK 060/TI0HKOHO, Crapt" Crapt", YKkpaiHa 3MiHK | TURy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
no 10 wr, no 10 (dhacyBaHHA Ta hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHNX
Tabnetok y 6nictepi; no nakyBaHHs 3 [aHux npo cuctemy hapmakoHarnsgy (BBefeHHs
3 abo 6 6nicTepiB y dhopmum in bulk y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
nauuj 3 KapToHy oipmmn CiHTOH YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
XicnaHisi, C.J1., hapmMakoHarnagy; KOHTakTHoOI 0cobu 3 chapmakoHarnsagy
Icnanis) 3asBHVIKa AN 34iiCHEHH:A hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-aiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6MU, BiANOBiLaNbHOI 3a thapMakoHariag;:
MponoHoBaHa pepakuis - CenesHboBa OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0CO6U
125. | MEMOKC 20 TabneTkn, BKpUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis: 3a UA/13188/01/02
NAiBKOBOK 000I0HKOMO, Crapt” CrapT", YKpaiHa 3MiHM | TUny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peyenmom
no 20 mr, no 10 (dbacyBaHHA Ta thapmakoHarnagy. BeegeHHs abo 3MiHM A0 y3aranibHEeHUX
Tabnetok y 6nictepi; no nakyBaHHs 3 JaHnx npo cuctemy capmakoHarnsagy (BBefeHHs
3 6nicTepu y KapTOHHii dhopmu in bulk y3araJlbHeHNX AaHux npo cuctemy dpapmakoHarnsagy, amiHa
nauui ipmn CiHTOH YNOBHOBaXXEHOT 0CO6M, BifNOBiAaNbHOT 3a 34iACHEHHS
XicnaHis, C.J1., thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
IcnaHis) 3asBHUKa 15 34iiCHEHHA hapmakoHarnsgy B YkpaiHi,
SKLLO BOHa BigMiHHA Bif yNOBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-aiina cucremu chapmakoHarnagy) - 3miHa
yMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a hapmakoHarnsg;:
MponoHoBaHa pepakuis - CenesHboBa OkcaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6u
126. MEPONEHEM NOPOLLOK A1 PO3UUHY MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNYy 3a UA/11213/01/01
Ans iH'ekuiii no 0,5 r, no akujioHepHe akujoHepHe - AAMiHICTpPaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo peuyenmom
1 a6o 50 dhnakoHiB y TOBapuCTBO TOBapuCTBO agpecy 3asiBHMKa (BNacHuKa peecTpaLiiiHoro noceigveHHs)
nauui 3 KapToHy «J1ekxiM-XapkiB» «J1ekxiM-XapkiB» - 3MiHa Ha3Bu Ta agpecu 3asBHUKa. BBeeHHsA 3MiH
(nakyBaHHs i3 NpoTArom 3-x MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHM | TNy -
dhopmu in bulk AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
hipMun-BUPOGHIMKa azpecy Micusi NPOBaMKEHHS AiSIbHOCTI
LLleHbYXeHb BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
XanbvHb BK/IHOYAOUM AiflbHMLi BUMYCKY cepii abo MicLie NpoBeAeHHs
dapmacbioTuKesn KOHTPOJI0 SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnoBigae
Ko., ITa., Kntaii)

BMPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK Cepili) - 3MiHa

Ha3BW Ta agpecy BUPObHMKa, 6e3 3MiHW MicLst
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

BMPO6HULTBA. BBEAEHHSA 3MiH MpOTAroM 3-X MicauiB nicns
3aTBEPXEHHS. 3MiHM | TMNy - 3MiHKW 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHU
3aci6. 3MiHa po3mipy ynakoBKu rOTOBOTO J1iKapCbKoro
3aco0by (3MiHa KinbkocTi 0guHULL (Hanpuknag, TabneTok,
amnyn TOLLO0) B yNakoBLi:) - 3MiHa nosa fjianasoHoM
3aTBEPMAKEHNX PO3MIPIB YNaKoBKM - BBEAEHHS A0AATKOBOT
ynakoBku: no 50 donakoHiB y nayui 3 kapToHy (Ne50) 3
BiANOBIAHUMY 3MiHamMK Y p. "Ynakoska". BBeAeHHS 3MiH
nNpoTsrom 3-x MicsLiB Nic/1s 3aTBEPKEHHS.

127.

MEPOINEHEM

MOPOLLIOK A4/151 PO3YNHY
Ans id'exkuii no 1,0 r, no
1 a60o 50 dhrakoHiB y
naui 3 KapToHy

MNpvBaTHe
akujioHepHe
TOBapuCTBO

«J1ekxiM-XapkiB»

YkpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO

«J1ekxiM-XapkiB»
(nakyBaHHs i3
dhopmum in bulk

ipMn-B1pobHUKa
LLleHbYXeHb
XainbuHb
dapmacboTuken
Ko., N14., Kutait)

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNY
- AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BnacHVKa peecTpauiiHoro nocBig4eHHs)
- 3MiHa Ha3BMW Ta apecy 3asBHKKa. BBefeHHA 3MiH
NpPOTArom 3-x MiCALIB MiC/A 3aTBEPMKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
azpecy Micusi NPOBaMKEHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOYN BUMYCK CEpIili) - 3MiHa
Ha3BU Ta agpecu BUpOGHKKa, 6e3 3MiHM Micus
BMPOOHULTBA. BBEAEHHA 3MiH NPOTArom 3-X MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TNy - 3MiHK 3 SKOCTIi. [OTOBMIA
nikapcbkuii 3aci6. Cnuctema KoHTelnHep/3akynoproBasTbHUIA
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOIO JliKapCbKOro
3ac06y (3miHa KiNbKOCTi 0guHULL (Hanpvknag TabneTok,
amnyn TOLL0) B ynakoBLi:) - 3MiHa no3a gianasoHoMm
3aTBEPAKEHNX PO3MIPIB YNaKoBKM - BBEAEHHS A0AATKOBOT
ynakoBku: o 50 donakoHiB y nayuyi 3 kapToHy (Ne50) 3
BiANOBIAHUMYM 3MiHaMK Y p. "YnakoBka". BBeAeHHS 3MiH
nNpoTArom 3-x MicsiLiB Nicns 3aTBEPKEHHS.

3a
peyenmom

UA/11213/01/02

128.

MECAKON

TabneTtkn, BKPUTI
060/10HKOH0,
KMLUKOBOPO34MHHI N0
400 wr, no 10 TabneTok
y cTpuni, no 1 a6o 3,
abo 5 cTpunis y
KapTOHHI ynakosL,i

CaH
dapmacbloTuKan
IHaacTpi3
Nimiteq

IHgis

CaH
dapmacbloTUKan
IHpacTpi3 NITg,

IHgis

BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3minu |l Tuny
- 3miHM Woao 6e3nekn/edeKTMBHOCTI Ta hapMakoHarsay.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta YMOB Bugadi
peecTpavyiiiHoro noceig4yeHHs, Bkavaroum Mnax
ynpaB/liHHA pU3nKamMm (3acToCyBaHHS 3MiH(1), Aki(a)
BMMararoTb(€) No4anbLIOro 06r'pyHTYBaHHSA HOBUMU
[OAATKOBUM JaHUMK, WO MaloTb HadasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs CyTTeEBa
OLjiHKa KOMMNETEHTHUM OpraHoMm) - BukoHaHHs 3060B'3aHb
BignosigHo Ao nianyHkty 1.13 nyHkTy 1 fogatky 15 Ao
MopsaKy NpoBefEeHHs ekcnepTu3n peecTpauiiHux
marepianis Ha nikapcbki 3aco6u, L0 NoJalTbCA Ha
OepXxaBHy peecTpauiio (nepepeecTpavyito), a Takox
eKcrnepTu3n MaTepiasis NPo BHECEHHSA 3MiH 40
peecTpauiiiHux maTepiasis NPOTAroM Aji peectpauiliHoro
noceigyeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005

3a
peyenmom

UA/11631/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
129. METPOHIAA30 | cyno3uTopii BariHa/bHi MAT "MoHchapm" YkpaiHa MAT "MoHchapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/1796/01/01
n no0,1rnob5 3MiHu |l Tvny - BBEAEHHA [0AATKOBOro BUpo6HMKa AdI peyenmom
Cyno3uTopiiB y CTpuni; (meTpoHigasony)
no 2 cTpunu y nav 3
KapToHY
130. METPOHIAA30 | po3sunH ans iHdysin 0,5 [ouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/4555/01/01
n % no 100 mny nignpUeMCcTBO nigNpPUEMCTBO 3MiHK | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
KOHTeliHepi i3 "®apmaTpeiig” "®apmarpeiig" hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHeHNX
nonisiHinxiopuay B AaHux npo cuctemy apmakoHarnsagy (BBefeHHs
nnisLi y3ara/lbHeHNX AaHux Npo cuctemy gpapmakoHarnsgy, amiHa
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3asiBHUKA 151 34iICHEHHS chapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BKKOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
mMacTep-caiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy: MponoHoBaHa pefakLis — CTpuxak
fApocnas IBaHOBUY. 3MiHA KOHTAKTHUX AaHNX
YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iACHEHHS
dhapmakoHarnsgy
131. MOKCWU®DJTIOKC | Tabnetku, BKpUTI CaHpos CnoBeHis C.K. CaHgos PymyHist BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/16489/01/01
AUVH NNiBKOBOK 060JI0HKOMO, dapmacbioTikan3 C.P.N. 3MiHM | TUNY - 3MiHA Yy NEPBUHHIN yNakoBL,i rOTOBOro peuyenmom
CAHAO3® no 400 mr no 5 An.no. nNikapcbKoro 3acoby - BBeAEHHSA [A0AATKOBOI YNaKoBKu:
TabneTtok y 6nictepi, no 6nictepa 3 PVC/PVDC foil (250um/60g/m2), 6€3 3MiHK
2 6nicTepu B KAPTOHHIl Aluminium foil 20 pm
Kopobui; no 7 TabneTok
y 6nicTepi, no 1
6nicTepy B KapTOHHii
Kopoo6ui
132. | MOMETA3OH- cnpeii Ha3asTbHUIA, TeBa I3painb BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/15611/01/01
TEBA cycneHsis 50 mMkr/no3a, dapmaLeBTikan NOBHUM LMK/TOM: Pecny6nika 3MiHM | TUNY - 3MiHa Yy NEPBUHHII ynakoBL,i rOTOBOro peuenmom
no 10 r (60 pgos), y IHpgacTpi3 /T4, Tesa Yex / Benuka NiKapCbKOro 3aco6y - BHECEHHS 3MiH Yy NEPBUHHY YNaKoBKY
hakoHi 3 403yUM IHpacTpis c.p.o., BputaHis roTOBOrO JIiKapCbKOro 3acoby — AoAaBaHHSA
cnpeii-Hacocom Ta Yecbka anbTepHaTMBHOro 6apeHuka (Remifin - EP - white
posnuoBayeM, Pecnyb6nika; PL0O0075542-ZT) po cknagy dnakoHa 3 HDPE pgopgatkoBo
3aKpUTVIM KOBMA4KoM; KOHTPO/Ib cepii 3a 0o 3aTBepaxeHoro 6apsHuka (Remafin PE White RB6 F)
no 1 cpnakoHy B NOKa3HNKOM ans dnakoHa 3 HDPE - OHoBneHHa p. 3.2.P.7. Cuctema
KapTOHHiiA Kopo6Li "Bn3HayYeHHs KOHTelHep/3aKynopoBasibHWIA 3acio
MOMETa30Hy
dypoaty y Mmasimx
Kpannsax/yacTtkax":
MenbbypH
CailHTneik

NimiTen, Benvka
BpuTaHis
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
133. | HEBJIET® Tabnetkn no 5 mr, no 7 MeHapiHi TMokcembypr Brpo6HuK, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Tuny 3a UA/9136/01/01
Tabnetok y 6nictepi; no IHTepHeLLoHan BiAnoBiganbHMi 3a - 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbKuii 3aci6. 3MiHK y peuenmom
1 6nicTepy B kopobuj; No OnepeiiwoHc BMPOOBHULITBO «in BMPOGHULTBI. 3amiHa abo BBEAEHHS [0AAaTKOBOI Ai/TbHUL
14 Tabnetok y 6nicTepi; TNokcembypr bulk» Ta koHTpOSIb BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
no 1 a6o no 2 6nicrepu C.A. cepiii: npoLiecy roToBOro NikapCcbKoro 3acoby (AibHMLSA, Ha kil
B KOpOO6Li BEPNIH-XEMI AT, npoBoAATLCA Oy Ab-AKi BUPOOHWYI cTagil, 3a BUHATKOM
HimeyuunHa; BWINYCKY CEPiii, KOHTPO/IO SKOCTi, MEPBUHHOTO Ta
Bnpo6HMK, BTOPWHHOTO NakKyBaHHSA, A5 HECTEPUTbHUX NiKapCbKNX

BiANOBIAaIbHUIA 38
BMPO6HMLTBO "in
bulk" (Tinbkn
rpaHynsuis),
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b cepii Ta
BMNYCK cepil:
BEP/IIH-XEMI AT,
Himeyunna

3aco06iB) - BBegeHHA BUPOOHNYOT AiNbHUL SiKa 3HaX0AUTLCA
3a agpecoto MiHikep Ber, 125, 12489, HimeyuunHa,
BUpPO6HMKa «BEP/IIH-XEMI Al», sikuii Bignosigae 3a
BMPOGHULTBO «in bulk» - a came 3a hasy rpaHynsuji
BMPOGHMLTBA «in bulk». Ak HAacnifoK, yTOUHEHHS
3aTBEpAKEHOT (DYHKLT BUPOGHMKA, BiANoBifaIbHOTO 3a
nakyBaHHS NikapcbKoro 3acoby — BUPOOHNIK,
BiiNOBifa/IbHWIA 3@ NEPBUHHE Ta BTOPUHHE MaKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS. 3MiHM | TMNY - 3MiHKW 3 AKOCTi. FTOTOBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo fonycTuMmnx Mex
roTOBOro NiKapCbKOro 3acoby (BU/TyYeHHsI HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro sk
3anax Ta cMak, abo iaeHTudikaLis 6apBHUKIB YN CMaKOBUX
[06aB0OK)) - BunyyeHHst He3HauyHOro nokasHuka «Mexa
MILHOCTI Ha pyiiHyBaHHS» 3i Crneumndikaii Ta MeTogukm
KOHTponto [/13. Y 3B'A3KY 3 TUM, L0 AaHWi napameTp
KOHTPONIETLCA Nif, yac BupobHuuTea 13, BBeAeHHs 3MiH
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS. 3MiHu | Tvny -
AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHWYOT AiNbHULL
(Brtovaroun ginbHnui 4ns A®l, npoMixXHOro NpoaykTy abo
rOTOBOrO /liKapCbKoro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs, BUpOGHYKa, Bi4NOBifAaNbHOro 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IIO cepi) abo nocTadvasibHuKa
BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
(SIKLLO 3a3HAYeHO Y A0CbE) - BUnyyeHHs OinbHULL
BMpo6Huka APl Janssen Pharmaceutica N.V., i3 nepeniky
BMpOGHMKIB A®I (po3ain 3.2.S.2.1). Yci Bupo6Huyi ctagii
A®I 3pjiicHOOTECA Y Mexax Janssen Pharmaceutica N.V.
Ha OAHiIN AinbHWUI. 3MiHK | TNy - 3MiHK 3 IKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roTOBOrO NikapCbKoro
3aco6y (iHWi 3MiHM Yy MeTofax BUNpobysaHb (BKIH0Ha0un
3aMiHy abo JOMOBHEHHS)) - 3MiHN METOAVK/ BUNPOGYBaHHS
roTOBOrO /iKapCbKOro 3acoby 3a NoKasH1KOM
«Po3unHeHHa»: 3amina BEPX i3 weuakicTio o6eptaHHsa 50
rpm Ha Y@ i3 weuakicTio obeptaHHsa 75 rpm. OHOB/IEHHS
[LOKYMeHTaLil 3 MeTOK nokpalleHHs skocTi MN13.
BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
3aTBEPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnagy (iHwWi 3MiHK) -
3MiHa rpachiyHOro 306paxkeHHs1 ynakoBKv Ha TEKCT
MapKyBaHHsl. BBeAeHHS1 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepKEHHSA. 3MiHY Il TUny - 3MiHK 3 AKocTi. AdI.
Brpo6HuuTBO. 3MiHM B npoueci BupobHuutea APl (3HayuHa
3MmiHa y npoueci BupobHuyTBa Adl, WO MOXe MaTu iCTOTHWI
BM/IMB Ha AKiCTb, 6e3neKy abo ePEKTUBHICTb NiKapCbKoro
3aco6y) - BnpoBafkeHHA albTEPHATUBHOTO LUASAXY CUHTE3Y
aKkTMBHOI peyoBMHY HebiBonony rigpoxiopuay 3
BiNOBIAHOO CXEMOK CUHTE3Y Ta 3BiTOM. [1Ba BUPOOHMUI
npoLecu BifgpI3HAITLCA ULLE 418 NepLIOTl YACTUHN CUHTE3Y
i 0bnaBa Npn3BoAATb 40 OAHOIO i TOr0 X MPOMIXHOIO
NPOAYKTY.
134. | HOBOKAIH PO34nH ANS iH'eEKUin, 5 MAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3a UA/5126/01/01
Mr/ma no 5 mn B amnyni, "Tannuchapm" 3MiHM | TUMy - 3MiHa NocTaYasIbHUKA NaKyBasTIbHUX peyenmom
no 5 amnyn y KOHTYpHiiA mMartepianis abo KOMMIEKTYUMX (AKLLO 3a3HAYEHO B 10CbE)
YapyHKOBIli ynakoBLij, no (BUYYEHHS NOCTaYaulbHKKA) - BHECEHHS 3MiH A0
2 KOHTYPHi YapyHKOBi marepianiB peecTpadiiHoro gocke p. 3.2.P.7. Cuctema
ynakoBKkM B navi KOHTeliHep/3akKynopoBasibHWI 3aci6: BUMYyYeHHs iHGpopmaLii
LLI0A0 BMPOGHWKIB MEPBMHHOI YNakoBku (amnyn)
135. HOBOKCUKAM | po3unH ans iH'ekuiin, 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/12940/01/01
mr/mn, no 1,5 mny 06MEXEHO 06MeXeHo 3MiHu |l TUNy - 3MiHa BUPOGHMKA BUXiAHOrO/MPOMDKHOIO peuenmom
chnakoHi; no 5 donakoHiB BiANoBigasIbHICT BiANOBIAANbHICTIO npoaykTy/peareHTy, L0 BUKOPUCTOBYOTHCS Y BUPOOGHUYOMY
Y KOHTYpHIli YapyHKOBIli 10 thipma thipma npoteci Adl, abo 3miHa BUpo6HuKa (BKIoYaouu, ae
ynakosLi; no 1 "HoBodhapm- "HoBodhapm- HeobXifHO, MicLe NPOBefEeHHS KOHTPO/0 AKOCTi) AP (3a
KOHTYPHIli YapyHKOBIi BiocuHTes" BiocnHTes" BiICYTHOCTI cepTucpikata BiANOBIAHOCTI €BpONeNnCchbkili
ynakoBLi B nayi 3 hapmakonei y 3aTBepKEHOMY [0CbE)(BBEAEHHS HOBOroO
KapToHy BMpOGHUKa A®I 3 HaaaHHAM MacTep-chaiina Ha Adl) -
BBEJEHHS 404aTKOBOro BMpPo6HMKka APl menokcrkamy;
CynyTHS 3MiHa: 3MiHa y napameTpax crneumdikauiii Ta/abo
LONyCTUMMX MEX, BU3HAUEHUX Y creundikaLisax Ha Adl,
abo BUXIAHWA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYOTLCSA Y npoueci BUpobHuutea AdI -
[LOMOBHEHHSA cneumdikaLii i MeToaiB BXiAHOTO KOHTPOsIO
A®| 3a NOKa3HUKOM «3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB» BiNOBIAHO 0 BUMOT HOBOrO BUPOGHMKa ADI
136. HOBOCTE3VH PO34MH ANa iH ekuiin, 5 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHSA 3MiH 10 peecTpavliitHux maTtepianis: 3MiHu Il TUnYy 3a UA/15457/01/01
Mmr/mn, no 5 mny 06MEXEHOI 06MEXeHOo - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta hapMakoHariagy. peuyenmom
dhnakoHax; no 5 BignoBigasibHICT BiANOBif&/IbHICTIO BHeceHHs abo 3miHa(1) 4o 3060B's3aHb Ta YMOB BuAadi
h/1aKoHIB y KOHTYpHili 10 dhipma ipma peecTpaLiiHoro noceigyYeHHs, Bkoyatouy Mnax
YapyHKOBIli ynakoBLj; no "HoBodhapm- "HoBodhapm- yNpaB/liHHA pU3nKaMm (3aCTOCyBaHHS 3MiH(1), ski(a)
2 KOHTYPHI YapyHKOBI BiocuHTes" BiocuHTes" BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBMM

ynakoBku B naui; no 10
M1 a6o 20 mny
dhnakoHax; no 5
hN1aKoHIB y KOHTYpHiIli
YapyHKOBIli ynakoBLj; No

[0AATKOBUM JaHUMK, WO MatoTb HaJasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs CyTTeEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHs 3060B'A3aHb
BignosigHo Ao nianyHkty 1.8.2 nyHkTy 1.8 foaatky 5 fo
MopsigKy NPOBEfEHHA eKCnepTU3n peecTpauiniHux
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

1 KOHTYpHIiA YapyHKOBIli
ynakoBLi B nayi

marepianiB Ha nikapcbki 3aco6u, WO NoAaTbCs Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKkcnepTn3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
nocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
BHeceHi 3MiHM [0 IHCTPYKUIiT A1 MEeAMYHOro 3aCTOCYBaHHS
y po3ainn "®apmakonoriyHi BnactuBocTi" (YTOYHEHHS
iHchopmawii), "MokasaHHA" (YTOUHEHHS iHdopmaLlii),
"B3aemogis 3 iHWMMM SlikapCbkuMM 3acobamm Ta iHLWi BUAN
B3aemogiit”, "OcobMBOCTI 3acToCcyBaHHA", "3acToCyBaHHSA y
nepiog, BaritTHOCTi abo roayBaHHs rpyaar” (YTOUHEHHS
iHchopmawii), "3aaTHiCTb BNAMBATY Ha LUBUAKICTb peakuii
npu KepyBaHHi aBTOTPaHCNOPTOM a60 iHWKMMK
MexaHismamn", "Cnocib 3acTocyBaHHA Ta 031" (YTOYHEHHS
iHchopmawii), "AiTn" (6yno - 3aCTOCOBYIOTH AITAM BikOM Big, 1
POKy; CTas10 - He 3aCTOCOBYBaTU AiTAM), "MNepeao3yBaHHS",
"Mo6iuHi peakwi" BigNOBIAHO A0 OHOBNEHOI iHhopMaLii
o0 6e3neku Ajto4oi pevyoBMHU. BBeAEHHSA 3MiH NPOTAroM
3-x MicsiLiB MicNs 3aTBEPYKEHHS.

137.

HOBOCTE3WH

PO34nH NS iH exuin, 2,5
mr/mn, no 200 mny
nAsLWKax

ToBapucTso 3
obMexeHo
BignoBiganbHiCT
10 dhipma
"HoBodhapm-
BiocuHTes"

YkpaiHa

ToBapucTBo 3
06MexeHot
BiANOBIf&/IbHICTIO
ipma
"HoBodhapm-
BiocuHres"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3minu |l Tuny
- 3miHM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarisgy.
BHeceHHs abo 3miHa(u) A0 30608B'A3aHb Ta YMOB Bugadi
peecTpavuiiiHOro noceig4yeHHs, Bkavaroum Mnax
ynpaB/iHHA pu3nKamn (3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) No4anbLIOro 06r'pyHTYBaHHA HOBUMU
[0[AaTKOBUM JaHUMK, WO MaloTb HafasaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbKV BUMaraeTbCs CyTTeEBaA
OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHs 3060B'A3aHb
BignosigHo Ao nianyHkty 1.8.2 nyHkTy 1.8 fogatky 5 fo
MopsaKy NPoBefEeHHA ekcnepTu3n peecTpauiiHux
marepianis Ha nikapcbki 3aco6u, L0 NoJalTbCA Ha
OepXxaBHy peecTpauiio (nepepeecTpavyito), a Takox
eKcnepTu3n matepianiB Npo BHECEHHS 3MiH 10
peecTpauiiiHux MaTepiasiiB NPOTAroM Aji peectpaviiHoro
noceigyeHHs, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
BHeceHi 3MiHM [0 IHCTPYKLUIT 415 MeANYHOro 3aCTOCYBaHHSA
y po3ginn "®apmakonoriyHi BNacTuBocTi" (YTOYHEHHS
iHchopmawii), "MokasaHHA" (yTOUHEHHS iHdhopMaLii),
"B3aemopis 3 iHWMMM NiKapCbknmy 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamBoCTi 3acTocyBaHHS", "3acTocyBaHHsA y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaao"” (YTOUHEHHS
iHchopmalii), "3aaTHICTb BNAMBATY Ha LWIBUAKICTL peakuii
npy KepyBaHHi aBTOTPAHCNOPTOM ab60 iHLWKMK
MexaHismamu", "Cnocib 3acTocyBaHHS Ta 403U" (YTOUHEHHS
iHcbopmauii), "Aitn" (6yno - 3aCTOCOBYHOTh AiTAAM BikOM Bif 1
POKy; CTaJ/10 - HE 3aCTOCOBYBaTK AiTAM), "lNepeao3yBaHHs",

3a
peyerimom

UA/15457/01/02




85

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
"Mo6iuHi peakwji" BigNOBIAHO A0 OHOB/EHOI iHhopMaLii
oo 6e3neku Ajto4oi pevyoBMHU. BBeAEHHSA 3MiH NPOTAroM
3-X MicsLiB Nicns 3aTBEPAYKEHHS.
138. | HYTPU®DNEKC emynbCia AN iHys3iii; B. BpayH HimeuunHa BMPOGHMLITBO, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3a UA/13297/01/01
ninig no 625 mn (250 mn Menb3yHreH Al nepBrHHa Ta 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
CNELJANBHUNA | po3uunHy amiHOKMCIOT+ BTOPVHHA hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHeHNX
125 mn XnpoBoi yrnakoBKa, BUMYyCK JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
emMynbcii + 250 mn cepii: b. bpayH y3ara/lbHeHNX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
PO34UHY T/IHOKO3M) B Menb3yHreH AT, YMOBHOB&XeHOT 0cOobu, BigNOBIAaNbHOT 3a 34iNCHEHHS
MiLLIKax NIacTUKOBUX HimeuunHa; chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
TpUKamepHux; no 1 KOHTpOsb cepil: b. 3asiBHUKA 151 34iACHEHHSA hapMakoHarnsgy B YKpaiHi,
MILLIKY Y 3aXMCHOMY BpayH AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
NAacTVKOBOMY MILLKY; Menb3yHreH Al BiANOBIAa/IbHOI 3a 34iiCHEHH:A dhapMmakoHarnsagy
no 5 MiLLKiB Y KapTOHHiIl HimeuunHa (BK/KOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
Kopobui; no 1250 mn MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
(500 mn po3unHy KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
amiHokmcnoT+ 250 mMn 3pificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
XnpoBoi emynbeii + 500 pefakuis — fiaxoscbkuii Bonogummnp OnekcaHgposumy.
M1 PO34MHY [/TH0KO3W) B 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
MiLLIKax NAacTUKoBUX
TpukamepHux; no 1
MILLIKY Y 3aXUCHOMY
NAacTUKOBOMY MiLLKY;
no 5 MiLLKIB Y KAPTOHHIN
Kopob6ui; no 1875 mn
(750 Mn po3unHy
amiHokmcnot+ 375 mn
XMpOoBOT emynbeii + 750
M1 PO34MHY T/TH0KO3W) B
MiLLIKax naacTUKOBUX
TprKamepHux; no 1
MILLIKY Y 3aXCHOMY
NAacTVKOBOMY MILLIKY;
no 5 MiLLKIB Y KapPTOHHIl
Kopobui
139. OPIrAMETPUN Tabnetkv no 5 mr no 30 LepiHr-Nnay LLiBefuapis 3a MOBHUM HigepnaHg, BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasiis: 3a UA/2844/01/01
® TabneTok y 6nicTepi, no CeHTpan lct AT umknom: H. B. n BUMPAaBIEHHS TEXHIYHMX MOMWUIIOK y TEKCTi MapKyBaHHSA [0 peyenmom
1 6nicTepy y KapTOHHii OpraHoH METO/AiB KOHTPOJIKO SIKOCTi FOTOBOIO JiKapCbKOro 3acoby 3a
Kopoo6ui po3ainomM «[JonoMiXHI pe4yoBUHW» Y Ha3Bi AONOMIKHOT
peyoBVHM
140. ODPTA/b Kpanni o4Hi, po3unH 0,5 ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHn | TUny 6e3 UA/13675/01/01
mr/mn, no 5 ma a6o no 06MEXEHOI BMPO6GHMLTBA, - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHN Y peyenma
10 mn y donakoHi; no 1 BignoBigasibHICT KOHTPO/b SIKOCTI, BMPOGHMLTBI. 3MiHa po3mipy cepii (BktoUakum gianasoH
h1akoHy Yy KOMMNeKTi 3 10 "[ocnigHnii BUMYCK Cepii: po3Mmipy cepii) roToBOro MikapcbKoro 3acoby (iHLi 3MiHM) -
KPULLKOO- 3asog "rHUC" ToBapucTtso 3 BBEJEHHSI 404ATKOBOro po3mipy cepii roToBOro nikapcbkoro
KpanenbHULE B Nayli 3 06MeXxeHoto 3acoby 4519 3aTBepKeHOT AiNbHULL BUPOBHMLTBA

KapToHy

BiANOBiAaNbHICTIO
"[locnigHuii 3aBog

ToBapuCTBO 3 0OMEXEHOI0 BifNOBIAANLHICTIO «PapmeKc
pyn». 3MiHu | TMNY - AAMIHICTPATUBHI 3MiHW. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
"rHUaC, HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (B/lacHUKa
YkpaiHa,; peecTpaLiiHOro NOCBiAYEHHST) - 3MiHa HaliMeHyBaHHS Ta
BCi cTagii NpUBELEHHS MICLLE3HaXOMKEHHS 3asBHMKA [0 OPUTiHASTBHUX
BMPOGHMLITBA, [OKYMeHTIB. BBeieHHS 3MiH NpoTArom 3-x MicAuiB micas
KOHTPO/b SIKOCTI, 3aTBepXEHHS. 3MiHU | TUNY - AGMIHICTPaTUBHI 3MiHN.
BUMYCK Cepii: 3MiHa HalimeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS
ToBapucTBo 3 LOiSNTbHOCTI BUPO6HMKa/iMnopTepa roToBOro J1ikapCbKoro
06MeXeHOo 3aco0y, BKIKOHAKUN AiNbHUL BUNYCKY cepii abo MicLe
BiANOBIA&NbHICTIO NPOBeLEeHHS KOHTPOJIO AKOCTI. (4iANbHICTb, 3a AKy
"®APMEKC BiANOBIAAE BMPOGHWK/IMNOPTEpP, BKIOYAOUM BUMYCK CEpiid) -
reyn:, npuBeAeHHs MicLe3HaxXoMKeHHs BUPOOHUKiB M3y
Ykpaina BIANOBIAHICTb 4,0 OPUTiHANIbHUX AOKYMEHTIB, 6€3 3MiHK
MicLs BUPOGHMUTBA. BBEAEHHSA 3MiH MpOTAroM 3-x micsiuis
nicns 3aTBepAKEeHHS.
141. NMAHIACTPO® TabneTtkn CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH A0 peecTpayiiHux martepianis: 3MiHu | Tuny 3a UA/13512/01/01
racTpope3vCTEHTHI No dapmacbloTikans thapmaueBTuyHa | TypewumHa/ | - AOMiHICTpaTMBHI 3MiHU. 3MiHA Ha3BU JlikapcbKoro 3acoby - peyenmom
20 mr, No 7 TabneTok y o.a. KoMnais g.4., PymyHis 3MiHV BHECeHI LWoA0 Ha3BW JlikapcbKoro 3acoby.
6nicTepi; no 2 abo 4 CnoBeHis 3arBepmkeHo: MAHITACTPO (PANGASTRO).
6nicTepy B KApTOHHIA (BMPOGHMLTBO "in 3anponoHoBaHo: MAHFACTPO® (PANGASTRO®).
Kopobui; no 14 Tabnetok bulk", ynakoBka, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
y 6nicTepi; no 1 abo 2 TEeCTyBaHHS, 3aTBEPLKEHHS.
6nicTepy B KApTOHHIA BWMYCK Cepil;
KopoobLi yrnakoBKa);
BMPOGHMLTBO "in
bulk", ynakoBka,
TeCTyBaHHS:
CaHpos lnak
CaHaii Be TikapeT
A.C., TypeuuuHa;
TECTyBaHHS:
Canpos C.P.J1.,
PymyHist
142. NMAHIACTPO® TabneTkn CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH A0 peecTpayiiHux martepianis: 3MiHu | Tuny 3a UA/13512/01/02
racTpope3nCTEeHTHI No dapmacbioTikans hapmaueBTMyHa TypeuunHa/ | - AgMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - peyenmom
40 wmr, no 7 TabneTok y o.a. KoMnaHisa g.4., PymyHis 3MiHV BHECEHI LWo40 Ha3BW NikapcbKoro 3acoby.
6nicTepi; no 2 abo 4 CnoBeHis 3arBepmkeHo: MAHITACTPO (PANGASTRO).

6nicTepn B KApTOHHIA
Kopobui; no 14 TabneTok
y 6nicTepi; no 1 a6o 2
6nicTepn B KApTOHHIA
KopoobLi

(BMpPOGHMLTBO “in
bulk", ynakoBka,
TecTyBaHHS,
BUNYCK cepil;
ynakoBKa);
BMPOGHMLTBO "in
bulk", ynakoBka,
TeCTyBaHHS:
CaHpos lnak
CaHaii Be TikapeT
A.C., TypeyuuHa;
TEeCTYBaHHS:

3anponoHoBaHo: NMAHTACTPO® (PANGASTRO®).
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
CaHpos C.P.J1.,
PymyHist
143. | MAHKPEATWUH- | TabneTtku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 6e3 UA/7381/01/01
340POB'A 060/10HKOH, 06MEXEHO 06MEXeHOo 3MiHM | TUMY - 3MiHKU, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS peyenma
KMLLKOBOPO34MHHI no 10 BignoBiganbHiCT BiANOBIf&/IbHICTIO Y BigNoBigHICTb A0 MoHorpadii A®Y abo €BponeiicbKoi
TabneTtok y 6nictepi; no 10 "hapmMaueBTNYHaA hapmakonei, abo iHLWOT HalioHasTbHOT thapmakonel
1, abo no 2, abo no 5 "®apmaueBTUYH KOMMaHis Aepxasu €C (3miHa y cneuudikauisix, noB'sa3aHa 3i 3MmiHamu
6nicTepiB y KAPTOHHIi a KoMnaHis "3p0poB'a” B 1dY, abo EBponelicbkii hapmakonei, abo iHLuii
Kopo6ui; no 20 TabneTok "3p0pos'a” HaLjioHasbHIl thapmakonei gepxasn €C); CynyTHS 3MiHa:
y 6nicTepi; no 1 3MiHa y MeTogax BUNpobyBaHHsA AOMOMIKXHOI PEHOBUHY -
6nicTepy B KAPTOHHIi npuBeaeHHs cneyudikaLliii Ta MeToAiB BXiLHOrO KOHTPOJIH0
Kopoo6ui AKOCTI Ha JOMOMDKHI PEYOBUHM Y BigNOBIAHICTb [0 BUMOT
MoHorpadivi EP ta A®Y; 3miHu | Tuny - 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby; CynyTHs 3miHa:
3MiHa Yy MeToAax BUNpobyBaHHA roTOBOrO /1iKapCbKOro
3aco06y; 3MiHu | TUMY - 3MiHa NocTaYasbHMKA NakKyBabHUX
mMartepianis abo KOMMIEKTYUMX (KO 3a3HA4YEHO B AOCHE)
(3amiHa abo gofgaBaHHS NocTavasibHVKa) - BBEAEHHS
HOBOrO NnocTayasibH1Ka NepBMHHOTO NakyBaHHS (onbrm
antomiHieBoi) TOB «AnTpeig», YkpaiHa; 3miHum | tuny -
3MiHa NapameTpiB creuudikauili Ta/abo JONMyCTUMUX MeX
NepBMHHOT YNakoBKM FOTOBOTO /1iKapCbKOro 3acoby; CynyTHS
3MiHa: 3MiHa y MeTofax BUNPO6yBaHHS NEPBNHHOT yNakoBKM
rOTOBOrO Jlikapcbkoro 3acoby - npuBeAeHHs cneuudikali
Ta MeTO/iB BXiAHOTO KOHTPOIO NEPBUHHOI YNakoBKu (M/1iBKK
NOAIBIHIIX10PUAHOT, PONbIM aIIOMIHIEBOT Ta NAIBKA
noniMepHoi/NoNieTUNEHOBOT) 3a NOKa3HUKOM
«Mikpob6iosnoriyHa uncToTa» y BifNOBIAHICTL A0 BUMOT
Aitoyoro BuaaHHa AdY Ta Kputepii NPpUAHATHOCTI
[0NOBHEHO OAVHULIE0 BUMIpY NMOBEPXHi MaTepiany
144. MAHKPEATWUH- | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: - UA/11222/01/01
340POB'A 060/10HKOI0, obmexeHoro 06MexeHo 3MiHM | TUMY - 3MiHKU, NOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS
KMLLKOBOPO34YMHHI in BiAnoBiganbHIiCT Bi4NOBiAa/IbHICTIO Y BignoBigHiCTb A0 MoHorpadii AdY abo €BponeiicbKoi
bulk: no 1000 Ta6neTok 10 "®apmaueBTNYHA thapmakonei, abo iHLWOT HalioHaIbHOT thapmakonel
y NakeTi y KOHTelHepi, in | "®apmaueBTuuH KOMMaHis Aepxasun E€C (3miHa y cneuudikauisix, nos'sa3aHa 3i 3MmiHamu
bulk: no 12000 Ta6bneTok a KoMnaHis "3nopos'a” B 1®Y, abo E€Bponelicbkiin hapmakonei, abo iHLuii
y NakeTi Y KOHTeliHepi "3p0pos'a” HaujioHasnbHili hapmakonei gepxasu €C); CynyTHsI 3MiHa:

3MiHa y MmeTogax B1npobyBaHHsA AOMOMIKHOT PEYOBUHY -
npuBeaeHHs cneyudikauii Ta MeTOAIB BXiLHOrO KOHTPO/IH0
SAKOCTi Ha AONOMDKHI pEYOBUHY Y BiANOBIAHICTb 40 BUMOT
MoHorpadivi EP ta A®Y; 3miHu | Tuny - 3mMiHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby; cynyTHS 3MiHa:
3MiHa y MeTogax BUNpobyBaHHsS rOTOBOTO NiKapCbKoro
3aco0y; 3MiHu | TUMY - 3MiHa NocTavasTbHMKa NakyBaslbHUX
mMartepianis abo KOMMIEKTYUMX (SKLLO 3a3HAYEHO B 1OChLE)
(3amiHa abo AofaBaHHA NOCTaYaslbHMKA) - BBEAEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
HOBOrO nocTavYasibH1Ka NepBUHHOTO NakyBaHHS (onbrm
antoMiHieBoi) TOB «AnTpeig», YkpaiHa; 3MiHu | Tuny -
3MiHa napameTpiB crnewuudikaliii Ta/abo fonycTUMUX Mex
NepBMHHOT YNaKoOBKM FOTOBOTO J1iKapCbKOro 3acoby; CynyTHS
3MiHa: 3MiHa y MeTofax BUNPobyBaHHA NEPBUHHOI YNakoBK/
roTOBOIO JliKapcbKoro 3acoby - npuBeeHHs cneumndikavlii
Ta MeTOZjiB BXiAHOr0 KOHTPOJII0 NEePBUHHOT YNakoBKU (M/1iBKU
NOAIBIHINIX10PUAHOT, (DONIbIM aItOMIHIEBOT Ta NAIBKA
noniMepHoi/NoNiETUNEHOBOT) 3a NOKa3HNKOM
«MikpobiosnoriyHa uncToTa» y BiANOBIAHICTb A0 BUMOT
nitodoro BuaaHHa AdY Ta Kputepii NPUAHATHOCTI
[OMOBHEHO OAMHULEI BUMIPY NOBEPXHI Matepiany
145. | MAHTOrAP kancysim Ne 90 (15x6) y Mepy, HimeuunHa Bupo6Huk in bulk: | LBeliyapis/ | BHeCeHHs 3MiH A0 peecTpauiiHnx Matepianis: 3miHu | Tuny 6e3 UA/10445/01/01
6nictepax dapmacbioTikanc AumnHo dapma AT, HimeyunHa - 3MiHK 3 IKOCTi. FOTOBWIA NiKapcbKuii 3aci6. 3miHM y peuyenma
6X Lseiuapis; BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AAaTKOBOI AiNTbHUL
Mpoaykuis in-bulk, BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
BUPOGHUK, IO npoLiecy rotToBOro NikapCcbKoro 3acoby (AibHMLSA, Ha SKil
3[jCHI0E npoBoAATLCA OyAb-Ki BUPOOHWYI cTagil, 3a BUHATKOM
nepBuHHe Ta BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOTO Ta
BTOPUHHE BTOPVHHOTO NakKyBaHHS, A5 HECTEPUSTbHUX NiKapCbKNX
nakyBaHHs: 3aco06iB) - BBEAEHHS [04AaTKOBOI BUPOOHNYOI fi/TbHUL
Knoke ®apma- Knoke ®apma-Cepsic N'M6X, HimeuunHa (npoaykuis in-bulk,
Cepsic 'mM6X, BVPOGHWK, LLIO 3AiACHIOE NEPBUHHE Ta BTOPUHHE
HimeyuunHa; nakyBaHHs). CynyTHs 3MiHa - 3MiHW 3 SKOCTi. [oTOBWMIA
Brpo6HuK, Lo nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
3[jicHI0E BBEJEHHS 404ATKOBOI Ai/IbHUL BUPOOHMLTBA A5 YACTUHU
nepBuHHE Ta ab60 BCbOro BUPOHGHMYOro NpoLLecy roTOBOrO J1iKapCbKOro
BTOpWHHE 3aco06y ([inbHWLA AN BTOPUHHOTO NakyBaHHS) - 3MiHW 3
nakyBaHHs Ta AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
BiANOBIAa/IbHMI 3a 3amiHa abo BBeAEHHSI 404ATKOBOI Ai/IbHULi BUPOOHMLTBA
BUMYCK cepii: [N YacTHWM abo BCbOro BUPOBGHMYOro NpoLecy rotoBoro
Mepy, dapma nNiKapcbKoro 3acoby (AiNbHULA ANS NEPBUHHOIO NaKyBaHHS).
vM6X i Ko. KlaA, 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
HimeuunHa Ta/abo agpecyu MicLs NPOBaKEHHS AISNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 AKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHMK/IMNOPTEpP, BK/IOYAUM BUMYCK CEpiid) -
3a3HavYeHHs PUANYHOI Ta hakTUUYHOI agpecy BUPO6HMKa
Mepy, ®apma 'm6X i Ko. KlaA, HimevyumnHa.
146. NA®IA kancynu no 150 wmr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |l Tuny 3a UA/16054/01/02
Kancys y KOHTYpPHii "®apmaueBTuUH "®apmMaueBTNYHa - 3miHKn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
YapyHKOBIli ynakoBLj; Mo a hipma hipma "dapHnus” BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB BuAadi
2,n0 4 abono 8 "NapHuus" (nakyBaHHs i3 peecTpauiiiHoro nNocBigYeHHs1, BkIYaum MNnax

KOHTYPHUX YapyHKOBUX dhopmum in bulk ynpasiHHA pu3nKamn (3acTocyBaHHs 3MiH(1), Aki(a)
yNakoBOK y nauyi hipMun-BUPOGHMKa BMMaralTb(€) NOAAbLIOTO 06IPYHTYBaHHSA HOBUMM
BANNKAHOAPMA- [04AaTKOBMM AaHVMMU, L0 MaloTb HaJasaTucs
AYTMHWLIA AT, KOMMNETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCcsl CyTTEBa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

Bonrapis)

OLjiHKa KOMNETEHTHUM OpraHom) BukoHaHHs 3060B'A3aHb
BignoBigHO A0 nianyHkTy 1.8.2 nyHkTy 1.8 fonatky 5 fo
MopsiaKy NpoBefeHHsA ekcnepTn3n peecTpaiiHux
marepianiB Ha nikapcbki 3acobu, WO NoAaTbCs Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKkcnepTu3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasliB MPOTAroM Aji peecTpaviiiHoro
NnocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

147.

NA®IA

Kancynu no 75 mr, no 7
Karncyn y KOHTYpHii
YapyHKOBIli ynakoBLij; no
2,104 abo no 8
KOHTYPHUX YapyHKOBUX
yMakoBOK y navui

MpAT
"®apmaueBTUYH
a thipma
"OapHnua"

Ykpaina

MpAT
"®apmaueBTnyHa
dipma "fapHuua”

(nakyBaHHs i3
chopmu in bulk
hipMmn-BNpPOGHMKa
BANNKAH®APMA-
AYNHWLA AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu || Tuny
- 3MiHM Wwoa0 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy.
BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta YMOB Bugadi
peecTpauiiHoro nNocBig4yeHHs, Bkaovaum MNnax
ynpaB/liHHA pU3nKaMm (3aCToCyBaHHS 3MiH(1), Aki(a)
BMMaralTb(€) NOAAILLIOTO 06IPYHTYBaHHSA HOBUMM
[04aTKOBUM AiaHNMK, L0 MatloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKIfIbK/ BUMaraeTbCs CyTTeBa
OLliHK& KOMMETEHTHUM opraHom) BrkoHaHHS 3060B'A3aHb
BignosigHo Ao nianyHkTy 1.8.2 nyHkTy 1.8 foaatky 5 fo
MopsiaKky NpoBefeHHA ekcnepTu3n peecTpaviiHux
marepianis Ha nikapcbki 3acobu, LWo NoaanTbCs Ha
[epxaBHy peecTpauiio (nepepeecTpadiio), a Takox
eKcrnepTu3y MaTepianis Npo BHECEHHS 3MiH A0
peecTpauiiHux maTepiasiiB NPOTAroM Aji peecTpaviiHoro
nocBigYeHHs, 3aTBepxeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/16054/01/01

148.

NEHECTEP®

TabneTtkn, BKPUTI
060/10HKOI0, M0 5 Mr Ne
30 (15x2): no 15
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHii
KopoobLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLliiniHux maTepiasis:
3MiHM | TUNY - NOAAHHA OHOBEHOTO cepTudiKaTy
BignosigHoCTi E€Bponelickkiit hapmakonei Ne R1-CEP 2005-
025-Rev 00 gns gitoyoi pevoBuHu Finasteride Big,
3aTBEPAKEHOr0 BUPOOHMKA; 3MiHM | TUny - NoAaHHA HOBOTO
cepTudpikaTa BignoBigHOCTI EBponeiickkiin papmakonei Ne
RO-CEP 2013-238-Rev 00 ans gjtouoi pevoBunHu Finasteride
Bi HoBOro BMpo6Hka HUBEI GEDIAN HUMANWELL
PHARMACEUTICAL CO., LTD.; 3MiHu | TUny - nogaHHs
OHOBJ/IEHOrO CepTudikaTy BigNOBIAHOCTI EBPONENCHKIN
hapmakonei Ne R1-CEP 2005-025-Rev 01 ans gitouoi
peyoBuHu Finasteride Big 3aTBep4KEHOr0 BUPOOHUKA; 3MiHW
| TNy - NoAaHHsA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2005-025-Rev 02
ons aiodoi peyosrHu Finasteride Big, 3aTBepakeHoro
BMPOOHUKA; 3MiHW | TUNY - NoAaHHSA OHOB/IEHOTO
cepTudikaTy BiAnoBigHOCTI €Bponeiickkili hapmakonei Ne
R1-CEP 2005-025-Rev 03
Ans gitoyoi pevoBuHK Finasteride Big 3aTBepaXeHOro
BMPOGHMKA, K HACNiA0K BBEAEHHA BUPOOHMKA MPOMIKHOIO
NPOAYKTY Ta OHOBMEHHS METOAY KOHTPO/IHO 3a .
«3a/IMLLKOBI KiSIbKOCTi OpraHiYHUX PO34YMHHUKIB»

3a
peyerimom

UA/6000/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
(BnaaneHHs KoHTposto 1,4-giokcaHy); 3MiHu | Tuny -
noJaHHa OHOB/IEHOro cepTudpikarty BifgnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2008-024-Rev 02
Ons pitoyoi pevoBrHK Finasteride Big BXe 3aTBepAXEHOro
BMPOGHMKA, SIK HACNIAOK 3MiHa Y afipeci BUPOGHYKa.
BBefeHHA 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
149. MIKOCEH® Kpanni opanbHi no 15 TOB "AKnN YkpaiHa TOB "AKnN YkpaiHa BHECEHHS 3MiH j0 pEECTpaLiiiHMX MaTepiasliB: BHECEHHS 6e3 UA/11154/01/01
mn abo no 25 mny "®apmaueBTniH "®apmMaueBTnYHa 3MiH [0 peecTpaviiiHiX maTtepianis: AOMIHICTPATUBHI 3MiHN. peyenma
chnakoHi; no 1 donakoHy a chabpuka" thabpmka" BunyyeHHs BUPOGHWYOT AibHNL (BKIHOUAKUN AibHNL ANs
B nauuj A®I, NpOMiXXHOro NpoAyKTy abo rotToBoro NikapcbKoro
3acoby, AinbHNULi AN NPOBELAEHHS NaKyBaHHSA, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/IO cepii) abo nocTadasibHUKa BUXIAHOTO MaTepiasny,
peareHTy ab0 AOMOMIKHOI pEYOBUHY (SIKLLO 3a3HAYeHO Y
[OCbE) - BUTYUYEHHS OHIET i3 ABOX 3aTBEPIKEHNX Ai/TbHULb
BUpo6HMKa TOB "AKIM "®apmaueBTnyHa habprka” YkpaiHa.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.
150. NMNABIKC® TabneTtku, BKPUTI TOB "CaHodi- YkpaiHa CAHO®I PpaHuin BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUNY 3a UA/9247/01/01
060/10HKOI0, N0 75 Mr ABeHTIC BIHTPOI - 3miHK 3 sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
Ne28 (14x2): no 14 YkpaiHa" IHOACTPIA KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa po3mipy
Tabnetok y 6nictepi; no yMNakoBKU FOTOBOrO NiKapcbKoro 3acoby (BUyYeHHs
2 6nicTepu y KapTOHHii yNakoBKM MNEBHOrO PO3MipY) BUTyYeHHs ynakoBku Ne 14
Kopoo6Li (14x1), 3 BIiANOBIAHNMY 3MIHAMU Y P. «YNaKOBKa».
BBefeHHs 3MiH NpoTAroM 6 MicAUiB Nicaa 3aTBePAKEHHSA
151. MPUCMACO/1 2 | po3unH ans am6po JlyHgia LLiBeuis BIE®PE ITanis BHECEHHS 3MiH A0 peecTpayiiHnx matepiasi: 3MiHu | Tuny 3a UA/13428/01/01
remoqinbTpawii Ta Ab MEZLITAN C.MN.A. - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuyenmom

remogianisy, no 5000 mn
Y A,BOKOMMOHEHTHOMY
MiLLKY 3
nonisiHinxnopuay (mane
BigAineHHsa 250 mn i
Be/ivke BigaineHHsa 4750
M), ki po3ginsae
KPUXKWIA HIiNenb i B
NOEPIBCLKOMY
3'eHyBaui NPUCYTHIi
KnanaH abo KpuUxkui
Hinesib; No 2 miwka y
KapTOHHil Kopobuj; no
5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3 nonionediny
(mane BiggineHHs 250
M/1 | BENIMKe BigAiNeHHs
4750 mn), ki po3ainse
i3onsuiiHa neyatka i B

ajipecyt MicLiA NPOBaKEHHS Aif/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKy cepii abo micle npoBeaeHHst
KOHTPOJIIO AIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BUPOGHMK/IMNOPTEP, BK/IOYAKUM BUMNYCK cepiii) - 3MiHa
Ha3BV BUPOGHMKA, YTOUHEHHS HanMcaHHA agpecu
BMPO6HUKa 6e3 i1 3MiHWU. BBefeHHs 3MiH NpoTArom 3-x
MicsILiB Mmicnsi 3aTBepPAKEHHS.. 3MiHM | TURY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs HOBOTO
ab0 OHOBJ/IEHOTO cepTudikaTa BigNOBIAHOCTI ab0 BUMYYEHHS
cepTtudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei: Ans
A®I; onsa BUXigHOTrO Matepiany/peareHTy/npomiKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; Ans
[ONOMDKHOT peyoBrHK (cepTudikat BignoBigHOCTI
€sponelicbkili hapmakonei) - OHOBNEHWI cepTudikaT Bif,
yXXe 3aTBEpPAKEHOro BUPOGHMKa - Ans A®I HaTpito xnopuay
BMpo6HMLTBa ESCO FRANCE SAS — Saline de Dombasle,
France CEP Ne RO-CEP 2010-083-Rev 02. 3miHu | Tuny -
3MmiHM 3 sikocTi. CepTudpikat BignosigHocTi/l E-cepTudpikar
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs

THOEPIBCLKOMY
3'e/iHyBadi NPUCYTHIl
KnanaH; no 2 Milka y
KapTOHHI KOpoo6Li

BiANOBIAHOCTI €Bponeiickkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudiikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikara BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikar Bif yxe
3aTBepKEHOro BUpobHuKa - Ansa AD| HaTpito xnopuay
BMpo6HMLTBa AKZO NOBEL SALT A/S Denmark CEP Ne
R1-CEP 2008-105-Rev 00. 3MmiHu | TNy - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat BiAgnoBigHOCTI
€Bponeiicbki hapmakonei/moHorpadii. MogaHHA HOBOro
abo oHOBNIEHOTO cepTuddikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTudpikaTa BignoBigHOCTi E€Bponeiickkivi hapmakonei: ans
A®l; onsa BMXigHOTO MaTtepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; Ans
[OMNOMDKHOI peyoBMHYM (CepTuddikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHoBEHUIA cepTudikar Bif,
yXXe 3aTBepAXEeHOro BUpo6HUKa - [na A®I kanbLjo
xnopugy gurigpaty Bupo6Huutea MACCO ORGANIQUES,
S.R.O., Czech Republic CEP Ne R1-CEP 2006-263-Rev 00.
3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudikaT
BifNoBigHOCTI/IE-cepTudikar BignoBiAHOCTI EBponenchkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI abo BUIyYeHHs cepTudikata
BifNoBigHOCTI €Bponelicbkili hapmakonei: ansa Ad®l; ans
BMXigHOro marepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BUKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEChKili
thapmakonei) - OHOB/IeHWIA cepTudikar Bif yxe
3aTBepXeHoro BUpo6Hvika - Ansa A®l S-MoI04HOI KMCNoTu
BMpO6HMLUTBa Purac Biogquimica S.A. Spain CEP Ne R1-CEP
2006-124-Rev 00. 3MiHn | TURYy - 3MiHK 3 SKOCTI.
CepTucpikat BignosigHocTi/l E-cepTudikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs HOBOTO
abo oHoBNEHOro cepTuddikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTtudikaTa BiANoOBiAHOCTI EBponeiickkili hapmakonei: Ans
A®I; onsa BUXigHOro matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI ADI; Ans
[ONOMDKHOT peyoBrHK (cepTudikat BifgnoBigHOCTI
€sponelicbkili hapmakoner) - OHOBNEHW cepTudikaT Bif,
yXe 3aTBepKeHoro BMpobHuka - s A®l Marhito xnopugy
rekcarigpaty supobHuuTea MACCO ORGANIQUES,
S.R.0., Czech Republic CEP Ne R1-CEP 2006-264-Rev 00.
3miHu | TUnYy - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/I E-cepTudikat BignoBiaHOCTI EBponeiichkii
dhapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

cepTudpikaTa BignosigHOCTI abo BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl; ana
BMXiAHOro marepiany/peareHTy/npomMikKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 SONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
chapmakonei) - OHOBEeHWIA cepTudikar Big, yxe
3aTBepmAKeHoro BupobHuka - CEP Ne R1-CEP 1996-030-
Rev 04 ans rnwoko3u MoHorigpaT BupobHuuTBa Roquette
Freres, France). 3MiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema KoHTelnHep/3aKynoproBasTbHUIA
3aci6. 3MiHa nocTavanbHVKa NakyBaslbHUX MaTepianis abo
KOMMIEKTYUMX (SIKLLO 3a3Ha4YeHO B A0CbE) (3amiHa abo
[ofaBaHHA noctavasibHuka) - JlogasaHHs HOBOIO
nocTayasnibH1Ka ryMoBoOi MPOKNaAKU, SKa € YaCTUHO
iH eKUjiiHOro 3" eHyBayva 4151 yNakoBkW 3 nosionediny -
Spike connector — Rubber disc. 3miHu | TUny - 3miHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnagy (iHwWi 3MiHK) -
3MiHa rpadivyHOro 306paXkeHHs ynakoBku Ha MapKyBaHHS.
BBeaeHHS 3MiH NpoTArom 3-x MIiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu Il Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHU 3aci6. 3MiHa y
MepBVHHIlA yNakoBLji rOTOBOrO /iKkapCbKOro 3acoby (sKicHW
Ta KinbkicHUiA cknan) - CTepwbHi nikapcbki 3acobu Ta
nikapcbki 3aco6u 6i0N0rYHOro/iMyHOI0MNYHOTO NOXOMKEHHS
- 3MiHM CTOCYIOTbCS J/II0EPIBCLKOrO 3 €4HYBava BHYTPILLHbOI
yrnakoBku 3 nosionediHy. 3okpema 3amiCTb KPUXKOro Hinento
6yae npucyTHili knanaH Tuny Borla E-Valve. OgHovyacHo
BiiOyBa€ETbCHA 3MiHA HA3BM BMPOOHUKIB KOMMOHEHTIB
NepPBUHHOI YNakoBkW. BBeeHHA 3MiH NpoTArom 3-x micsauis
nicna 3aTeepmkeHHs. 3MiHu Il Tuny - 3MiHW 3 AKOCTI.
loToBMiA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasbHWii 3aci6. 3MiHa Yy NepBUHHIl
yNakoBLii FOTOBOTO /1iKapCbKOro 3acoby (KiCHWIA Ta
KinbKicHWIA cknaa) - CTepunbHi Nikapcbki 3acobu Ta
nikapcbki 3ac06K 6i0/10r4YHOro/iMyHO10TIYHOIO NOXOAXKEHHS
3MiHa cknady OfHOro MNiBKOBOrO NakyBaslbHOTO Matepiany
0N ynakoBku 3 noniosniediHy: BBeEeHHA HOBUX J06aBOK
(cbakTnuHO BifOYBaAETLCS HE BBEAEHHS HOBUX A06ABOK, a
3a3HayeHHs J06aBOK B MaTepianax focbe, sKi 6ynm
NPUCYTHI, ane He By 3a3HayeHi).

152.

NMPUCMACO/N 4

pO34nH Ans
reModpinbTpaLii Ta
remogianisy, no 5000 mn
y [iBOKOMMOHEHTHOMY
MiLLIKY 3
nonisiHinxnopugy (mane
BigaineHHs 250 mn i

Fam6po JlyHgia
AB

Lsewjs

BIE®DE
MEAITAN C.M.A.

ITanisa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | Tuny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
azpecy Micusi NPOBaMKEHHS AiSSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOUA0UM AiNbHULI BUMYCKy cepii abo micue npoBefeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNOPTEpP, BK/KOYAKYM BUMYCK cepili) - 3MiHa

3a
peyerimom

UA/13428/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs

Be/iMKe BiaaineHHs 4750
M/1), SIKi po3ainse
KPUXKUIA Hinenb i B
THOEPIBCLKOMY
3'e/iHyBadi NPUCYTHIl
knanaH abo KpUxkui
Hinenb; No 2 miwka y
KapTOHHI Kopo6uj; no
5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3 nonionediny
(mane BigaineHHs 250
MJ1 | BE/IMKE BiAAiNEHHs
4750 mn), AiKi po3ainse
i3onsuiliHa neyatka i B
THOEPIBCLKOMY
3'e/iHyBadi NPUCYTHIl
KnanaH; no 2 milka y
KapTOHHIA KOpoo6Li

Ha3BW BUPOGHMKA, YTOUHEHHS HanMcaHHA agpecu
BUpO6HUKa 6e3 i 3MiHW. BBEeAEHHS 3MiH NPOTAroM 3-x
MicALIB MicnsA 3aTBepKeHHs. 3MiHu | Tuny: 3MiHM 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii. MogaHHA HOBOro
abo oHoBNeHOro ceptudikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTtudbikaTa BiANOBIAHOCTI EBponelickkii hapmakonei: Ans
A®I; onsa BUXIGHOTO MaTepiany/peareHTy/npoMiXHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCSA Y BUPOBGHULTBI ADI; Ana
[OMOMDKHOI peyoBMHY (CepTudiikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEHUIA cepTudikar Bif,
yXe 3aTBepKeHoro BupobHuka - Ana A®I HaTpito xnopugy
BMpo6HMUTBa ESCO FRANCE SAS — Saline de Dombasle,
France CEP Ne RO-CEP 2010-083-Rev 02. 3miHu | Tuny:
3MiHM 3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponeiickkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA -

[nsa A®l HaTpito xnopuay Bupo6HuuTea AKZO NOBEL
SALT A/S Denmark CEP Ne R1-CEP 2008-105-Rev 00.
3MiHn | TURY: 3MiHK 3 AkocTi. CepTudikart signosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBJIEHOTO
cepTudiikata BignosigHOCTI abo BUyYeHHA cepTudikata
BiAMoBIgHOCTI €Bponeiickkili hapmakonei: ansa Adl; ana
BUXIAHOrO MaTepiany/peareHTy/MpoMKHOro NPoAyKTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOGHUKA - [ina AdDI KanbLjo xnopuay
avrigpaty Bupo6HuuTea MACCO ORGANIQUES, S.R.O.,
Czech Republic CEP Ne R1-CEP 2006-263-Rev 00. 3MiHu |
Tuny: 3miHun 3 AkocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBJIEHOTO
cepTudiikaTa BignosigHOCTI abo BUyYeHHA cepTudikata
BiAMoBIgHOCTI €Bponeiickkili hapmakonei: ansa Adl; ana
BUXIAHOrO MaTepiany/peareHTy/MpoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikaT Bif yxe
3aTBEPKEHOro BUPO6HYMKA - [Ans A®I S-MOI04YHOI KMCNOTH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
BMpOGHMUTBA Purac Bioquimica S.A. Spain CEP Ne R1-CEP
2006-124-Rev 00. 3miHu | TUny: 3miHK 3 siKocTi. CepTudikat
BifNoBigHOCTI/IE-cepTudikar BignoBiAHOCTI EBponenchkii

thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO

cepTudpikaTa BignoBigHOCTI abo BUIyYeHHs cepTudikata
BifNoBigHOCTI €Bponelicbkili hapmakonei: ansa Ad®l; ans
BMXigHOro marepiany/peareHTy/npomMikHOro NPOAYyKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOOHULTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEChKilt
thapmakonei) - OHOB/IeHWIA cepTudikar Bif yxe
3aTBepAKeHOro BMpobHuka - Ana APl MarHito xnopuay
rekcarigpaty Bnpo6HuyTBa MACCO ORGANIQUES,
S.R.O., Czech Republic CEP Ne R1-CEP 2006-264-Rev 00.
3MiHu | TUNy: 3miHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBiaHOCTI abo BUIyYeHHs cepTudikata
BiANoBigHOCTI €Bponelicbkili hapmakonei: ansa Ad®l; ans
BMXigHOro marepiany/peareHTy/npomMikHOro NPOAYyKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEChKili
thapmakonei) - OHOB/IeHWIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
CEP Ne R1-CEP 1996-030-Rev 04 ans raokKo3u MoHorigpat
BMpOG6HMUTBa Roquette Freres, France). 3minu | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa nocTayasibHMKa
nakyBa/IbHUX MaTepianiB abo KOMMIEKTYUNX (SKLO
3a3HayeHo B 10CbE) (3amiHa abo AofaBaHHS
noctavasibHuKa) - [logaBaHHA HOBOTO MocTavasibHuKa
ryMOBOI MPOKIaAKW, SIKa € YaCTVHOMO iH EKLiAHOTO
3’eHyBava [i/19 ynakoBku 3 nosnionediy - Spike connector
— Rubber disc. 3miHu | TUny - 3mMiHK Wopao
6e3nekn/edpekTMBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3MiHa rpagiyHoro 306pakeHHs ynakoBKkuM Ha MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 3-x MIiCALIB MiCNSA 3aTBEPLKEHHS.
3MiHn Il Tuny - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa y
NepBUHHIl yNakoBLji rOTOBOro NikapcbKoro 3acoby (sikicHWi
Ta KinbkicHUiA cknag) - CTepwsbHi nikapcbki 3acobu Ta
nikapcbki 3ac06K 6i0/10r4YHOro/iMyHO10TIYHOIO NOXOAXKEHHS
- 3MiHK CTOCYHOTLCA M0EPIBCLKOro 3’ eAHyBaya BHYTPILUHbLOI
ynakoBkM 3 nonionediHy. 3okpema 3amiCTb KPUXKOro Hinesnto
6yAae npucyTHin knanaH Tuny Borla E-Valve. OgHovacHo
BifiOyBaETHCA 3MiHA HA3BW BUPOOHUKIB KOMMNOHEHTIB
NepBMHHOT yNakoBkn. BBeaeHHSA 3MiH NpoTArom 3-x micsuis

nicnsa 3aTBepikeHHs. 3MiHu |l Tuny - 3MiHW 3 AKOCTI.

OTOBWIA NiKapCbKMii 3aci6. Cuctema
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa Yy NepBUHHIl
yMaKoBLji FOTOBOro NiKapCbKoro 3acoby (SKicHWi Ta
KinbKicHuii cknap) - CTepunbHi Nikapcbki 3acobu Ta
nikapcbki 3aco6u 6i0N0riYHOro/iMyHOI0MNYHOIO NMOXOMKEHHS
- 3MiHa cknady 0fHOro MAiBKOBOro NakyBaslbHOTO Martepiasy
[ANA ynakoBku 3 nonionediHy: BBeEHHS HOBMX A06aBOK
(chakTnuHo BigOYyBa€ETHCS He BBEAEHHS HOBUX [06aBOK, a
3a3HavyeHHa [o06aBOK B MaTepiasiax [oCbe, ski 6ynu
NPUCYTHI, anie He By 3a3HauyeHi).
153. | MPIOPUKC™ | niodpinizat gnsa po3unHy | FnakcoCmitKnsaii Benwvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a UA/13694/01/01
PRIORIX™ Ons iH'ekuini y H Ekcnopt BpuTaHis Bionoaxikan3 C.A. 3MiHM | TUNY - 3MiHW 40 TEKCTY MapKyBaHHS BTOPUHHOIT peuenmom
KOMBIHOBAH MOHOZ030BMX (1 fo03a) Niviteq yMakoBKM rOTOBOTO MiKapCbKoro 3acoby
A BAKUVHA dhiakoHax y KOMN/eKTi 3
ana PO34MHHKKOM (BOAa ANs
MPO®DINTAKTUK | iH'ekuili) y nonepefHb0
N KOPY, HanoBHeHOMY Lunpuui Ne
ENIAEMIYHOI 1y komnnekTi 3 ABOMa
O NMAPOTUTY ronkamu; y
TA KPACHYXW | moHogo3oBux (1 gosa)
dhnakoHax Ne 100 y
KOMM/EeKTi 3
PO34MHHMKOM (BOAa AN
iH'ekyjin) B amnynax Ne
100 B oKpemili ynakosLy;
y MynbTUL030BYX (2
no3u) dpnakoHax Ne 100
Y KOMMNEeKTi 3
PO34MHHMKOM (BOAa AN
iH'ekyjin) B amnynax Ne
100 B okpemmnx
Kopo6Kax
154. MPOKTAH® Ma3b no 30 ry Ty6i, no 1 TOB "®APMA YkpaiHa BUPOBHMLTBO i YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUNY 6e3 UA/12464/01/01
Ty6i B nauLi 3 KapToHY NAN®" nepBuUHHE - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay peyernma
nakyBaHHs, (iHWi 3MiHW) -
BK/ItOHA0UN 3amiHa Ha3Bu po3gainy "padiyHe 0hopPMIEHHS ynakoBKu"
KOHTPONb AKOCTI: Ha Ha3By po3giny "MapkyBaHHa" MKA N13. 3MiHn | Tuny -
MAT "X®3 3MiHu 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
"UepBoHa 3ipka", BUPOGHMUTBI. 3amiHa abo BBeEHHSA A0AATKOBOI AiNbHULL
YKpaiHa,; BMPOGHMUTBA A/151 YacTUHM abo BCbOro BUPOBHNYOro
BTOpuHHe npoLiecy roToBOro Nikapcbkoro 3acoby (AibHMLSA, Ha SKi
nakyBaHHS i npoBoAATLCA By Ab-AKi BUPOOHMUI CTajji, 38 BUHATKOM
BiAgnoBiganbHMI 3a BWNYCKY Cepiii, KOHTPOIO SKOCTi, MEPBNHHOTO Ta
BUNYCK cepii: BTOPWHHOTO NakKyBaHHSA, A4/15 HECTEPUSTbHUX NiKapCbKNX
TOB "®APMA 3aco6iB). CynyTHS 3MiHa
NA®", 3MiHM 3 sKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
Ykpaina BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AAaTKOBOI AiNTbHUL

BMPOGHMLTBA 151 HACTUHM ab0 BCbOro BUPOGHUYOro
npoLecy rotToBoro Nikapcbkoro 3acoby (ginbHuua ans
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

NEepPBUHHOIO NakyBaHHS) - 3aMiHa AiIbHNLj BUPO6HMLTBA.
3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3mipy cepii (BKIYaoum
Aiana3oH po3Mipy cepil) roTOBOro /likapCbkoro 3acoby
(36inbLLUeHHA A0 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
pPO3MipoMm) - 36iMbLUEHHSI PO3Mipy cepii Ha MPONOHOBaHil
AinbHWUi Bupo6bHuuTBea MAT "X®3 "YepBoHa 3ipka",
YkpaiHa. Oitova pegakuis: TOB «@APMEKC 'PYT»,
Ykpaina, Po3mip cepii: 40 kr. MponoHoBaHa pegakuis: MAT
"X®3 "YepsoHa 3ipka", YkpaiHa. Po3mip cepii: 200 kr.
TeopeTuyHKii po3mip cepii: 200,0 kr (6 666 ynakosok no 30
r Nel). OuikyBaHwuit po3mip cepii, He MeHwe: 180,0 kr (6 000
ynakoBok 1o 30 r Nel). 3miHu | Tuny - 3miHM 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPOJT0 SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA [inbHULL, Ha SIKil 34iACHI0ETLCSA
KOHTPO/b/BUNPOBYBaHHA cepii) - BHECEHHS B peecTpaLliiiHi
Marepianu 418 NPoNoHOBaHOI AiNbHMLi BUPOGHMLUTBA MAT
"X®3 "YepBoHa 3ipKa" , YKpaiHa 34iACHEHHS] KOHTPOSIO
AKOCTI NPOAYKLT y NepBUHHOMY nakyBaHHi. KOHTposb AKoCTi
NpoAyKuUii y NepB1MHHOMY MakyBaHHi Ha 3aTBepKeHiii
OinbHUU BUpo6HMLUTBA TOB "®APMEKC M'PYIM" Takox
3pilicHioBaBcS, asnie U iHdhopMmauis He Byna 3a3HaveHa B
MeTOoAM KOHTPOS0 AKOCTi /13. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[OTOBWIA NlikapcbkuMii 3aci6. 3MiHV Y BUPOOGHULTBI. 3MiHK Y
npotieci BUPO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOYAI0UN NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOBGHULTBI FOTOBOrO J1iKapCbKoro 3acoby (He3HayHa 3miHa
y npoueci BUpo6bHMLTBA) - HE3HAYHa 3MiHa Yy npoueci
BMPOBHMLITBA - 3MiHA NOC/IAOBHOCTI 34iiCHEHHS onepauii
noapibHeHHs cynbdaHinamiay(Ha 3aTBepoKeHii ginbHuL
TOB "®apmekc Mpyn" (M. Bopucninb, YkpaiHa):
noapibHeHHs cynbhaHinamigy 34iCHIOTb A0 NoYaTKy
BMPOGHMLTBA Masi (4719 BUPOGHULTBA OTPUMYHOTb BXE
noApiGHEHY PeYOBUHY); Ha MPOMOHOBaHIl AinbHKLi MAT
"X®3 "YepBoHa 3ipka"(M. Xapki, YkpaiHa): nogpi6GHeHHS
cynbghaHinamigy 34iicHTb Nif Yac BUPO6HULTBA Mas3i
(6e3nocepeiHbO Nepes 3BaXyBaHHSIM KOMMOHEHTY)

155.

nynbMONoP®

Tabnetkn, no 10
Tabnetok y 6nictepi; no
1 a6o 2 6nicTepu B
KapTOHHI ynakoBL,i

Mogi Xenc Tm6X

LLiBefiuapis

CaBa Xesnckea
Nta, HAis;
MegiTton
dapmachbloTikan
Nnta., YropuwmHa

IHais/
YropLmHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | TUny
- AAMIHICTpaTUBHI 3MiHW. BUlydeHHs BUPOBHUYOT AiNbHULL
(Brtovaroun ginbHnui ans A®l, npoMixXHOro NpoaykTy abo
roTOBOrO JliKkapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUpOGHYKa, Bi4NOBifaNbHOro 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPOJIO cepii) abo nocTayvasibHuKa
BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
(IKLLO 3a3HAYEHO Y [OCbE) - BUTYYEHHS BUPOOHUYNX
AinbHuub Knesa CA, Mpeuis Ta Bannec ®apmacbioTikanic

6e3
peuyenma

UA/10378/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

MeT. NiTA., IHAiA. BBeAeHHA 3MiH npoTarom 6 MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHN) -
3MiHN (PO3AiNeHHs CyMICHOT IHCTPYKLIiT 4518 npenaparis
MynbmMonop®, NOPOLLOK A8 opasibHOI CycneHsii, Ta
Mynbmonop®, TabneTku, Ha 2 OKpeMi IHCTPYKLiT) BHECEHO
[0 IHCTPYKLIT 41159 MEeANYHOr0 3aCTOCYBaHHS /iKapCbKoro
3acoby go posginis "Cknag", "/likapcbka hopma”,
"Oco6nmBoCTi 3acTocyBaHHsA", "Cnoci6 3acTocyBaHHS Ta
posn”, "Oitn", "MNo6ivHi peakuii”, "YmoBu 36epiraHHsa",
"YnakoBka". BBefeHHs 3MiH NpOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

156.

nynbMONoP®

Tabnetku in bulk: no
5000 TabneTok y
noABINHNX
nonieTNeHoBUx
nakeTtax

Mogi Xenc Tm6X

LLiBefiuapis

CaBa Xesnckea
Nta, HAis;
MegiTton
dapmachbloTikan
Nnta., YropuwmHa

IHais/
YropLmHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | TUny
- AAMIHICTpaTUBHI 3MiHW. BUydeHHs BUPOBHUYOT AiNbHULL
(Brtovaroun ginbHnui ans A®l, npoMixXHOro NpoaykTy abo
roTOBOrO /liKkapCbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUpOGHYKa, Bi4NoBifAanbHOro 3a BUMYCK cepii,
MicLie NpoBeAEHHS KOHTPOJIIO cepii) abo nocTavasibHuKa
BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
(IKLLO 3a3HAYEHO Y [OCbE) - BUTYYEHHS BUPOOHUYNX
AinbHuub Kneea CA, Mpeuis Ta Bannec ®apmacbioTikanic
MeT. NITA., IHAiA. BBeAeHHA 3MiH npoTarom 6 Micauis nicns
3aTBEPKEHHS.

UA/10379/01/01

157.

nynbMONoOP®

NOPOLLOK A/19 OpasIbHOT
cycneHsii, 1 nnswka 3
NOPOLLKOM A5
npurotysaHHsa 60 mn
a6o 100 mn cycneHsii
pasom 3 MipHUM
3ac060M Ha KpuLeuli 3
nosieTuneny B
KapTOHHI ynakoBLi

Mogi Xenc rmexX

LLiBefuapis

CaBa Xesickea
nTg,

IHgis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny
- 3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) - 3MiHK (PO3A4iNEeHHA CYMICHOT IHCTPYKLUIT Ans
npenapariB My1bMo10p®, NOPOLLOK A5 OPasIbHOT
cycneHsii, Ta Mynbmonop®, TabneTkn, Ha 2 okpemi
IHCTPYKLi) BHECEHO [0 IHCTPYKUIi 4158 MeguyHoro
3acToCcyBaHHSA Nikapcbkoro 3acoby go posginis "Cknag”,
"Mikapcbka hopma”, "OcobamBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta gosun”, "[itn", "Ynakoska". BBeieHHs 3MiH
npoTArom 6 micsAiB nicnsa 3aTBepAKeHHs. 3MiHn | Tuny -
3MiHu oo 6e3nekn/edeKTUBHOCTI Ta dapMakoHarnsagy
(iHLWi 3MiHW) - OHOBJIEHHSA 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS NepPBMHHOT Ta BTOPUHHOI ynakoBok J13 3
BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHA: BHECEHHS iHLLIOT
TEeXHiYHOT iHopMaLil. BBeAeHHS 3MiH NpoTAroM 6 micAuis
nicns 3arBepmkeHHs. 3MiHu | Tuny - AgMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AinbHUL (BKIHOYAKUN AiNbHNL ANS
A®I, NpoMiXXHOro NpoAyKTy abo rotToBOro NikapcbKoro
3acoby, AinbHNULi AN NPOBEAEHHS NakyBaHHSA, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMNYCK CePiii, MicLie NPOBEAEHHS
KOHTPONIO cepii) abo nocTadasibHUKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMNOMIKHOI PEYOBUHY (SIKLLO 3a3HAYEHO Y
[0CbE) - BUTYYEHHS BUPO6GHUYMX AinbHuub Knesa CA,
Ipeuia Ta Bannec ®apmacstoTikanc MBeT. T4, HAis.
BBefeHHs 3MiH NpoTArom 6 micsALiB Nicns 3aTBEPAKEHHS.

6e3
peyenma

UA/10378/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
158. | PEMECYNIA® Tabnetku no 100 mr no MAT "dapmaxk” YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/8173/01/01
10 Tabnetok y 6nictepi, 3MiHuM | TUNY - NOAAaHHA OHOB/IEHOTO cepTudlikaTa peuenmom
no 1 a6o 3 6nictepu y BiANOBIAHOCTI €Bponelickkili hapmakonei Bif yxe
nauuj 3 KapToHy 3aTBepmkeHoro BupobHuka (CEP RO-CEP 2011-310 Rev
02). BBeAgeHHA 3MiH NPOTArom 6-Tu micauis nicns
3aTBepAKEHHsA
159. | PECMNUKC® pO34unH opasibHUiA, 10 OPrAHOCWH OAE ®paHuia ITanisa BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3miHu | TUny 6e3 UA/12305/01/01
CMPEN mr/0,2 mn no 13 mn NANDCAEHCU dapmachboTivi - 3MiHM Woa0 6e3nekn/edekTUBHOCTI Ta hapMakoHarniagy. peuyenma
pPO3unHy y hNakoHi 3 3 (E® 3ET CI) IHaycTpia BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
[03YH0UNM NPUCTPOEM; dapmako chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
no 1 cpnakoHy B Bionogxika C.p.n. cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaKeHoi ocobu,
KapTOHHI Kopoo6Li BiANOBIA&bHOI 3a 34iiCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3[jificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0CO6M, BiAMNOBIAA/IbHOI 3a
34iiCHeHHs hapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHW y po3MilLLleHHI MacTep-daiina cucremm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu,
BiANOBIAANbLHOI 3a 34ilicHeHH:A thapmakoHarnagy: [ditoua
pepakuis - -p fasig Caaa (Dr. David Sada). NponoHoBaHa
pepakuis — O-p Awy Jijin Wapwma (Dr. Ashu Deep Sharma).
3MiHa KOHTaKTHUX AaHWNX YNIOBHOBAXEHOI 0CO6U. 3MiHa
MicLsl 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy.
3miHa MicLe3HaxomkeHHs macTep-chaiina cucremm
hapmakoHarnsgy. 3miHa 3asBHuKa (BNacHvka
peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne460): 3atBeppxeHo: CiaTyc EkckBipepe
dapmadropiyHre Tm6X, Asctpis Cyathus Exquirere
Pharmaforshungs GmbH, Austria. 3anponoHoBaHo:
OPFAHOCWIH TAN®CAEHCK3 (E® 3ET Cl), OAE
ORGANOSYN LIFESCIENCES (FZC), U.A.E.
160. PUB'AAYUN Kancynu no 500 mr; no TeBa I13painb AT YropwumHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUNY 6e3 UA/6681/01/01
XWUP-TEBA 10 kancyn y 6nictepi; no dapmaueBTikan dapmauleBTUYHNI - 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenma
7 abo 9 6nicTepiB y IHpacTpi3 114, 3aBog, TEBA 3miHa y TepMmiHax npugaTHoCTi abo ymoBax 36epiraHHs

KapTOHHiA KopooLi

roTOBOrO NikapcbKoro 3acoby (3miHa B ymoBax 36epiraHHs
roToBOro fikapcbKoro 3acoby abo nicns
PO34YMHEHHS/BIAHOBNEHHS) - YHichikaLis yMoB 36epiraHHs /13
015 YCIX PUHKIB CBITY, a came «36epiratv npy Temnepartypi
He BuLLe 25 °C B opuriHa/bHii ynakosLi». 3miHa
3anpornoHoBaHa Yy 3B'A3Ky 3 HEOOXIAHICTIO YHichikyBaTu
yMoBWU 36epiraHHs /13 oNs ycix puHKIiB CBITY. BBeAeHHS 3MiH
NPOTAroM 6-T MICALIB MiCNA 3aTBEPAKEHHS. 3MiHu | Tvny -
3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa po3mipy
yNakoBKWN rOTOBOr0 NikapCbKoro 3acoby (3MiHa KiflbKOCTi
oavHMLb (Hanpukias TabieTok, aMmmyn TOLLo) B yNakoBL,i:) -
3MiHa no3a giana3oHoM 3aTBEPKEHUX PO3MIpIB YNakoBKM -
3MiHa KinibkoCTi kancyn B ynakosui 3 100 kancyn Ha 90




Ne Hassa

Popma sUMYCKY

3asBHUK

99

n/n

3acoby

JliKapcbKO20

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2

161.

PIHFEPA
NAKTAT

pO34uH ANs iHgysil, no

MNpvBaTHe

Ykpaina

MpuBartHe

Kancys. Y 3B'A3Ky 3i 3MiHOI NakyBasIbHOrO 061aHaHHS,
nakyBasibHa AiNbHULA Ginblue He MOoXe BUPO6ATH
BTOPUHHY YNakoBKy (KOPTOHHa KOpo6ka), Lo BMmiLye 10
6nicTepiB. HoBa BTOpMHHa ynakoBka (kapTOHHa KOpobka)
Mae€ iHLWi i3nyHI po3MipK | MOXe BMiLLlyBaTy TinNbkv 9
6nicTepis. BHacnifok 3mMiHM po3MipiB BTOPUHHOI yNaKkoBKK,
3MiHWIach KinbKiCTb kancyn B ynakosLi 3 100 Ha 90 kancy.
MepBuUHHA ynakoBka (61icTep) He 3MiHWNack. BBefeHHSA
3MiH NPOTAroM 6-TW MicsiLiB nicns 3aTBEPKEHHS.

0 NocBi0OYEeHHS

162.

PO34YMH

POJMIHO3

200 mn a6o 250 mn, abo
400 mn, abo 500 mny
nAasiwKax

Kpanni opasbHi, 10

akuioHepHe
TOBapUCTBO
"IHdpy3ia”

"POTA®APM

akuioHepHe
TOBapUCTBO
"IHdpy3ia”

YkpaiHa

BHECEHHS 3MiH [0 epecTpauiiiHux maTepiasis: 3miHu | TUny
- AAMIHICTpaTUBHI 3MiHW. BUydeHHs BUPOBHUYOT AiNbHULL
(Brtovaroun ginbHnui ans A®l, npoMixXHOro NpoaykTy abo
roTOBOrO JlikapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUpOOHYKa, Bi4NOBifAaNbHOro 3a BUMYCK Cepil,
MicLie NpoBeAEeHHS KOHTPOJIO cepil) abo nocTavasibHuKa
BVXiJHOTO MaTepiany, peareHTy abo AOMNOMiXHOI pe4yoBUHM
(IKLLO 3a3HAYEHO Y [OCLE) - BUSTYYEHHSI BUPOBHNYOT
ainbHuui ana N3 PIHFEPA NAKTAT PO3UWH, po3unH gns
iHcpysiiA, BiANOBIAAILHOT 3a NakyBaHHS, BUMYCK cepii, Micue
npoBeAeHHs KOHTPO/O SKOCTi. BBeAeHHs 3MiH npoTsarom 3-x
MiCAUIB MicnsA 3aTBepKEHHS. 3MiHK | Tuny - 3MiHW 3 AKOCTI.
loToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
ynakoBL{i FOTOBOrO NikapCbKoro 3acoby (TN KoHTelHepa
abo gofaBaHHA HOBOTO KOHTelHepa) - BunyyeHHs
NepBUHHOT YNakoBKK, L0 He MPU3BOAWTL 0 NOBHOTO
BW/TYUYEHHSI /iKapCbKOro 3acoby 3 MeBHOK CU/IOoH Aii abo y
NeBHil Nikapcbkin chopmi -
BUTYYEHHS NASLWKL 3 AiaMeTpoM ropsioBuHY 22,5+0,5MM Ta
25,0+0,5Mm 3 BiANOBIAHMM 3aKynoproBasibHUM 3aC060M

3a
peyenmom

UA/1152/01/01

163.

POMA3UK

mr/mn no 20 mny
CKNsiHOMY hN1akoHi 3
KPYILLIKOHO-
KpanenbHuLeto; no 1
hNakoHy B KAPTOHHIl
Kopo6ui

TabneTku, BKPUTI

NIMITEL"

PapmaLeBTUYHN

Benuka
BpuTaHis

MonbLya

ABC
dapmayeyTidi
C.n.A.

dapmaveBTUYHUIA

ITanisa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TUny - 3MiHa napameTpiB cneyudikayiin Ta/abo
[OMYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby - BUyYeHHS
nokasHuka «/13Bnekaemblii 06beM» 3i cneyndikauii Ta
aHasiTMYHOT METOAMKN 32 AaHUM NOKa3HUKOM

6e3
peyenma

UA/12490/02/01

NNIBKOBOK 060/TI0HKOIO,
no 5 mr no 10 Tabnetok
y 6nicTepi; no 3
6nicTepn B KAPTOHHIN
KopooLi

11 3aBOf
"Monbghapma”
C.A.

3aBof,
"Monbhapma”
C.A.

MonbLya

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis:
3MiHM | TUMY - 3MiHW Y NpoLeCi BUPOGHULITBA FOTOBOTO
NikapCbKoro 3acoby, BK/IKHA0UM NPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETLCA MPU BUPOGHULITBI FOTOBOrO NiKapCbKoro
3aco0y - PO3MILLEHHS NPOLLeCy YNakoBK/N rOTOBOIO NPOAYKTY
B rasoMoAnchikoBaHOMy cepefioBuLL (HITporeH) ans
3aXMCTY Bif, KUCHIO, pefaKLiiiHi 3MiHW; 3MiHK | TUNY - 3MiHW,
NnoB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BigNOBIAHICTb A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei fepxasu €C -

npuBeAeHHs cneundikauii AP y BignoBigHIiCTb A0

3a
peyenmom

UA/13299/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

MoHorpadii EP, 3miHa crneumdikav,ii roToBoro nikapcbkoro
3aco0by 3a NokasHWKoM «CynpoBifHi AOMILIKW» A71A
Y3TrOfPKEHHS1 3 MOHOrpadieii EP Ha Po3yBacTaTuH KasbLiid;
MeToAvKa BUNPOGyBaHHSA roTOBOrO /1iKapCbKoro 3acoby
3a3Has1a He3HaYHMX y3rogkeHb BigNOBIAHO A0 3MiH B
cneumdikaLii; cynyTHs 3mMiHa: 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
nikapcbKoro 3acoby; 3MiHu | TMny - NofaHHA OHOB/IEHOro
CEP Ne RO-CEP 2015-188-Rev 01 Bif 3aTBEPAXEHOIO
BVMPOGHWKA; 3MiHM | TUMY - 3MiHM Y NpoLLeci BUPOGHMLTBA
roTOBOrO /iKapCbKOro 3acoby, BKIOYaUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOOHULLTBI FOTOBOrO
nikapcbKoro 3acoby - 3MiHa nepiogy yTpuMyBaHHsA 41
rotoBoro 6asky 3 12 micsauis go 1 micsus

164.

POMA3UK

TabneTtkn, BKPUTI
NNiBKOBOK 060/TI0HKOIO,
no 10 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
KopoobLi

PapmaLeBTUYHN
i 3aBOf
"Monbgpapma”
C.A.

Monbwa

dapmauleBTUYHNI
3aBOf,
"Monbapma”
C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis:
3MiHM | TUMY - 3MiHW y NpoLLeci BUPOGHMLTBA rOTOBOrO
NikapCcbKoro 3acoby, BK/IKOHAI0UM NPOMIKHWIA NPOAYKT, LU0
3aCTOCOBYETLCSA NMPU BUPOGHULTBI FOTOBOrO NiKapCbKoro
3ac00y - pO3MiLLEHHSA NPoLecy ynakoBK/ roTOBOrO NPOAYKTY
B rasoMoAndikoBaHOMy cepefoBuLL (HITporeH) ans
3axXMCTY Bif, KNCHIO, PeAaKLiiiHi 3MiHK; 3MiHW | TUNY - 3MiHK,
noB'si3aHi 3 HEeOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
iHLWOT HaujoHaNbHOT thapmakonei gepxasu €C -
npuBefeHHs cneundikauii A®| y BignoBigHICTb A0
MoHorpadii EP, 3miHa crneuumdikaLii rotoBoro nikapcbkoro
3ac06y 3a nokasHWKoM «CynpoBifHi OMILLKV» ANs
Y3rofKEHHs 3 MoHorpadieii EP Ha Po3yBacTaTvH kasnbLiid;
MeToAvKa BUNPoGyBaHHSA roTOBOrO /iKapcbKoro 3acoby
3a3Hasia He3HaYHMX Y3rokKeHb BigNoBigHO 40 3MiH B
cneumdikauii; cynyTHS 3MiHa: 3MiHa napameTpiB
cneumdikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
nNikapcbKoro 3acoby; 3miHu | Tuny - nogaHHsA OHOB/IEHOTO
CEP Ne RO-CEP 2015-188-Rev 01 Big 3aTBEpIKEHOIO
BUPOGHMKA; 3MiHM | TUNY - 3MiHW Y npoueci BUpoOHULTBA
roTOBOrO MiKapCbKOro 3acoby, BKAOUAUM MPOMDKHUM
MPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWULTBI FOTOBOrO
nNiKapcbKoro 3acoby - 3MiHa nepioay yTpuMyBaHHs 415
rotoeoro 6asky 3 12 micsuis go 1 micsaus

3a
peyerimom

UA/13299/01/02

165.

POMA3UK

TabneTku, BKpUTI
NAIBKOBOK 0BOJI0HKOIO,
no 20 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopoo6ui

dapmaueBTUYHU
1 3aBof
"Monbgpapma”
CA.

Monba

dapmanleBTUUHNI
3aBOf,
"Monbgapma”
C.A.

MonbLa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHKW | TUNY - 3MiHW Y NpoLeci BUPOOHULITBA rOTOBOIO
NiKapcbKoro 3acoby, BKIOUAUM NPOMKHUIA NPOAYKT, LU0
3aCTOCOBYETLCA NPV BUPOBHMLITBI FOTOBOTO NiKapPCbKOro
3ac06y - PO3MiLLEHHS NPOLecy ynakoBK/ roTOBOrO NPOAYKTY
B ra3oMoAvdikoBaHOMy cepefoBuLLi (HITporeH) ans
3axMCTY Bif, KUCHIO, peAaKLiiiHi 3MiHW; 3MiHW | TUMY - 3MiHU,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MOoHorpadii oY a6o €Bponelicbkoi thapmakonei, abo

3a
peyenmom

UA/13299/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2

166.

iHLIOT HaujoHanbHOT thapmakonei aepxasu €C -
npusefeHHsA crneundikadii A®l y BignoBigHIiCTb A0
MoHorpadii EP, 3miHa crneumdikavii roToBoro nikapcbkoro
3aco6y 3a nokasHMKom «CynpoBigHI fOMILLKV» ANs
Y3rO[DKEHHS 3 MOHorpadieii EP Ha Po3yBacTaTvH kanbLiiid;
MeToAnKa BUNPO6YyBaHHS rOTOBOTO J1iKapCbKOro 3acoby
3a3Has1a He3HaYHMX y3rodkKeHb BigNOBIAHO 40 3MiH B
cneuuaikauii; cynyTHa 3MiHa: 3MiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby; 3MiHu | Tuny - NofaHHA OHOB/IEHOrO
CEP Ne RO-CEP 2015-188-Rev 01 Bif 3aTBEPKEHOIO
BVMPOGHMKA; 3MiHW | TUMY - 3MiHW Y NpoLLeCi BUPOGHMLTBA
roTOBOrO JliKapCbKOro 3acoby, BK/IOYaUM NMPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWULTBI FOTOBOrO
nNikapcbKoro 3acoby - 3MiHa nepiogy yTpumyBaHHA A1
rotoBoro 6anky 3 12 micauis go 1 micsus

0 NocBi0OYEeHHS

167.

POMA3UK

TabneTtku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 40 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIN
Kopoo6Li

dapmaueBTUYHU
1 3aBof
"Monbhapma"
C.A.

MonbLa

dapmaLleBTUYHNI
3aBog
"Monbchapma”
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHW | TMNy - 3MiHKW Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaUM NPOMKHUIA MPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOBHMLITBI FOTOBOTO NiKapPCbKOro
3aco06y - PO3MILLLEHHST NPOLECY YNakOBKM FOTOBOTO NPOAYKTY
B ra3oMoAndikoBaHOMy cepefoBuLLi (HITporeH) ans
3axUCTY Bif, KUCHIO, PeAaKLiiiHi 3MiHW; 3MiHK | TUnNY - 3MiHK,
noB'sA3aHi 3 HEOOXIHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii ®Y abo Esponelicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei fepxasu €C -
npuBefeHHs cneundikauii A®| y BignosigHIiCTb A0
MoHorpadii EP, 3miHa crneumdikav,ii roToBoro nikapcbkoro
3aco06y 3a NokasHWKoM «CynpoBifHi JOMILIKW» A7
Y3romKeHHs1 3 MoHorpacpiein EP Ha Po3yBacTaTuH KasnblLiii;
MeToAvKa BUNPoGyBaHHSA roTOBOrO /1iKapCbKoro 3acoby
3a3Has1a He3HaYHWX y3rogKeHb BigNOBIAHO A0 3MiH B
cneumdikauii; cynyTHs 3mMiHa: 3MiHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby; 3MiHu | TMny - NofaHHA OHOB/IEHOro
CEP Ne RO-CEP 2015-188-Rev 01 Bia 3aTBEPAXEHOIO
BVMPOGHMKA; 3MiHM | TUMY - 3MiHM Y NpoLLeci BUPOGHMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIOYaUM NPOMIXKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby - 3MiHa nepiogy yTpuMyBaHHsA 41s
rotoBoro 6anky 3 12 micauis go 1 micsaus

3a
peyenmom

UA/13299/01/04

CEM/IOMIH®

Tabnetkv no 2,5 mr no
14 TabneTok y 6nicTepi,
no 2, 4 abo 6 6nictepis
Y KapPTOHHI ynakoBLi

TOB "Kycym
dapm"”

Ykpaina

TOB "Kycym
Papm”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis:
3MiHK | Tuny - 3MiHa napameTpiB cneyudikayiin Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby; 3miHu | Tuny
- 3MiHa Yy MeTogax BUNpobyBaHHsS rOTOBOTO NiKapCbKoro
3acoby — NpMBEEHHA MeToAy KOHTPOJI0 rOTOBOro
nikapcbKoro 3acoby 3a NokasHMKom «CynpoBiAHI AOMILLKN»

Y BignoBigHicTb MoHorpadii USP «621»; 3MiHu | Tuny -

3a
peyerimom

UA/9382/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
3MiHa Yy MeToAax BUNpobyBaHHA roTOBOrO J1iKapCbKOro
3acoby - onTMMI3aLis yMOB XpomatorpachyBaHHs y MeToAj
BMNPOGYBaHHSA rOTOBOrO /iKapCbKOro 3acoby 3a NoKasHUKOM
«R (+) —i3omep», a came: 3MiHa PO3Mipy YaCTOK B KOJTOHLi
(3amiHa 5 MKm Ha 10 MKM) Ta Yacy xpomarorpagyBaHHs
(3amiHa 60 xB Ha 20 XxB), & TaKOX 3MiHW Yy NPUroTyBaHHi
CTaHAapTHOro po3unHy (BBeAeHHs R (+) AMioavniHy
[OOMILLKM, WO A03BOSIAE iAeHTUAIKYBATM AOMILLIKM)
168. CEMNOMNIH® Tabnetkn no 5 mr no 14 TOB "Kycym YkpaiHa TOB "Kycym YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/9382/01/02
TabneTtok y 6nictepi, no dapm” dapm” 3MiHM | TUMy - 3MiHa napameTpiB cneuudikayin Ta/abo peyenmom
2, 4 abo 6 6nictepiB y [0NYyCTUMUX MEX rOTOBOTO JiKapCbKOro 3acoby; 3miHu | Tuny
KapTOHHI ynakosLi - 3MiHa Yy MeTogax B1UNpobyBaHHsA rOTOBOrO NiKapCbKoro
3acoby — NpMBELEHHA METOY KOHTPOJI0 rOTOBOrO
niKkapcbKoro 3acoby 3a NokasHNKOM «CynpoBiAHI LOMILLKN»
y BignoBsigHicTb MoHorpadii USP «621»; 3miHu | Tuny -
3MiHa Yy MeToAax BUNpobyBaHHA roTOBOrO /1iKapCbKOro
3acoby - onTumisalis yMoB XxpomatorpadyBaHHs y MeTofi
BMNPOGYBaHHSA roTOBOrO /liKapCbKOro 3acoby 3a NoKasHUKOM
«R (+) — i3omep», a came: 3MiHa PO3Mipy YaCTOK B KOJTOHLi
(3amiHa 5 MKm Ha 10 MKM) Ta Yacy xpomarorpagyyBaHHs
(3amiHa 60 xB Ha 20 XxB), & TaKOX 3MiHW Yy NMPUroTyBaHHi
CTaHAapTHOro po3uynHy (BBeAeHHs R (+) AMnoavniHy
[OOMILLKM, WO A03BOAISAE iAEHTUAIKYBATM AOMILLIKM)
169. CENTAHA3AN cnpeii HasaslbHUIA, KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis: 6e3 UA/14128/01/01
® po3uuH, 1 Mr/50 mr/mn HoBo mecTO MecTo 3MiHM | TUNY - 3a3HaveHHst 2D Kofy Ha NepBUHHIl ynakoBLyi peyenma
no 10 mn y donakoHi 3 niKkapcbKoro 3acoby
[03y104nM
nynbBepn3aTopom; no 1
(h/1aKOHY Y KapTOHHilA
Kopoobui
170. CENTAHA3AN cnpeii Ha3asIbHUIA, KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/14129/01/01
® ana AITEIZ po3uuH 0,5 mr/50 mr/mn HoBso mecTo MecTo 3MiHM | TUNY - 3a3HauYeHHs1 2D Kofy Ha NepBUHHIl ynakoBLi peyenma
no 10 mn y donakoHi 3 NiKapcbKoro 3acoby
[03YyH04nM
nynbBEpN3aTopom; no 1
hNakoHy y KapTOHHIN
Kopo6Ui
171. | CEPMIOH® TabneTku, BKPUTI Mdcpaiizep IHK. CLA Mdpaiizep ITania C. ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5183/01/01
NAIBKOBOK 060JI0HKOMO, p. . 3MiHM | TUNY - 3MiHa y MeTogax BunpobysaHHA APl abo peyenmom

no 30 mr no 15
Tabnetok y 6nictepi; no
2 bnicTepu y KapTOHHii
KopooLi

BUXIAHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLeci BUPO6HMLTBA AD| - HE3HAYHI
3MiHM [0 3aTBEpA)KEHOro MeToAy ra3oBoi xpomartorpadii
(MA 0057XX) oNnsi BU3HAYEHHS 3a/IMLLKOBOI KiSIbKOCTI
opraHiyHMX PO3UYMHHUKIB NpK KOHTPONi APl 3MiHK
NPONOHYIOTLCS A0 NPOLeAypy MiArOTOBKM CTaHAapTy Ta
BHeCeHi 3MiHV [0 3aTBEepKEHNX BUMOr CUCTEMU
npugaTtHocTi JaHa 3MiHa He NpU3BOANTL A0 3MiHM KiHLLEBOT
KOHUEHTpaLii NigroToB/IeHNX CTaHAAPTIB, aie Mae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
3abe3neyvyBaTu 36iNbLUEHHS HAAIHOCTI/BIATBOPIOBAHOCTI
meToAy. 3MiHU 4,0 BUMOT LLOAO CMCTEMU NPUAATHOCTI
3a3HayeHnx y gitodili Bepcii metogy MA 0057XX, 6ynn

HeoOXiAHNMM A4N15 BCTAHOB/IEHHS KpUTepii po3ainbHOT
3[,aTHOCTI HaBKO/10 6i/bLL BiANOBIAHOT KPUTUYHOIT Napu,
aLeToH/MeTUNeHXopus, 3aMicTb aueToHy/1,4-aiokcaHy.
"a3-HOCI 3MIHIOETBCA 3 @30Ty Ha reniid, OCKINbKM BiH €
nepeBaXXHUM ra3om 4151 KaninapHoi KonoHku. TemnepaTypa
AeTeKTopa Ta Temneparypa imxekropa nigBuLLYETbCA 415
Kpavwoi Y4iTKOCTi Ta YyT/IMBOCTI MeToAy. BHeceHHs aaHoi
3MiHV He Ma€ HeraTMBHOTO BMNJIMBY Ha AKICTb, €(PEeKTUBHOCTI
Ta 6e3neky NikapcbKoro 3acoby; 3miHu | Tuny - 3miHu 3
akocTi. A®Il. KoHTponb A®I - 3miHn o po3gainy 3.2.5.2.3.
KoHTponb maTepianis peecTpauiiiHoro gocbe, a came
OHOBJ/IEHHSA cneundikaii peareHTiB, PO3UMHHYKIB Ta
[OMOMDKHMX MaTepiasis, L0 BYKOPUCTOBYHOTbLCS Npn
cuHTesi A®I: - TioHinxnopua: B NokasHuky «KinbkicHe
BU3HAYEHHS» BUAAIEHO MOCUIAHHS HA OKCUAUMETPUYHWIA
mMeTog; - CynbhaT aMOoHito: B Noka3HuKy «KinbkicHe
BU3HAYEHHSA» NOCUNAHHA Ha aulKaniMeTpUYHWA MeTog,
3aMiHEHO Ha TUTPOMETPUYHUIA; - KapboHaT KasbLjio: B
nokasHuky «KinbkicHe BU3HAUYEHHS» MOCUIaHHA Ha
aunMaMMeTpUYHNA MeToq, 3amMmiHEHO Ha
KOMM/IEKCOMETPUYHWIA; - Tigpokeug, HaTpito 45-50%: B
noka3HukKy «KifbkicHe BU3HAYEHHS» MOCUIaHHA Ha
aunMaMmMeTpUYHNn MeTog, 3aMiHEHO Ha TUTPOMETPUYHWIA; -
CipuaHa kucnoTa, po3bas/ieHa 3aBxan BUKOPUCTOBYBasiacs
y npoueci Bupo6HuuTBa A®|, ane cneyudikauis NOMUIKOBO
He Byna npeAcTasneHa B peecTpaLiiiHoMy Aocbe. Takum
YMHOM cneuucpikaLito Ha cipyaHy K1cnoTy, po3basneHa
6y/10 BK/IIOYEHO 10 OHOB/IEHOTO PEECTPAaLiiHOMO [OCHE;
3MiHM | TUNYy - 3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHMX y creumdikauisx Ha Adl,
abo BUXIigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPVCTOBYIOTbCSA y Npoueci BUpobHuUTBa A®| - 3MiHK A0
po3giny 3.2.S.2.3. KOHTpo/b MaTepianiB peectpauiiHoro
[0CbE, a came PO3LUMPEHHS MeX A/15 NoKasHyKa «Po3unHHa
peyosuHa B 1H H2SO4» y cneumdikauii AukaniTy, Wwo
BVKOPUCTOBYETLCA MPU cUHTE3i API; 3MiHM | TUNy - 3MiHa Y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro nNpoayKTy/peareHTy, LWo
BMKOPUCTOBYETbLCA Y NPOLLECi BUPO6HMLUTBA AD| — 3MiHM A0
po3giny 3.2.S.2.3. KoHTposb MaTepiasiiB peecTpaviiiHoro
[0CbE, @ caMe OHOBJ/IeHHS cneuudikauii peareHTis,
PO3UYMHHWKIB Ta AONOMDKHUX MaTepianis, Lo

BYKOPUCTOBYHOTLCS Npu cuHTe3i AL - Imigason, Caxaposa

Ta [ukaniT: nokasHuk «laeHTudikauis» npuseneHi y

BiiNOBIAHICTb 10 BUMOT cneumndikaLlii BUPOGHUKA; -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
BikapboHaT HaTpilo: nepernsHyTa niarotoBka 3pasky ans
NoKasHuKa «JIyXHICTb»; 3MiHU | TUNY - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
[dY abo €sponelicbkoi hapmakonei, abo iHLWoi
HauioHasbHOT hapmakonel gepxasu €C - NpuBeAEeHHs
cneuudikauii A®| 3a nokasHMkom «CynpoBifHi AOMILLKM» [0
BMMOT MoHorpadii «Nicergoline»
172. CUBPI NOPOLLIOK AJ151 iHraNALLiA, HosaprTic ®apma LLiBeiiLapis BMPOBHULTBO, LLiBeiiuapisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13192/01/01
BPU3XAWNEP TBEpAi kancynu no 50 KOHTPO/Ib SKOCTI Icnanis 3MiHM | TUMy - 3MiHa NocTaYasibHNKA NaKyBasIbHUX peyenmom

MKr no 6 kancyny
6nictepi; no 2 abo no 5
6nictepis 3 1
iHransTopom y
KapTOHHI navui;

no 6 kancyny énicrepi;
no 5 6nictepis 3 1
iHranaTopom y
KapTOHHI nayui; no 3
nauky y kopobui 3
KapToHy

(3a BUHATKOM
BU3HAYEHHS
MpoaykTis
posknagy 542-07
mMeTogom BEXKX-
MS, maca
BWCOKOANCNEPCHN
X 4aCTOK METOA0M
imnakTopa Next
Generation,

O HOPIZHICTb
[ocCTaB/1eHol f03K
meTogom BEXKX),

BTOPUHHE
nakyBaHHs1, BUNYCK
cepii:
HosapTic ®apma
LTeln AT,
LlBeiiuapis;
KOHTPO/b AKOCTI

(3a BUHAATKOM

BU3HAYEHHSA
Mikpo6ionoriyHoi

4ynucToTH Ta
MpopykTiB
po3sknaay 542-07):
PapmaHaniTnka
CA, Weeiiyapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
KoHadpapma AT,
Lseiuapis;
KOHTPO/b AKOCTI
(Tinbkn
BM3HAYEHHS
MpoaykTiB
po3knagy 542-07
meTogom BEXX-

marepianiB abo KOMNIEKTYHUNX - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema ynakoBka/yKynopka, 30Kpema: BUyYeHHS
iHchopMmaw,ii LWoA0 nocTavasibHUKIB 6/1iCTEPHUX KOMMOHETIB;

3MiHM | TRy - 3mMiHa hopmuy abo po3Mipy KOHTelHepa un
3aKynoproBasIbHOro 3acoby - 3MiHa nakyBaslbHOrO
marepiany 4715 NPOMDKHOrO NMPOAYKTY, 30KpemMa: BBELEHHS

[0[AaTKOBOTO MilliKa 3 NoieTuieHy HU3bKOT Li/IbHOCTI
(LDPE), siknii 6yae NoMmilLeHWin BcepeauHy iCHYyHUOro Millika

LDPE. Cymka noggiiHoro LDPE 6yae po3miwysatucs B
iCHYI0HOMY YOTMPLOXCTOPOHHBOMY SIaMiHOBAHOMY MILLIKY 3
donbru; 3miHK | TMNY - 3MiHa y MeToAax BunpobysaHHsa AdI
abo BMXigHOrO MaTepiany/npomMikHOro NPOAyKTy/peareHTy,

LLIO BUKOPUCTOBYETLCA Y npoueci BupobHuutea AdI -
BHeCeHHs 3MiH fo Cneuudpikauii/ Metopgis BunpobyBaHHs
A®I [nikonipoHito 6pomig 3a nokasHnkamm "KonboposicTb",
"lNpo3opicTb", 30KpemMa: - 3MiHa KoHLeHTpauii
BMNPO6YBa/IbHOIO PO34NHY (3aNpONoHOBaHO: 2%). - 3MiHa
KpUTEpIiiB NPUAHATHOCTI 3a NOKa3HMKOM "Ko/nbopoBicTb"
(3anponoHoBaHo: B9). BBe,eHHA 3MiH NPOTArom 3-x
MicsAUiB nicnAa 3aTBepKeHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
MS): Consiac AT,
LBeiiuapis;
KOHTPOb AKOCTI
3a NOKa3HUKamu:
"Onuc BMmicTy",
"O60/10HKa";
nepBuHHe Ta
BTOPUHHE
naxyBaHHs:
HoBaprTic
dapmacbioTuKa
C.A,, IcnaHis
173. CUTHILE® Kpanni ouHi 0,5 % no 5 CEHTICC IHgis CEHTICC ®APMA IHgis BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a UA/12551/01/01
M1y o1aKoHi - SAPMA MBT. MBT. NTA. 3MiHK |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
KpanenbHuui, no 1 nTAa. thapmakoHarnagy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb
chnakoHy B naui 3 Ta yMOB BMAaui peecTpavyiiiHOro noceigyeHHs, BKo4aym
KapToHy MnaH ynpasniHHA pyu3ukamu (3aCTOCyBaHHS 3MiH(1), Aki(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHSA HOBUMM
[04aTKOBUM AiaHNMK, L0 MatloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCs CyTTeBa
OLliHK& KOMMETEHTHUM OpraHom) - BrukoHaHHsA 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 fogatky 15 Ao
MopsaKy NpoBefeHHA ekcnepTW3n peecTpaviiHux
marepianis Ha nikapcbki 3acobu, WO NoAalnTbCs Ha
[epxaBHy peecTpauiio (nepepeecTpadiio), a Takox
eKcrnepTu3y MaTepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasiiB NPOTAroM Aji peectpaviiiHoro
nocBigyeHHs, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
174. CUH®NIOPUKC | cycneHsia 4ns iH'ekuin nakcoCwmitKnsii Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/15363/01/01
™ BAKLUMHA no 1 gosi (0,5 mn)y H EkcnopTt BpuTaHis Bionogxikans C.A. 3MiHu | TUNy - 3MiHa po3mipy cepii (BKIOYauuM gianasoHun) peyenmom
ana nonepenHL0 Nimiten A®| abo NPOMIXHOr0O NPOAYKTY, SIKWIA 3aCTOCOBYETLCS Y
NMPO®DINTAKTUK | HanoBHEHOMY CKISSHOMY npoueci BUpo6bHuuTBa A®| - BUAANIEHHST Ma/I0r0 Aiana3oHy
n LINPULi Y KOMNNEKTI 3 AepuBaTu3auii npasUeBoro aHaTtokcuHy (TT); 3MiHu | Tuny -
MHEBMOKOKO | ogHieto rosikoto abo 3 3MiHK B npoLeci BUpo6HuLTBa A®I - OHOB/IEHO ONUC
BOI IHOEKLIT [IBOMa rofikamu Ta 6e3 npouecy BUpo6HMLTBA nosicaxapuais Streptococcus
(MONICAXAPU ronok; 1 nonepegHb0 pneumoniae Ha eTani akTUBHOI cy6cTaHLii (KOH'ForoBaHoro
OHWI HanoBHEHWI WnpuL, 3 NPOMDKHOTO NPOAYKTY) Ta NOB'A3aHUX i3 HUM MPOMIKHUX
AHTUTEH) TA ronkoto abo gsoma NPOAYKTIB (OYNLLEHOTO NPOMDKHOrO MPOAYKTY, 38 BUHATKOM
HETUMOBAHOI | ronkamu, a6o 6e3 ronok oumnweHux DT (gudbTepiliHnii aHaTokcwH) | TT (npaBueBwii
FEMO®INIbHOI | y inausigyansHomy aHaTOKCWH) NPOMDKHMX MPOAYKTIB), @ Takox onucy
IHPEKLL, repmeTuyHo CPOBWHMU, LLIO BUKOPUCTOBYETLCA NPOTArOM LibOr0o
KOH’IOFOBAH 3anakoBaHomy BMPOGHMYOTo MpoLecy; 3MiHW | Tuny - 3MiHa po3mipy cepil
A, nnacTMKOBOMY (Bxnovatoum gianasoHun) APl abo NPOMiKHOTO NPOAYKTY,
ACOPBOBAH | koHTeliHepi; no 1 AKMIA 3aCTOCOBYETLCA Y NpoLieci BUPo6HuLTBa AdI -
A nnacTMKoOBOMY BUJaNEHHSA MaU10ro Aiana3oHy KoH'toraui (Lo Bignosigae

KOHTEHEepY Y KapTOHHIl
Kopo6ui; no 1 gosi (0,5

Maci cepoTtuny nonicaxapugy (PS)), paHiwe
BVIKOPVCTOBYBAHOIO Y BUPOGHMLTBI MPOMIXXKHOTO NPOAYKTY
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

MA1) y nonepeaHL0
HanoBHEHOMY CKISIHOMY
wnpuui; no 10 wnpwuyis
3 10 ronkamu a6o 6e3
rofloK y iHAMBIQYaNbHNX
repMeTuyHo
3anakoBaHnx
NAacTUKoBUX
KOHTelHepax y
KapTOHHI kopobuj; no 1
no3si (0,5 mn) y
MOHOZ,030BOMY
CK/ISSHOMY h1aKoHi; Mo
1, 10 a6o 100 chnakoHiB
Y KapTOHHi Kopobuj; no
2 po3n (I mn)y
MyNbTL,030BOMY
donakoHi; no 100
(h/1aKOHIB y KapTOHHIi
KopooLi

KOH'toroBaHux nonicaxapwvgis (PS1-PD, PS4-PD, PS5-PD,
PS6-PD, PS18C-TT, PS19-TT)

175.

CUH®IOPUKC
™ BAKUMHA
onsa
NPODINAKTUK
n
NMHEBMOKOKO
BOI IHDEKLI
(MONICAXAPU
LOHWUIA
AHTUrEH) TA
HETUMOBAHOI
FEMO®INTbHOI
IHDEKLL,
KOH’KOrOBAH
Al
AICOPEOBAH
A

CyCneHsis gns iH'ekujin
no 1 gosi (0,5 mn) y
nonepeaHLo
HanoBHEHOMY CK/ISIHOMY
LUNPULL Y KOMIJIEKTI 3
ofHieto ronkoto abo 3
ABOMa rosikamu Ta 6e3
ronok; 1 nonepegHbo
HanoBHEHWI WnpuL, 3
ronkoto abo gsoma
ronkamu, abo 6e3 ronok
y iHOMBIgYyansHOMY
repMeTuyHo
3anakoBaHoOMy
naacTKoBOMy
KOHTeliHepi; no 1
nnacTKoBOMy
KOHTEHepY y KapTOHHIl
Kopo6ui; no 1 gosi (0,5
MA1) y nonepeaHL0
HarnoBHEHOMY CKISIHOMY
wnpuui; no 10 wnpwuyis
3 10 ronkamu a6o 6e3
rof1oK y iHAMBIAYaNbHNX
repMeTuyHo
3anakoBaHuXx
NAacTUKoBUX
KOHTeliHepax y

nakcoCwmitKnai
H EkcnopTt
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHK | Tuny - 3miHK 3 skocTi. A®I. KoHTponb AdI -
BBepneHHs Release Action Limits (RAL) ans Bunpo6yBaHHs
Molecular Size Distribution 3a gonomoroto
BMCOKOEDEKTMBHOI eKck/t3iliHOT xpomaTopradii (HPLSEC)
(metog TSK5000) ans koH'toratis PS1-PD, PS4-PD, PS5-
PD, PS9V-PD, PS18C-TT, PS19F-DT Ta PS23F-PD Ha

BMpo6HUUMX ainbHnuax GSK Biologicals (CiHranyp Ta Basp,

Benbrist).
BHeceHHs pefakuiiiHix npaBok fo po3giyn 3.2.S.4.1

moayns 3

3a
peyerimom

UA/15363/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
KapTOHHI kopo6uj; no 1
no3si (0,5 mn) y
MOHO/1030BOMY
CK/ISSHOMY h1aKoHi; Mo
1, 10 a6o 100 chnakoHiB
Y KapTOHHii Kopobuj; no
2 no3n (I mn)y
MyNbT,030BOMY
onakoHi; no 100
(h/1aKOHIB y KapTOHHIi
Kopobui
176. cupon Big cupon, 1,5 mr/mn no 100 TosapucTso 3 YkpaiHa TosapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |l Tuny 6e3 UA/16024/01/01
KALUMKO My doakoHi; no 1 o6MexeHo o6MmexeHo - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarisay. peyenma
nynbmo hNakoHy 3 JIOXKKOH BignoBiganbHicT BiANOBIf&/IbHICTIO BHeceHHs abo 3miHa(u) Ao 3000B'A3aHb Ta YMOB Buaadi
MipHOH0 Y Kopobui 10 "hapmMaueBTNYHaA peecTpavuiiiHOro noceig4yeHHs, Bkavaroum Mnax
"®apmaneBTUYH thipma "BepTekc", ynpaB/iHHA pu3nKamn (3acTocyBaHHS 3MiH(1), Ski(a)
a thipma Ykpaina BMMararoTb(€) No4anbLIOro 06r'pyHTYBaHHSA HOBUMMU
"BepTekc"” (BMPOGHMLTBO 3 [04aTKOBUM AaHVMW, WO MaloTh HagasaTucA
npoaykuii in bulk KOMMETEHTHVM OpraHOM, OCKiflbK/ BUMaraeTbCs CyTTEBA
ToBapucTaa 3 OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHs 3060B'A3aHb
obmexeHo BignosigHo Ao nianyHkty 1.8.2 nyHkTy 1.8 fogatky 5 fo
BiZANOBIAANbHICTIO Mopsaky NpoBeAEgHHS eKCnepTn3n peecTpalinHnx
"®apmMaueBTUYHA marepianis Ha nikapcbki 3aco6u, L0 NoJaTbCA Ha
KOMnNaHis OepXxaBHy peecTpauiio (nepepeecTpavyito), a Takox
"3popos'a’, eKcnepTu3n matepianiB Npo BHECEHHS 3MiH 10
YkpaiHa) peecTpauiiiHux MaTepiasiiB NPOTAroM Aji peectpaviiHoro
noceigyeHHs, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
177. CMEKTA® NOPOLLOK A1 OPasIbHOT INCEH ®APMA PpaHuin BO®YP INCEH PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/16117/01/01
nonyHuusa cycneHnsii, 3rno 3,76 r IHOAYCTPI 3MiHK | TNy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyernma
MOPOLLKY Y MakeTuKy; Mo thapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHEHNX
12 nakeTukiB y [aHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
KapTOHHI Kopoo6Li y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iACHEHHS
chapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsgy
3asBHVIKa AN 34iicCHeHH: hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/TIIOYAKOUMN KOHTaKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
MacTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNIbHOT 3a 34iACHEHHS
hapmakoHarnsgy: MNponoHosaHa pegakuis — [-p Mitep
LWynby, (Peter Schulz). 3miHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI
0co6U BiAgNoBifasIbHOIT 3a 3AiiCHEHHSA hapmakoHarnsay B
YkpaiHi
178. conogkum cupon, 250 mr/5 mn; no My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/3359/01/01
KOPEHSA 50 mn a6o no 100 mn, akuioHepHe akuioHepHe 3MiHK |l TNy - 3MiHK B Npoueci BupobHuuTea APl (3Ha4Ha peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
cupon a6o 200 mn y chnakoHi; TOBapuCTBO TOBapUCTBO 3MmiHa y npoueci BupobHuyTBa Adl, WO MoXe MaTu iCTOTHWI
no 1 pnakoHy 3 SI0XKKOH "HaykoBo- "HaykoBo- BM/IMB Ha AKiCTb, 6e3neKy abo ePEKTUBHICTb NiKapCbKoro
[03yBa/IbHOIO B NauLyj; BUPOGHNYNIA BUPOGHNUNIA 3aco0y); cynyTHA 3MmiHa: 3MiHa y napameTpax crnevudikadii
no 100 mn y 6aHuj; mo 1 LEeHTp LeHTp Ta/abo fonyCTMMUX MeX, BUSHAYEHNX Y cneumdikauiax Ha
GaHLi 3 TOXKOH "BopLyariBcbkuii "BopLuariBcbkuii A®I, ab0 BUXIgHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
[03yBa/IbHOIO B NauLyi XimiKo- Ximiko- BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuuTea A®I; 3miHu |
hapmaLeBTUYHN thapmaueBTUYHWI TUMy - 3MiHa NocTaYasibHNKA NakyBasIbHUX MaTepianis abo
11 3aBoa” 3asofg" KOMMNIEKTYOUNX (SKLLO 3a3Ha4YeHO B 40OChE) (BUYUYEHHS
noctavasibHuka); 3mMiHu | Tuny - 3miHM BUNpo6yBaHb abo
[OMyCTUMUX MeX y npoueci BupobHuutea Adl, o
BCTaHOBJIEHI Y crieundikaLlisx
179. CTAM/1O0 Tabnetkun no 5 mr, no 10 [-p Peppj'c IHAjs [-p Peggpi'c IHAjs BHECEHHS 3MiH [0 peecTpaviitHux maTepiasnis: 3MiHu | Tuny 3a UA/1421/01/01
Tabnetok y cTpuni abo NabopaTtopic Na6opaTopic NTa, - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
6nictepi, no 2 a6o no 3 nrp, Bupo6bHuya azpecy Micusi NPOBaMKEHHS AiSIbHOCTI
cTpunu abo 6aictepun y LinbHuus - 1l BMPOGHMKa/iMnopTepa roToBOro JlikapCcbkoro 3acoby,
nauui BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOYN BUMYCK CEpili) - 3MiHa
Ha3BU Ta agpecy BUpoGHMKa Nikapcbkoro 3acoby A-p
Pepgi'c NabopaTtopic /ITg BupobHuya ginbHuus - 11, HAia,
6e3 3MiHN MicuA BUPO6HMLUTBA. BBEAEHHS 3MiH NpoTArom 6-
TV MicALB Nic/1a 3aTBepAKEHHS.
180. CTAM/1IO Tabnetku no 10 mr, no O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUNY 3a UA/1421/01/02
10 TabneTok y cTpumni Nab6opaTtopic Nabopatopic /Ta, - AOMiHICTpaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHA Ta/abo peuyenmom
abo 6nicTepi, no 2 abo Nitp, Brpo6Hmya agpecyt MicLAl NPOBaXEHHS Ais/TIbHOCTI
no 3 ctpunu abo OinbHuus - 11 BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
6nictepun y nauui BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micle npoBefeHHs
KOHTPOJII0 SIKOCTI. (AiANIbHICTb, 3a AKy BiAnNoBigae
BMPOGHMK/IMNOPTEP, BK/IHOYAKOUM BUMYCK cepili) - 3MiHa
Ha3BW Ta agpecy BUpPoGHMKa Nikapcbkoro 3acoby [-p
Peppj'c Nabopatopic /1Tg BupobHuua ginbHuus - 11, IHAis,
6e3 3MiHM Micus BUpobHULUTBA. BBEAEHHA 3MiH NPOTArom 6-
TN MicsILiB Nicns 3aTBEPAKEHHS.
181. CYOOPErA Kancynu Teepai no 75 O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNYy 3a UA/15871/01/01
Mr, no 14 kancyny Na6opaTopic Na6opaTopic NTa, - AAMiHICTpPaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo peuyenmom
6nicTepi; no 2 6nictepn NTp, BupobHnua agpecy Micusi NPOBaKEHHS AisiSTbHOCTI
B KOPOOL OinbHuus - 11 BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micle nposefeHHs
KOHTPOJTH0 SIKOCTI. (AiSIbHICTb, 3a SIKy BiAMNOBiAaE
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili) - 3MiHa
Ha3BW Ta agpecy BUPOGHMKa Nikapcbkoro 3acoby [-p
Pegagi'c NabopaTtopic /It BupobHuua ginbHuus - 11, IHgis,
6e3 3MiHM Micusa BUPOOHMLUTBA. BBEAEHHA 3MiH MPOTAroMm 6-
TW MicsiLiB nicns 3aTBepApKeHHS.
182. CYAOPETA Kancynu Teepgi no 150 [-p Pepgpj'c IHgis [-p Peggi'c IHgis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Tuny 3a UA/15871/01/02
Mr, no 14 kancyny Nab6opaTtopic Nab6opatopic N1Ta, - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
6nicTepi; no 2 6nictepn nTp Brpo6Huya afipecyt MicLA NPOBaKEHHS Ais/IbHOCTI
B KOpPOOLIi AinbHuus - 1l BMPOGHMKa/iMNnopTepa roToBoro JIikapcbkoro 3acoby,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/iMNOpTEp, BK/IOYAKOUN BUMYCK Cepili) - 3MiHa
Ha3BW Ta agpecy BUpoGHMKa Nikapcbkoro 3acoby A-p
Peppj'c Na6opartopic /1T BupobHuua ainbHuus - 11, IHgjs,
6e3 3MiHu MicuA BUPO6HMLUTBA. BBEAEHHS 3MiH NpOTArom 6-
TV MiCALIB Nic/1A 3aTBEPAKEHHS.
183. | TAHTIBEPT PO34MH A5 POTOBOT ToBapucTBO 3 YkpaiHa BMNYCK cepil: YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHK 1040 6e3 UA/16355/01/01
NOPOXHUHU, 1,5 Mr/mn 06MEXEHO ToBapucTBO 3 6e3nekn/edpekTVBHOCTI Ta hapmakoHarnagy. BHeceHHs abo peuyenma
no 120 mn y donakoHi 3i BiAMOBIgaNbHICT 06MexeHoto 3miHa(1) Ao 3060B'A3aHb Ta yMOB BuJadi peecTpauiiHoro
ckna abo nnacTuky; no 1 10 BiANOBIf&/IbHICTIO NocCBiAYEHHS, BKIOYatouy MnaH ynpasiHHA pusmMkamu
h1akoHy B KOMM/IEKTI 3 "®apmaueBTnyH "®apmMaueBTnyHa (3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€) NoA4asIbLIOro
MipHUM CTaKaH4YMKOM y a thipma chipma "BepTekc", 06I'pYHTYBaHHSA HOBUMMW AOAATKOBMM AaHVMU, L0 MalTb
KapTOHHIA KopooLi "BepTekc" YkpaiHa; Bci cTagji HaJaBaTUCsA KOMMETEHTHUM OpraHoM, OCKiflbKu
uukny BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpPraHoMm);
BMPOGHULITBA KpiM BMKOHaHHS 3000B'A3aHb BiANOBIAHO A0 MignyHKTy 1.8.2
BUNYCKY cepii: nyHKTYy 1.8 gogatky 5 Ao Nopsaky npoBefeHHs ekcnepTusn
ToBapucTBO 3 peecTpavuiiiHnX MaTepiasiB Ha Nikapcbki 3acobu, LWo
06MexeHot noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadito), a
BiANOBIf&/IbHICTIO TakoX ekcnepTusn martepianis NPo BHECEHHA 3MiH 40
"®apmMaueBTNYHa peecTpauiiHux maTepiasiiB NPOTAroM Aji peecTpaviiHoro
KOMMNaHis nocBigyeHHs, 3aTBepxeHoro Hakazom MO3 Big 26.08.2005
"3p0pos'a", Ne 426 (y pepaxuii Hakazy MO3 Big, 23.07.2015 Ne 460)
Ykpaina
184. | TAHTIBEPT cnpeii AN poToBOi ToBapucTBO 3 YkpaiHa BMNYCK Cepil: YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasliB: 3MiH/ LLoA0 6e3 UA/16355/02/01
NOPOXHUHU, 1,5 Mr/mn 06MEXEHO ToBapucTBO 3 6e3nekn/edpekTVBHOCTI Ta hapmakoHarnagy. BHeceHHs abo peuenma
no 30 MA y donakoHi, no BiAgNoBigasIbHICT 06MeXeHOo 3MiHa(1) L0 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
1 donakoHy 3i cripeii- 10 BiAMNOBif&/bHICTIO NOCBIAYEHHS, BKoYatouy MnaH ynpas/iHHA pusmMkamu
[,03aTOPOM Y KOPOOLL "®apmaueBTUUH "®apmaueBTUYHA (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€) nogasibLIoro
a chipma thipma "BepTekc", 06'pYHTYBaHHA HOBUMM AOAATKOBMM AaHVMMWU, L0 MaroTb
"BepTtekc"” YKpaiHa,; HaJaBaTnUCsA KOMMETEHTHUM OpraHoM, OCKifIbKu
BCi cTagii umkny BUMaraeTbCs CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHom);
BMPOGHULITBA KPiM BMKOHaHHS 3000B'A3aHb BiANOBIAHO A0 MignyHKTy 1.8.2
BUNYCKY cepii: nyHkTy 1.8 gogatky 5 o Nopsaky npoBefeHHsA ekcrnepTuan
ToBapucTBO 3 peecTpauiiiHux MmaTepiasiiB Ha fikapcbki 3aco6u, Lo
06MeXeHOo nofaloTbCs Ha AepXXaBHY peecTpauito (nepepeecTtpadito), a
BiAMNOBif&/bHICTIO TakoX ekcnepTusn martepianis NPO BHECEHHA 3MiH 40
"®apmaueBTUYHA peecTpauiiiHux maTepiasis NPOTAroM Aji peectpauiliHoro
KOMnNaHis NnocBigYeHHs1, 3aTBepaKeHoro Hakasom MO3 Big, 26.08.2005
"3popos'a’, Ne 426 (y pepaxuii Hakazy MO3 Big, 23.07.2015 Ne 460)
YKpaiHa
185. | TEN3IP™ cycneHsist opasibHa, 50 BiiB Xenckep Benvka nakcoCmiTKnsiiH KaHaga BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/5154/01/01
Mmr/mn no 225 mny IOK Nimite, BpuTaHis IHK. 3MiHK | TUny - 3MiHa napameTpiB cneyudikayiin Ta/abo peuyenmom

donakoHi; no 1 dpnakoHy
3 103YHOUUM LUNPULEM
Ta agantepom Ass
LnpuLa y KapToHHii
Kopobui

[0NyCTUMUX MEX rOTOBOTO NKaPCbKOro 3acoby - 3MiHN y
crneungikauii npy BUNycKy Ta Ha TEPMIH NPUAATHOCTI
rOTOBOrO /liKapCbKOro 3acoby 3a NoKasHUKOM
«MikpobionoriyHa uncrtoTa»
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
186. | TEHOXOMN TabneTku, BKpUTI Makneoac IHgis Makneoac IHgis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Tuny 3a UA/13279/01/01
NNiBKOBOK 060JI0HKOHD, dapmacboTuKan dapmacbloTukanc - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
no 300 mr, no 30 ¢ Nimitepq, Niviten afipecyt MicLA NPOBaKEHHS Aif/IbHOCTI
TabneTok y ¢psiakoHi; no BVPOGHMKa/imnopTepa roToBoro /ikapcbKoro 3acoby,
1 donakoHy B KapTOHHii BK/IHOYa0UM AiNbHULi BUMNYCKY cepii abo Micue npoBefeHHs
ynakoBLi KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
BMPOGHMK/IMNOPTEP, BK/IOYAOUM BUMYCK CEpiid) -
nprvBeAeHHs HanncaHHA afpecu BUPOGHKKa roToBOro
NikapcbKoro 3acoby A0 BUCHOBKY, LLOAO NIATBEPIKEHHS
BiANOBIAHOCTI YMOB BMPOGHMLITBA NiKAPCbKNX 3ac06iB
BMMOraM Has1IeXHoi BUPOOGHMYOT NpakTUkK, 6e3 3MiHM Micus
BMPOGHULITBA
187. | TEHOXOMN-E TabneTku, BKpUTI Makneoac IHgis Makneoac IHgis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | TUny 3a UA/13280/01/01
NNiBKOBOK 060/I0HKOHO, dapmacboTukan dapmacbloTukanc - AgMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
300 mr/200 wr, no 30 ¢ Nimitepq, Nimiten afipecy MicLA NPOBaKEHHS AiS/IbHOCTI
TabneTok y ¢hsiakoHi; no BVPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
1 donakoHy B KapTOHHii BK/IIOYaA0UM AiNbHUL BUMYCKY cepii a6o Micue npoBefeHHs
ynakoBLi KOHTPOJI0 SIKOCTI. (AiSbHICTb, 3a 5Ky BiANOBiAaE
BMPOGHMK/IMNOpTEpP, BK/OYaUM BUMYCK Cepiid) -
npvBeAeHHs HanncaHHA aApecu BUPO6HKKa roToBOro
NiKapcbKoro 3acoby A0 BUCHOBKY, LLOAO NiATBEPIKEHHS
BiANOBIAHOCTI yMOB BMPOGHMLITBA NiKAPCbKUX 3ac06iB
BMMOraM Has1IeXHOoi BUPOOGHMYOT NpakTUKK, 6e3 3MiHW Micus
BMPOGHMLITBA
188. | TETPAKCUM/ CYCNeH3is ANs iH'ekuiit CaHodpi MNactep ®paHuin CaHodi Mactep C. ®paHuia/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/13069/01/01
TETRAXIM (1 po3a)no 1 C.A. A., ®paHuis; 3AT YropwumHa 3MiHM | TUNy - 3MiHa y napameTpax cneuudikauii Ta/abo peuenmom
BAKUMHA ANA | nonepefHLo "CaHodpi-ABeHTiC", [ONYCTUMUX MEX, BUSHaYeHWX y creumdikanisx Ha Adl,
MPO®PINAKTUK | 3anoBHeHOMY LUNpuULy YropwmHa abo BUXigHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
N QUDTEPII, no 0,5 mn (1 posa) 3 BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTea AdI -
NPABLA, NPUKPINIEHOID TO/IKOHO BW/TyYEHHS BUNPOOYBaHHS Ha PO3UMHHICTb 3i cneumdikadii
KALLU/TIOKY (abo 2-ma okpemMummn BUXigHOT peyoBrHM Ammonium sulfate, Sodium hydroxyde
(ALEENONAPH rofikamu), Lo MiCTUTb solution 30 %, Beta-alanine, L-glutamine, Beef heart
nin CyCNeHsito 415 iH'eKLil, infusion, Thioglycolate-Resazurin Broth (powder), Sodium
KOMIMOHEHT) B KapPTOHHI kopobui glutamate monohydrate, Gluthatione. TepmiH BBeeHHS
TA 3MiH - 01.10.2019; 3MiHu | TUNY - 3MiHK, NOB'A3aHI 3
noniomMienity HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0 MOHOrpadil
AACOPBEOBAH [dY abo €sponeiicbkoi hapmakonei, abo iHLWoi
A, HauioHasbHOT hapmakonel gepxasun €C - 3MiHW y
IHAKTUBOBAH cneuudikauii Ethanol, anhydrous, gns npusegeHHs y
A, PIOKA BiANOBIAHICTL A0 MOHOrpadii 1318 €Bponeiicbkol

dapmakonei; 3MiHu | TUny - 3miHa napameTpiB cneumdikaviii
Ta/abo [OMYyCTUMUX MeX AN [OMOMDKHOI PEYOBUHM -
BU/TYYEHHS BUNPOOYBaAHHSA 3 BU3HAYEHHS BMICTY BaXKKUX
MeTasliB 3 BHYTPILWHbLOI cneuudikaLii 4oNoMiKHOT peyoBUHU
Medium 199 Hanks without Phenol red.; 3miHu | TUny - 3miHa
y napamMeTpax cneuudikauii Ta/abo gonycTummx Mex,
BM3HAUYeHuUx y cneyudikauisx Ha A®l, abo
BVXiHWI/NPOMIDKHUIA NpoAyKT/pearexT, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
BUKOPWCTOBYIOTLCSA Y Npoueci BUpobHuuTea Ad! -
BU/TYYEHHS BUNPOOYBaAHHS 3 BU3HAYEHHS BMICTY BaXKKUX
MeTas1iB 3 BHYTPILLIHLOI cneuudikaLlii BUXifAHOI pe4yoBUHM
Ammonium sulfate, Sodium hydroxyde solution 30 %, Beta-
alanine, L-glutamine, Maltose, Manganese Chloride 4H20,
L-Cysteine (Hydrochloride Anhydrous), 2,6-Dicarboxylic
Pyridic Acid, Medium 199 Earle, Medium Hepes, Medium
MEM Earle Salt, Iscove medium (without hepes), Medium M
199 Hanks without phenol red, Medium M 199 Hanks
(Special), Sodium glutamate monohydrate, Gluthatione,
Antifoam tetanus
189. | TUrAUUN NMOPOLLOK A1 PO3UUNHY Mdpaiizep Eiu. CLWA BVMPOGHMLTBO ITanis BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiaslis: 3MiHY LL0A0 3a UA/12347/01/01
Ans iHdoysi no 50 mr 10 Ci. Mi. npoaykuii in bulk, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BHeceHHst abo | peyenmom
oNakoHIiB 3 MOPOLLKOM Y KopnopeiiH nepBuHHE 3MmiHa(1) 40 3060B'A3aHb Ta YMOB Buaudi peecTpauiiHoro
nauuj 3 KapToHy nakyBaHHs, noceigyYeHHs, BkNtoYarouy Mnax ynpasniHHSA pyu3nkamm
KOHTPO/b AKOCTI: (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€) NoAasIbLIOro
MNateoH Itanis 06r'pyHTYBaHHSI HOBUMW A0AATKOBMM JaHUMMU, LLO MAKOThb
C.n.A,, Itanis; HafaBaTnCs KOMMETEHTHUM OpraHOM, OCKIfIbKM
BUPOOHNLITBO BUMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHom);
npoaykuii in bulk, BukoHaHHA 3060B'A3aHb BIAMNOBIAHO A0 NiANYHKTY 2.3
NepBUHHE Ta nyHKTY 2 gofaatky 15 fo Nopsaky NpoBefeHHsA ekcrnepTusn
BTOpWHHE peecTpauiiHux MaTepiasiiB Ha fikapcbki 3aco6u, Lo
nakyBaHHs1, noJatTbCA Ha AepxaBHy peecTpauiio (nepepeecTpadiio), a
KOHTPO/Ib SKOCTI TakoX eKcnepTusn matepianis Npo BHECEHHS 3MiH [0
Ta BUMyCK cepii: peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
Baet Jlepepne nocBifYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
C.p.N1, Itanis; Ne 426 (y pepakuii Hakazy MO3 Big, 23.07.2015 Ne 460)
LocnipkeHHs
CTepUbHOCTI:
HOpodiHc -
Baiiona6b C.p.n.,
ITanis
190. | TUPOrEH® 0,9 | nopoLok Ans [bxenzaiim HigepnaHnaun BTOPVHHA Benuka BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3amiHa abo 3a UA/9743/01/01
Mr NPUroTyBaHHA PO3UYNHY tOpon B.B. ynakoBka, [03Bin BputaHisa/ BBEJEHHS 404AaTKOBOI Ai/IbHULi BUPOOHULTBA A5 YACTUHN peyenmom
(0,9 mr/mn) ons iv ey Ha BUMYCK cepil: Ipnangis/ a60 BCbOro BUPOGHMYOro NpoL,ecy rotToBOro AikapcbKoro
no 1,1 mr y dpiakoHax [xeH3aim CLWA 3aco6y ([inbHMLA AN NEePBUHHOTO NaKyBaHHS) - BBEAEHHS
Ne 2 NimiTen, Benvka [04aTKOBOI BUPOGHMYOI AinbHUL — [xeH3alim IpnaHg
BputaHis; Nimitea, IpnaHgis (nepeBrHHa ynakoBka). BBefeHHs 3miH
BVPOGHMLTBO NpoTArom 6-Tn MicALIB Nicna 3aTBepMAXeHHs. 3aMiHa abo
KiHLLeBOro BBEJEeHHSA 104aTKOBOI AifIbHUL BUPOGHULITBA A/151 YACTUHU
NPOAYKTY a60 BCbOro BUPOGHMYOro NpoL,ecy rotToBOro Mikapcbkoro
(fill/finish), 3acoby (finbHNLA AN BTOPUHHOTO NakyBaHHS) - BBEAEHHS

KOHTPO/b cepii,
nepBuHHA Ta
BTOPUHHA
ynakoBka, A403BiN
Ha BMNYCK cepii:

[04aTKOBOI BUPOGHMYOT AinbHUL — [xeH3alim IpnaHg
Nimiten, IpnaHgis (BTopuHHa ynakoska). BeefeHHS 3MiH
NPOTAroM 6-TW MiCALB NicNA 3aTBEPIKEHHS. 3MiHU, WO
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO SKOCTi TOTOBOrO

nikapcbkoro 3acoby (3amiHa abo AofgaBaHHA AifbHULI, Ha
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
[xeHsaiim IpnaHg AKili 34iiICHIOETLCS KOHTPOb/BUNPOGYBaHHS cepii) -
Nimiten, IpnaHgis; [ofaBaHHA BUPOOHUYOI AinbHuLI Mikpoyem Jlabopatopic
nepBuHHA (Ipnang) Nimiteq T/A KOpodhiH3 NlaHkacTep Jlabopatopic,
ynakoBka: IpnaHgis, B AKOCTi 4OAATKOBOrO LIEHTPY 3 KOHTPOJO SKOCTI
Xocnipa IHk., ONS fOCNIMKEHHS HA CTepUNbHICTb. BBeAEHHSA 3MiH
CLA; NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAXKEHHS. 3MiHW, WO
BUPOOHNLTBO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJIIO SAKOCTi TOTOBOrO
Hepo3dacoBaHoT nikapcbKoro 3acoby (3amiHa abo foaaBaHHA BUPOGHKKa,
NPOAYKLT: BiANOBiAabHOrO 3a BUMNYCK Cepii) - BKOYaoum
[xeH3ainm KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS [0AaTKOBOT
KopnopefiwH, BMPOGHMYOI AinbHULi — [keH3aim lpnang Nimites, Ipnaqgis
CLWA (koHTpOSb cepii, f,03BIN Ha BUNYCK cepil). BBeaeHHs 3MiH
NpoTArom 6-Tn MicALIB Micnsa 3aTBepMAXeHHS. 3aMiHa abo
BBEJEHHSA [10AaTKOBOI AifIbHUL BUPOGHULITBA A/15 YACTUHU
a60 BCbOro BUPOBGHMYOro NpoLecy rotToBOro Mikapcbkoro
3aco0y (ginbHULSA, Ha SKii NPOBOAATLCSA By Ab-5Ki BUPOOHMUI
cTagji, 3a BUHATKOM BUMNYCKY Cepiii, NPOBELEHHS KOHTPO/IIO
AKOCTI Ta BTOPMHHOIO MakyBaHHS, 419 NikapCbKux 3aco6iB
6i010ri4YHOro/iMyHO/ONYHOTO MOXOZPKEHHS) - BBEAEHHS
[04aTKOBOI BUPOGHMYOI AinbHUL — [xeH3alim IpnaHg,
Nimitea, lpnaHgis (BUPO6HULITBO KiHLLEBOTO NPOAYKTY
(fill/finish)). BBeaeHHS 3MiH NPOTArom 6-T1 MicALiB nmicns
3aTBEPKEHHS.
191. | TOMOIFEKCO/1 | po3suuH Ans iH'ekuiin, 350 MAT "dapmaxk” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx maTepiasiis: 3a UA/7853/01/03
® mr iogy/mn no 20 mn B 3MiHM | TUMny - 3MiHa y MeToAax BUNpPoGyBaHHS roTOBOro peyenmom
amnyni; no 5 amnyn y NiKapcbKoro 3acoby (419 NnpuBefeHHS Y BiANOBIAHICTb 3
nauuj 3 KapToHy; no 20 [dY abo €sponeiicbkolo hapmMakoneeo Ta BUMTyYeHHS
mn abo 50 mn a6o 100 NOCUaHHA Ha 3acTapisiuiAi BHYTPILLHIA MeTop,
M1y hnakoHi; no 1 BMNPOGYBaHHS i 1ioro Homep)
dnakoHy y navui 3
KapTOHY
192. | TOPrABA/NIH Kancynu Teepgi no 150 ToppeHT IHAis ToppeHT IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu 3 3a UA/15969/01/02
150 Mr, MO0 4 Kancynuy dapmacbloTikanc dapmacbloTikasc AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema peyenmom
6nictepi; no 3 6nictepn nTo nTg, KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa po3mipy
Y KapTOHHIi1 ynakoBLi; yNakoBKW FOTOBOr0 NiKapCbKoro 3acoby (3MiHa Ki/lbKOCTi
no 10 kancyn y 6nictepi; oAvHWLUb (Hanpuknag TabneTok, aMmmyn TOLLO) B YNakoBsL,:) -
no 3 6nictepu y 3MiHa nosa fiana3oHoM 3aTBepKeHVX PO3MIpIB YNakoBKu; -
KapTOHHI ynakoBL,i 3MiHa no3a fgjiana3oHoM 3aTBEPAXEHNX PO3MIPIB YNaKoBKU.
BBefeHHs foAaTKOBOI ynakoBku nikapcbkoro 3acoby Ne30
(10x3) y bnictepax 6e3 3MiHVM MaTepiany NePBUHHOI
ynakoBKW. 3aTBepKeHO: Mo 4 kancynum y 6nictepi; no 3
6/1icTepy y KapTOHHIN ynakoBLi.
3anponoHoBaHo: no 4 kancynu y 6nictepi; no 3 6nictepu 'y
KapTOHHIA ynakoBLi no 10 kancyn y 6nictepi; no 3 6nictepu
Y KAPTOHHII ynakoBLi
193. | TPUAYKTAH TabneTku, BKPUTI TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5030/02/01
NNiBKOBOK 060/I0HKOHO, Crapt" Crapt"” 3MiHK | TRy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom

no 20 mr no 10

thapmakoHarnagy. BeegeHHs a6o 3MiHM 0 y3arasibHeHUX




113

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
Tabnetok y 6nictepi; no [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
3 abo 6 6nicTepiB y y3ara/lbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy, amiHa
nauuj 3 kKapToHy; no 30 YNOBHOBaXXEHOI 0C06U, BiANOBIAAILHOI 3a 3iICHEHHS
Tabnetok y 6nictepi; no chapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
1, 2 abo 3 6nictepu 'y 3asBHUKa 15 34iiCHEHHA hapmakoHarnsgy B YkpaiHi,
nauui 3 KapToHy SKLLO BOHA BigMiHHA Bif yNOBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/KOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBiganbHOI 3a
chapmakoHarnsg: nponoHosaHa pegakuia — CenesHbosa
0O.10. 3miHa KOHTaKTHMX AaH1X YNOBHOBAXEHOI 0Co6U

194. | TPYKCAN TabneTku, BKpUTI NyHp6ek [aHis BVPOGHMLTBO [Janis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | TUny 3a UA/2208/01/01
NNiBKOBOK 060/I0HKOHO, Ekcnopt A/C Hepo3dhacoBaHOro - AgMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
no 25 mr Ne 100 y NPOAYKTY, afipecy MicLA NPOBaKEHHS AiS/IbHOCTI
KOHTeliHepi nepBuHHE Ta BVPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,

BTOPVHHE BK/IIOYaA0UM AiNbHUL BUMYCKY cepii a6o Micue npoBefeHHs
nakyBaHHs1, BUMYCK KOHTPOJI0 SIKOCTI. (AiSbHICTb, 3a 5Ky BiANOBiAaE
cepiii: BMPOBGHUK/iIMNOPTEP, HE BKIHOYAKUM BUNYCK CEpiit) - 3MiHa
X. NyHabek A/C, Ha3BW Ta agpecu AinbHULI, Ska Bignosigae 3a
[NaHis; MiKpOG6IONOriYHNIA KOHTPOb (B 3aTBEPMAKEHOMY PO34ini
BUNPOOYBaHHA 3a 3.2.P.3.1. BUpO6HMKM 3a3HAYEHO AiNTbHULIO 3 HACTYMHOK
NOKa3HUKOM Ha3Bolo Ta agpecoto: Eurofins Pharma A/S Oernebjergvej 1
"MikpoGionoriyHa DK-2600 Glostrup Denmark). BuHeceHHsi BUpo6HMKa, Lo
yucrora': BifiNOBigaE 3a BUNPOGYBaHHA 3a MOKA3HUKOM
EypodiHc «Mikpob6ionoriyHa unctota» B MKA N13 (gaHuii BUPOGHUK
Biodhapma 6yB NMPUCYTHI B MaTepiasiax peecTpaliiiHoro Aochbe).
MpopakT TecTiHr 3a3HayeHHs BUPOOHUYNX QOYHKLi AN 3aTBEPIAXEHNX
[eHmapk A/C, BUPOOHUKIB. 3MiHW | TUNY - AAMIHICTPaTUBHI 3MiHN.
[Janis BunyyeHHs BUPOGHWYOT AinbHUL (BKNHOYAOUN AinbHNLI ANS
A®I, Npomi>XHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco6y, AiNbHULI ANs NPOBeAEeHHS NakyBaHHS, BUPOOHUKa,
BIANOBIAa/IbHOrO 3a BMMNYCK CePiil, MiCLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctavanbHWKa BUXIQHOMO MaTepiaty,
peareHTy abo AOMOMiXHOI PEUOBMHY (SKLLO 3a3HaYeHo y
[0CbE) - BUNYyYEHHS BUPOGHMYOI AinbHULj Statens Serum
Institut, Denmark.

195. | TPYKCAN TabneTtku, BKPUTI NyHp6ek [aHia BUPOGHMLTBO [JaHis BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUNY 3a UA/2208/01/02
NAIBKOBOK 060I0HKOLO, Ekcnopt A/C Hepo3cacoBaHOro - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
no 50 mr Ne 50 y NPOAYKTY, agpecy Micus NpoBaKEHHS Aif/IbHOCTI
KOHTElHepi nepBrHHE Ta BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,

BTOPVHHE BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
nakyBaHHs, BUMYCK KOHTPOJII0 SIKOCTI. (AiANIbHICTb, 3a AKy BiAnoBigae
cepiii: BMPOGHUK/IMNOPTEP, HE BK/THOYAKUM BUNYCK CEPIit) - 3MiHa
X. NlyHp6ek A/C, Ha3BW Ta agpecu AinbHULj, Ska Bignosigae 3a
[aHis; MiKpOG6i0noriYHUA KOHTPOb (B 3aTBEPAXXEHOMY pO34ini
BMNPOBYBaHHA 3a 3.2.P.3.1. BUPO6HWKM 3a3HAYEHO Ai/TbHULIO 3 HACTYNMHO
NOKa3HUKOM Ha3Bolo Ta agpecoto: Eurofins Pharma A/S Oernebjergvej 1
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
"Mikpo6ionoriyHa DK-2600 Glostrup Denmark). BuHeceHHs BUpOGHWKa, Lo
yucrora'’: BiNOBigaE 3a BUNPOGYBaHHA 3a MOKa3HUKOM
EypodpiHc «MikpobionoriyHa unctoTa» B MKA N3 (aaHuii BUpOGHUK
Biodhapma 6yB NMPUCYTHI B MaTepiasiax peecTpaliiiHoro AOChE).
MpopakT TecTiHr 3a3HayeHHs BUPOOHUUNX QOYHKLi AN 3aTBEPAXEHNX
[NeHmapk A/C, BMPOGHUKIB. 3MiHN | TUNY - AGMIHICTPATUBHI 3MiHW.
[OaHis BunyyeHHs BUPOGHWYOT AinbHNL (BKIHOYAKUN AibHNL 415
A®I, npomi>XXHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco6y, finbHNULi AN NPOBELEHHS NaKyBaHHSA, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLie NPOBeAEHHS
KOHTPO/O cepii) abo nocTavanibHUKa BUXIQHOMO MaTepiany,
peareHTy ab0 AOMNOMIDKHOI PEYOBUHYU (SKLLO 3a3HAYEHO Y
[OCbE) - BUTy4YeHHS BUPOGHMYOT AibHuLi Statens Serum
Institut, Denmark.
196. | YPOMITEKCAH | po3suuH ans iH'ekuiin, 100 BakcTep HimeuunHa Bakctep HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3a UA/1405/01/01
® 400 MIr mr/mn no 4 mn (400 mr) OHKonoaXi OHkonomxi TM6X 3MiHuM Il TMRy - 3MiHK 80 IHCTPYKLIT 4Ns MeguyHoro peyenmom
B amnyni; no 5 amnyny 6X 3acToCyBaHHA A0 po3Ainis "®apmakosoriyHi BNacTuBocTi”,
KOHTYPHIli YapyHKOBIi "MpoTunnoka3saHHa","B3aemogis 3 iHWMMU fikapcbkumMm
YMaKoBLi; N0 3 KOHTYpHI 3acobamu Ta iHLWi BUAW B3aemogiin”, "OcobnmBocTi
YapyHKOBI YNakoBKN Y 3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog BariTHoCTi abo
KapTOHHI Kopoo6Li roflyBaHHs rpyaar"”, "34atHicTb BNMBATU Ha LUBUAKICTb
peakuii Mpy KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLWMMY
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta 4o3mn",
"Mepeno3yBaHHA", "T06IUHI peakuii”.
BBegieHHA 3MiH NpoTArom 3-x micAuiB nicns
3aTBepPAKEHHSA
197. | ®ABPA3NM® NMOPOLLOK AN [hxensaiim HigepnaHgu BTOPVHHA Benuka BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasnis: 3MiHu | Tuny 3a UA/10306/01/01
NpUroTyBaHHA tOpon B.B. yrnakoBka, [03Bin BputaHisa/ - FoToBwMIA Nnikapcbkuii 3aci6. BupobHuuTteo. 3MiHu, L0 peyenmom
KoHueHTpaTty (5 mr/mn) Ha BUMYCK cepii: Cnony4eHi CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOro
0151 pO34MHY NS [hxeH3aiim LWratn nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA BUPOOHMKA,
iHcpysii, no 5 Mr a6o no NimiTen, Benvika Amepuku/ BiANOBIA&/IbLHOIO 3a BUMYCK Cepii) - BKNOYatoun
35 Mr y donakoHax Ne 1 BpuTaHis; IpnaHgis KOHTPONb/BUNPOGYBaHHSA cepil - BBEAEHHSA 40AATKOBOI
y Kopo6Li BMPOGHMLTBO, AinbHuUi Mxensaiim Ipnang Nimiteg, Ipnangis 1A
nepBuHHA IHpacTpian MNapk, Ong KinveageH Poya, Batepdopa,
ynakoBKa: IpnaHais(Bmpo6HMLTBO KiHLeBoro npoaykTy (fill/finish),
Xocnipa IHkK., KOHTPO/Ib Cepii, NepBMHHA Ta BTOPMHHA YyNakoBka, A03Bif1 HA
Cnonyueni Wratn BUNYycK cepii (419 dpnakoHy no 35 mr)). BBefeHHA 3MiH
AmMepuku; NpoTArom 3-X MicALiB Nic/s 3aTBEPMKEHHS. 3MiHW | Tuny -
BVMPOGHMLTBO oTOBMIA Nikapcbkuii 3aci6. BupobHnuTBO. 3amiHa abo
KiHLLeBOro BBEJEeHHA [0AaTKOBOI AifIbHUL BUPOGHULITBA A1 YaCTUHU
NpoAyKTY a60 BCbOro BMPOGHUYOro NpoLLecy roToBOro JlikapCbKoro
(fill/finish), 3aco6y (AinbHWLUA 415 BTOPUHHOTO NaKyBaHHS) - BBEAEHHS

KOHTPO/b cepii,
nepBuHHA Ta
BTOPWMHHA
ynakoBka, A403BiN
Ha BUMycK cepii
(ansa dnakoHy no

[04aTKoBOT AinbHUUI [keH3alim Ipnang Jlimites, IpnaHais
10A InpgacTtpian Mapk, Ong KinmeazeH Poya, Batepdopa,
Ipnangis(BupobHnLTBO KiHueBoro npoaykTy (fill/finish),
KOHTPO/Ib Cepii, NepBMHHA Ta BTOPUHHA YNakoBka, A03Bif Ha
BUNycK cepii (4na onakoHy no 35 mr)). BBefeHHsA 3MiH
npoTArom 3-x MicAUiB Mic/sA 3aTBEPKEHHSA. 3MiHu | Tuny -
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198.

DACTUH

Ma3b no 25 ry Ty6i, no 1
Ty6i y nayui 3 kKapToHy

MAT
"Ny6Hnchapm”

YkpaiHa

MAT
"Nly6Hndpapm”

Nimiten, Ipnaxgis

YkpaiHa

oTOBMIA Nikapcbkuii 3aci6. BupobHmuTBO. 3amiHa abo
BBEJEHHSA [10AaTKOBOI AifIbHUL BUPOGHULITBA A5 YaCTUHU
a60 BCbOro BUPOBGHMYOro npoL,ecy rotToBOro Aikapcbkoro
3aco6y (AiNbHYLA AN NEePBUHHOTO NakyBaHHS) - BBEAEHHS
[04aTKoBOT AinbHUUI [DkeH3aim Ipnang Nimites, IpnaHais
10A IngacTtpian Mapk, Ong KinmeageH Poya, Batepdopa,
IpnaHgis(BupobHNLTBO KiHLeBoro npoaykTy (fill/finish),
KOHTPO/Ib cepii, NepBMHHA Ta BTOPUHHA YNakoBka, A03Bif Ha
BUNYCK cepii (Ana dnakoHy no 35 mr)). BeegeHHs 3miH
npoTArom 3-x MiCAUIB MiC/1A 3aTBEpMKEHHS. 3MiHu Il Tvny -
[oTOBMIA Nikapcbkuii 3aci6. BupobHMLUTBO. 3aMiHa abo
BBE/lEHHS A0AAaTKOBOT AifIbHULI BUPOBHULTBA [/19 YacTUHU

ab0 BCbOro BUPOGHNYOTO MPoLiecy roToBOro J1iKapCbKoro
3aco0y (ginbHULSA, Ha SKili NPOBOAATLCA BYAb-5Ki BUPOOHMUI
cTagji, 3a BUHSATKOM BUMNYCKY CEPiiA, NPOBELEHHS KOHTPO/IO
AKOCTI Ta BTOPVMHHOIO MakKyBaHHS, 419 NikapCbkyx 3acobiB
6i0N10riYHOro/iMyHO/IOMNYHOTO MOXOKEHHS) - BBEAEHHS
[0AaTKOBOT AinbHUL [keH3aiim IpnaHg, MlimiTes, Ipnanais
I0A IHpacTpian Mapk, Ong KinmeageH Poya, Batepdhopa,

IpnaHais(Bupo6HULTBO KiHUeBoro npoaykTy (fill/finish),
KOHTPO/Tb cepii, NepBMHHA Ta BTOPMHHA YNakoBKa, A03Bif Ha
BUMYyCK cepii (ana dpnakoHy no 35 mr)). 518 HOBOI AiNbHUL
B pamKax 3asiBfieHnX 3MiH, Bi4noBigHO A0 3MiH,
3aTBepaxeHnx B EMA, 3a3HavaeTbes 36ibLUEHHS

MakcrMaibHOro po3mipy cepii (3aTBepakeHo: 21 560
dhnakoHiB no 35 mr; 3anponoHosaHo: 30 186 hnakoHiB no
35 mMr (Ana HOBOI AinbHUL)). BBEAEHHA 3MiH NPOTArOM 3-X
MicsILiB Micnsi 3aTBEPAKEHHS.

199.

®ENOAUN

Tabnetku 3
MoandikoBaHUM

TeBa
dapmaLeBTikan

13painb

BVPOGHMLTBO

HimeuunHa/

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHW Il Tuny - 3miHK Woao 6e3nekn/etekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb
Ta YMOB Bujadi peectpauiiiHoro noceif4eHHs, BK/THOHa0UM
MnaH ynpasniHHA pu3vkamn (3acTocyBaHHs 3MiH(1), Aki(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBMMU
[08aTKOBUM Ai@aHNMK, L0 MatloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKn BUMaraeTbCs CyTTEBa
OLjiHKa KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiANOBIAHO A0 NigNYyHKTY 1.13 NyHKTY 1, NignyHKTy 2.3
nyHKTY 2 gofaatky 15 fo MNopsaaky NpoBefeHHsA ekcrnepTusn
peecTpauiiHux MaTepiasiiB Ha fikapcbki 3aco6u, Lo
noAalTbCs Ha fiepXXaBHy peecTpauito (nepepeecTpadito), a
TakoX eKcnepTusn matepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB MPOTAroM Aji peecTpaviiiHoro
nocBifYeHHs, 3aTBepaKeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

be3 peyernma

UA/4614/01/01

BUBI/TIbHEHHAM MO 2,5

IHgacTpis /lT4.

Hepo3dracoBaHoT

npoayKuii:

Yecbka

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | TUNYy

Pecny6nika

- AOMIHICTpaTUBHI 3MiHW. BuiydeHHs BUPOBHUYOT AiNbHULL

peyenmom

3a

(Bkrovaroum ginbHULi Ans A®|, NpoMixXHOro NpoAykTy abo

UA/4378/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
mr, no 10 Tabnetok y Knoke ®apma- rOTOBOrO JliKapCbKoro 3acoby, AiNbHWL 415 NPOBEAEHHS
6nicTtepi, no 3 a6o no 10 Cepgic 'M6X, nakyBaHHs, BUpOGHYKa, Bi4NOBiAaNbHOro 3a BUMYCK Cepil,
6nictepis y kopobu HimeyuunHa; MicLie NpoBeAEHHS KOHTPO/IIO cepi) abo nocTadvasibHuKa
nepBuHHa Ta BMXIiAHOrO MaTepiasly, peareHTy abo AONOMiIXXHOI Pe4OBUHN
BTOPVHHA (AKLLO 3a3HAYEHO Y 0CbE) BUTYYEHHS BUPOOHUYOT AiNbHULL
ynakoBka, AN NPoBeAEHHS NEPBMHHOIO Ta BTOPUHHOIO NakKyBaHHS
KOHTpO/b cepii: 'N3 BupobHuka Tesa Yex IHAacTpi3 c.p.o., Yecbka
Mepkne 'm6X, Pecny6nika: BBefieHHs 3MiH NPOTArom 6-Tv MicsLiB nicns
HimeyuunHa; 3aTBEPMAKEHHS. 3MiHK | TUNY - 3MiHW 3 SIKOCTI. FOTOBWIA
[03BiN Ha BUMYCK nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
cepit: iMnopTepa/3miHu, L0 CTOCYITLCS BUNYCKY cepii Ta
Mepkne 'm6X, KOHTPO/I0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa abo
HimeuumnHa; [ofaBaHHsA BUPOOHKKa, WO BiAMOBifae 3a BBE3EHHS Ta/abo
KOHTpO/b cepii Ta BUNYyCK cepii) - He BKOYaum KOHTPOb/BUNPOGYBaHHSA
[03BiN Ha BUMYCK cepii - BBEAEHHSA BUPOBGHWNYOI AiNbHUL, BIANOBIAA/IbHOI 3a
cepii: Bunyck cepii 113 - Mepkne M'vbX /lioasir —~Mepkne-
TeBa Yex LTpacce 3, 89143 bnay6oiipeH, HimeuunHa. BBegeHHs
IHAacTpis c.p.o., 3MiH NPOTArom 6-Tu MicALiB nicns 3aTBepAkKeHHs. 3MiHu |
Yecbka MRy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Yy
Pecny6nika BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCA
BMNYCKY Cepii Ta KOHTPO/IKO SAKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo AoAaBaHHA AifbHULI, Ha SKilA
3MiICHIETLCA KOHTPOJIb/BUNPOBYBaHHS cepii) -BBEAEHHS
BMPOGHMYOI AiNbHNL, BIANOBIAA/ILHOI 38 KOHTPOb cepil
'N3- Mepkne Mv6X Byn. Mpad-Apko 3, 89079 YribM,
HimeyunHa, BBefeHHs 3MiH npoTarom 6-tu micsuiB nicns
3aTBEPKEHHS.

200. | ®ENOAQMN Tabnetku 3 TeBa I3painb BVPOGHMLTBO HimeuumHa/ | BHECeHHs 3MiH [0 peecTpauiliHix maTtepianis: 3miHun | Tny 3a UA/4378/01/02
MoAaudiKkoBaHUM dapmaLeBTikan Hepo3dacoBaHoT Yecbka - AAMIHICTpaTUBHI 3MiHW. BUydeHHs BUPOBHUYOT AiNbHULL peuenmom
BVMBI/IbHEHHSAM MO 5 Mr, IHgacTpi3 14, npoayKui: Pecny6nika (Bktovaroum ginbHUi gns A®l, NpoMiXKHOTO NPOAYKTY abo
no 10 TabneTok y Knoke ®apma- roTOBOrO JlikapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
6nictepi, no 3 a6o no 10 Cepsic 'mM6X, nakyBaHHs, BUpOGHYKa, Bi4NOBifAaNbHOro 3a BUMYCK Cepil,
6nicTepiB y Kopobu,i HimeuumnHa; MicLie NpoBeAEHHA KOHTPOI0 cepil) abo nocTavyaibHUKa

nepBuHHA Ta BMXIiHOTO MaTepiasly, peareHTy abo AOMOMiIXHOI Pe4OBUHN
BTOPVHHA (KO 3a3HAYEHO Y 0CbE) BUTYYEHHS BUPOOHUYOT AiNbHULL
ynakoBka, AN NPOBeAEHHS NEPBMHHOIO Ta BTOPUHHOIO NakKyBaHHS
KOHTpO/b cepii: 'N3 Bupo6Huka Tea Yex IHAacTpi3 c.p.o., Yecbka
Mepkne 'm6X, Pecny6nika: BBefieHHS 3MiH NPOTArom 6-Tv MicALiB nicns
HimeyuunHa; 3aTBEpAKEHHS. 3MiHKM | TNy - 3MiHKM 3 AKOCTI. FOTOBUIA
[03BiN Ha BUMYCK nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
cepit: iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
Mepkne M'm6X, KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa abo
HimeuuunHa; [ofaBaHHsA BUPOOHKKa, WO BiAMoBifae 3a BBe3eHHS Ta/abo

KOHTpO/b cepii Ta
[03BiN Ha BUMYCK
cepii:

TeBa Yex
IHgacTpis c.p.o.,

BUNYyCK cepii) - He BkOYaoum KOHTPO/b/BUNPOBYBaHHSA
cepii - BBEAEHHSA BUPOBGHWYOI AiNbHUL, BIANOBIAA/IbHOI 3a
Bunyck cepii [N13 - Mepkne M'vbX /lioasir —-Mepkne-
LTpacce 3, 89143 bnay6oiipeH, HimeuunHa. BBegeHHs
3MiH NpOTArom 6-Tn MicauiB nicns 3aTBepAkeHHs. 3MiHu |
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
Yecbka MRy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Yy
Pecny6nika BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCA
BMNYCKY Cepii Ta KOHTPO/IKO SAKOCTi FOTOBOTO NiKapCbKoro
3aco6y (3amiHa abo AoAaBaHHA AifbHULI, Ha KR
3MiICHIETLCA KOHTPOJIb/BUNPOBYBaHHS cepii) -BBEAEHHS
BMPOGHMYOI AiNbHNL, BIANOBIAA/ILHOI 38 KOHTPOb cepil
'N3- Mepkne Mv6X Byn. Mpad-Apko 3, 89079 YribM,
HimeyunHa, BBefeHHs 3MiH npoTarom 6-tu micsuiB nicns
3aTBEPKEHHS.
201. | ®ENOAQMN Tabnetku 3 TeBa I3painb BVPOGHMLTBO HimeuumHa/ | BHECeHHs 3MiH [0 peecTpauiliHix maTtepianis: 3miHun | Tny 3a UA/4378/01/03
MoandiKkoBaHUM dapmaLeBTikan Hepo3dacoBaHoT Yecbka - AAMIHICTpaTUBHI 3MiHW. BUydeHHs BUPOBHUYOT AiNbHULL peuenmom
BMBIiNIbHEHHSAM no 10 wmr, IHgacTpi3 14, npoayKui: Pecny6nika (Bkntovaroum ginbHUi gns A®l, NpoMiXKHOTO NPOAYKTY abo
no 10 TabneTok y Knoke ®apma- roTOBOrO JlikapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
6nictepi, no 3 a6o no 10 Cepsic 'mM6X, nakyBaHHs, BUpOOHYKa, Bi4NOBifAaNbHOro 3a BUMYCK Cepil,
6nicTepiB y Kopobu,i HimeuumnHa; MicLie NpoBeAEHHA KOHTPOI0 cepil) abo nocTavyaibHUKa
nepBuHHA Ta BWXiHOTO MaTepiasly, peareHTy abo AOMOMiIXHOI Pe4OBUHN
BTOPVHHA (AKLLO 3a3HAYEHO Y 0CbE) BUTYYEHHS BUPOOHUYOT AiNbHULL
ynakoBka, AN NPOBeAEHHS NEPBMHHOIO Ta BTOPUHHOIO NakKyBaHHS
KOHTpO/b cepii: 'N3 BupobHuka Tea Yex IHAacTpi3 c.p.o., Yecbka
Mepkne 'm6X, Pecny6nika: BBefieHHs 3MiH NPOTArom 6-Tv MicALiB nicns
HimeyuunHa; 3aTBEpMKEHHS. 3MiHKM | TNy - 3MiHK 3 AKOCTI. FOTOBUIA
[03BiN Ha BUMYCK nikapcbknii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
cepit: iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
Mepkne M'm6X, KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa abo
HimeuuunHa; [ofaBaHHsA BUPOOHKKa, WO BiAMoBifae 3a BBe3eHHS Ta/abo
KOHTpO/b cepii Ta BUNYycK cepii) - He BkOYaum KOHTPOIb/BUNPOBYBaHHSA
[03BiN Ha BUMYCK cepii - BBEAEHHSA BUPOBGHWYOI AiNbHUL, BIANOBIAA/IbHOI 3a
cepii: Bunyck cepii [N13 - Mepkne M'vbX /lioasir —-Mepkne-
TeBa Yex LTpacce 3, 89143 bnay6oiipeH, HimeuunHa. BBegeHHs
IHAacTpis c.p.o., 3MiH NPOTArom 6-Tu MicALiB Nicns 3aTBepAkeHHs. 3MiHu |
Yecbka UMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3miHN Yy
Pecny6nika BMPOBGHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHOTbCA
BMNYCKY Cepii Ta KOHTPO/IK0 SAKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo AoaaBaHHA AifbHULI, Ha SAKil
3MiICHIETLCSA KOHTPOJ1b/BUNPOBYBaHHS cepii) -BBEAEHHS
BVMPOGHMYOI AiNbHNL, BIANOBIAA/ILHOI 3@ KOHTPO/b cepil
'N3- Mepkne Mv6X Byn. Mpad-Apko 3, 89079 YribM,
HimeuunHa, BBefeHHs 3MiH npoTarom 6-tu micsuiB nicns
3aTBEPKEHHS.
202. | ®EPBEKC ANA | nopowok ans YMNCA CAC ®paHuin YIMNCA CAC PpaHuis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/7741/01/01
AOPOCNINX OpabHOro pPo3ynHy, No 3MiHu | TUNy - nogaHHsA oHosneHoro CEP (R1-CEP 2000- peyenma
8 calue y KapTOHHii 124-Rev 07) gna A®l Napauetamon Bif Bxe
KOpoo6Li 3aTBEPAKEHOIO BUPOBGHUKA
203. | ®EPBEKC A1 | nopoluok ans YMNCA CAC PpaHLis YINCA CAC ®paHuisa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 6e3 UA/5441/01/01
AOPOC/NX Opa/IbHOrO PO34UHY, NO 3MiHK | TNy - 3MiHa y 6e3nocepeHiit ynakosui A®| (siKicHi peyenma
BE3 LUYKPY 8 calle 3 NopoLLKOM Y Ta/abo KinbKiCHI 3MiHU cknagy)
KapTOHHiii Kopo6Lli
204. | ®PEPBEKC ANA | nopowok ans YMNCA CAC PpaHujs YIMNCA CAC PpaHujs BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiaiB: 6e3 UA/3128/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
AOPOC/NX 3 OpPa/IbHOIO PO34KHY, 8 3MiHM | TRy - nogaHHsA oHoBreHoro CEP ansa Adl peyenma
MA/TMHOBUM callle y KapTOHHilA MapaveTamon Bif BXe 3aTBEPKEHOIN0 BUPOGHYMKA.
CMAKOM Kopoo6ui OHosneHi Bepcii: R1-CEP 2000-124-Rev 06; R1-CEP 2000-
124-Rev 07
205. | ®/IFOAHKCON PO34UH A5 iH'eKLA, 20 NyHp6ek [aHia Brvpo6HMuTBO [JaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNY 3a UA/2209/02/01
AENO Mmr/mn, no 1 mn B Ekcnopt A/C Hepo3dhacoBaHOro - AOMiHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
amnyrni; no 10 amnyn B npoayKTy, afpecy MicL NPOBaXEHHS Ais/TIbHOCTI
KapTOHHIA KopooLi nepBrHHe Ta BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BTOPVHHE BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
nakyBaHHs, BUMYyCK KOHTPOJII0 AKOCTI. (AiANbHICTb, 3a Ky BignoBifae
cepiii: BMPOGHUK/IMNOPTEP, HE BK/IKOUAKUM BUMYCK cepiid) -
X. NlyHp6ek A/C, 3MiHa Ha3BW Ta agpecu GiNbHULI, sSika Bignosigae 3a
[OaHis; MiKpOG6i0MOoriYHUIA KOHTPOSb (B 3aTBEPAXXEHOMY PO34ini
Bunpo6yBaHHs 3a 3.2.P.3.1. BUPO6HWKM 3a3HAYEHO Ai/TbHULIO 3 HACTYMHO
NOKa3HUKOM Ha3Bo Ta agpecoto: Eurofins Pharma A/S
«MikpobionoriyHa Standesplanaden 110 DK-2665 Vallensbaek Strand
yuctoTa» (TecT Ha Denmark). BuHeceHHs1 BUpo6HMKa, LLO BiAMNoBiAaE 3a
€HO0TOKCUHW): BMNPOGYBaHHA 3a NoKa3HUKoM «MikpobionoriuHa umctoTa»
EypodpiHc B MKA /13 (gaHnii BUpobHUK 6yB NpUCYTHIli B MaTtepianax
Biochapma peecTpauiiiHoro Aocke). 3a3HaYeHHs BUPOOHUUMX ChyHKLIiiA
MpogakT TecTiHr [ONA 3aTBEPAKEHUX BUPOBHVIKIB:
[eHmapk A/C, 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
[JaHis; Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
Bunpo6yBaHHs 3a BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
NOKa3HUKOM «TecT BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
Ha CTEePU/IbHICTb»: KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae
BMPOOHUK/IMNOPTEP, HE BKTHOYAUM BUNYCK CEPIit) - 3MiHa
Eii. keld. BakciHc Ha3BW Ta agpecu AiNbHULj, SKa Bignosigae 3a
AIC, faHis MiKpO6IO/I0riYHNIA KOHTPO/Ib, 6E3 3MiHK MiCLA KOHTPO/H (B
3aTBepAXeHoMy po3gini 3.2.P.3.1. BUpO6GHMKM 3a3Ha4YeHO
AINbHYLIO 3 HACTYMHOK Ha3BOIO Ta aApecoto: Statens
Serum Institut Artillerivej 5 DK-2300 Copenhagen S
Denmark). BuHeceHHs1 BUpo6HMKa, L0 BiAMNOBIAaE 3a
BUMPOOYBaHHSA 3a NOKa3HWKOM «TeCT Ha CTEPUNbHICTb» B
MK$A N3 (gaHnii BUpo6HUK 6yB NpUCYTHIlA B MaTepianax
peeCTpaLinHOro A0Cbe). 3a3HavyeHHs BUPOOHNUNX (DYHKLi
0151 3aTBEPAKEHNX BUPOBOHUKIB
206. | ®P/IIO3AK PO34uH aNs iHQy3ili 2 €Bpo faiidkep Benuka IHchoPlaiich CA LLseiiuapis BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUNY 3a UA/14591/01/01
mr/mn, no 100 mny nrp, BpuTtaHis - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
KOHTelHepax; no 5 abo afipecu MicLs NpoBaKeHHA AiANbHOCTI
10 KoHTeliHepiB B BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
Kopoo6ui BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 SIKOCTI. (AiANIbHICTb, 3a AKy BiAnoBigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK cepili) 3MiHa Ha3Bu
BMPO6HMKA, 6€3 3MiHM MicLs BUPOGHULTBA
207. | ®PAKCUMAPWU | po3uvH Ans iH'eKUil, AcneH ®apma IpnaHgis AcneH Hotep fam PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2970/01/01
H® 9500 MO aHTu-Xa/mn; TpegiHr ne boHaesinb 3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA ADIl abo peyenmom
no 0,3 mn (2850 MO JNimiTeq BUXIAHOIO MaTepiany/NpoMiXKHOro NpoAyKTy/peareHTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs

aHTu-Xa) abo no 0,4 mn
(3800 MO aHTK-Xa) y
nonepegHL0
3anoBHEHOMY LUMPULLY;
no 2 wnpuuu B 6ictepi;
no 5 6nictepis y KOpo6L;i

BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLTBa ADI - 3miHa
KOHLLeHTpaLii PO34MHy KaUlito nepMaHraHary, Lo
BVIKOPUCTOBYETLCS Y METOAI Ki/IbKICHOTO BU3HAYEHHS:
BUMPAaB/IEHO ICTOPUYHY OnevaTKy Y KOHLIeHTpaw,ii kasito
nepmaxraHaty 0,1 M 3amiHeHo Ha 0,1 H., L0 eKBiBa/IEHTHO
0,02 M; 3miHa y meTofax BUNpo6yBaHHA 15 peareHTy
PO3UMHY KasIbLit0 XNopuAay Aurigpaty - A0AaBaHHSA Nn.
laeHTudikauis; BigHocHa ryctuHa; KinbkicHe BU3HaYeHHS
BiANOBIAHO A0 MoHorpadii EP; 3miHa y meTogax
BUMPOOYBaHHSA A/19 peareHTy po3unHy HaTpilo rmgpokcuay
[oaasaHHsA n. 30BHiWi Burnsag,; laeHtTudikauis; KinskicHe
BM3HAYEHHS BigNOBIAHO [0 MoHorpadii EP; 3minm | Tuny -
3MiHa y napameTpax creumdikayiin Ta/abo gonycTummnx
MeX, BU3HaYeHuX y cneuudikayisax Ha AdPl, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCS y Npoueci BUpobHuuTea Ad| - 3miHa
napameTpis crneuudikayii A®I T. 6akTepianbHi
€HO0TOKCMHM, 3anponoHoBaHo: Less than 0,01 IU per IU of
Anti-Xa activity; 3miHun | Tuny - 3mMiHa y meTogax
BUNpo6yBaHHA APl abo BuXigHOro martepiany/npoMikHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y NPOLEC
BMPO6HMLTBA ADI - 3MiHa Y MeToAax BUNpobyBaHHs ADI T.
"MiKkpo6ionoriyHa yicToTa" 3aMiHa MeToAy BUNpobyBaHHSA 3
"plate count" Ha "membrane filtration"; 3miHK | TUNY - 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumaikauisx, nig yac BUPO6GHMLTBA rOTOBOIO /iKAPCbKOro
3ac006y - BUTyYEeHHS HECYTTEBOrO BUNPOOYBaHHA B NPoLECi
BUPOGHMLITBA — BUYHEHHSI TOYKN KOHTPOTIO Ha 3arasibHy
KiNbKiCTb MiKpoopraHiamiB Ha cTagii 5 (nonepeaHs
hinbTpauis) Ta BBEAEHHS TOYKN KOHTPOJIIO Ha 3arasibHy
KifIbKiCTb MiKpOOpraHi3miB Ha cTagii 6 (ctepunisytoua
hinbTpauis) i3 3amiHoo mex 3 100 KYO/ n Ha 10 KYO/ 100
MJ1; 3MiHK | TUNY - 3MiHa Po3Mipy cepii (BKIYaum
Aiana3oH po3Mipy cepil) roToBOro ikapcbkoro 3acoby -
YTOYHEHHS Ckajy Ha cepito: BUuaneHHs po3mipy cepii 160
N (3.2.P.3.2 Cknag Ha cepito); 3MiHu | Tuny - 3MiHW y
npoteci BUpO6HMLITBA FOTOBOTO NiKApCbKOro 3acoby,
BK/THOYAIOUN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO MiKApPCbKOro 3acoby - He3HayHa
3MiHa y npoueci BUpo6bHMLTBA YTOYHEHHST po3mipy nop 0,22
MKM 3aMicTb 0,2 MKM Ha cTagist 6 (cTepunisytoya
inbTpauis); Ha ctagii 7 (HanoBHEHHS) BBEAEHHS 3aXMCHOro
hinbTpa 3 po3Mipom nop 0,22 MKM; 3MiHM Il TURYy - 3MiHK B
npoueci Bupo6HuLUTBa A®I - 3MiHM B npoueci BupobuLTea
L0401 PEYOBMHN HAATPONUHY KasibLjilo - BBEAEHHS
KaTiOHOOOOMiHHOT CMO/N Ha cTagii 3 (MepeTBOPEHHS 3
HaTpieBOI COMi Ha KasbLEBY Ciflb) AN 36iNbLUEHHS
NOTYXHOCTi BUPOGHULTBA Ait040i PeYOBUHU; peAaKLiiHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
npaBkn y BUPOOGHNYOMY npoLeci; 3MiHu Il Tuny - 3MiHK
BMNPO6YBaHb a60 A0NYCTUMUX MEX Y npoLeci BUpobHMLTBa
A®I, L0 BCTaHOB/EHI Y cneundikauisx - po3LwMpeHHs
3aTBEPKEHNX AONYCTUMUX MEX Y npoLieci BUpobHuLTBa
MEeTOZ0M EKCK/I3UBHOI Xpomartorpadii Ha ctagii 1 ans n.
«MonekynsapHuii npocpink ana % mac 6inbwe 10 000 Aax: 3
«He binblue 3%» Ha «He Ginblue 4%>» y 3B A3Ky 3
onTMMI3auieto npoLecy, a caMme 3MEeHLLEHHS KiflbKOCTi
peakTuBY HaTpito HITPUTY 6€3 3MiHM Y cneundikauii ans
MPOMiXXHOro NPoAyKTy n. «MonekynsapHuii npodisib» He
6inblue 5%; 3miHn Il TUNy - 3MiHa NnapameTpiB cnewudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO fikapCbKoro 3acoby -
3MiHa y crieumdikaii Ha TepMiH NpugaTHOCTI A1 TOTOBOrO
NiKapcbKoro 3acoby: po3LWMpPeHHs cnewmdikadii 3a
NOKa3HUKOM 3O0BHILUHI BUTAL Ha OCHOBI AaHUX
CTabisIbHOCTi TOTOBOIO NiKAPCbKOro 3acoby
208. | XAPTMAHA pO34uH aNs iHgysili no MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/1056/01/01
PO34MH 200 mn, 250 mn, 400 akujioHepHe akujioHepHe 3MiHM | TURY - 3MiHa po3Mipy cepil (BK/Yakum giana3oH peyenmom
M, 500 Mn y naswkax TOBapWCTBO TOBapUCTBO pO3Mipy cepii) roToBOro Nikapcbkoro 3acoby - BBEEHHS
"IHdy3ia” "IHcpy3ia" [04aTKOBOro po3Mipy cepil, y 3B° 513Ky 3 PUHKOBOH
notpe6oto, 3anponoHoBaHo: 2000,00 n; 4000,00 1; 8000,00
n (gna 06’ emy 200 M1 TeopeTUyHKA po3mip cepii 39702
NAAWOoK, Ans 06 emy 250 M1 TEOPETUYHMIA po3mip cepil
31620 nnsawok, ansa 06 emy 400 mMa TEOPETUYHWUIA PO3MIP
cepii 19846 nnsAwok, ans 06’ emy 500 mn TeopeTUyHNi
po3Mip cepii 15822 naswok)
209. | XYMANoOre cycnexsis ans Eni Ninni HigepnaHgu Ninni dpaHc ®paHuisa BHECEHHS 3MiH 40 peecTpaLliiniHux maTepiasis: 3a UA/8352/01/01
MIKC 25 NiALWKIPHOrO BBEAEHHS, HepepneHng B.B. 3MiHW | TUNY - 3MiHW 40 [HCTPYKUiT ANA MeguyHoro peyenmom
100 MO/mn, no 3 mny 3acTocyBaHHA A0 po3ainis "Oco6/MBOCTI 3aCTOCYBaHHSA"
CKISAHOMY KapTpuaxi; no (BHeceHo iHdhopMaLiito LLOA0 YHUKHEHHS MOMW/IOK Mpy
5 KapTpugxis y nikyBaHHi), "Croci6 3acTtocyBaHHs Ta 403u" (BHECEHO
KapTOHHIlA ynakoBL,i; no iHhopmaLito 1010 3aCTOCYBaHHS LUNPUL-PYYKL)
3 My CKISAHOMY
KapTpuaXi, BKnageHomy
y wnpuu-pyyky KeiklMen;
no 5 wnpuy-pyyok
KBikleH y KapTOHHii
ynakoBLii
210. | XYMANOr® cycneHsis gns Eni Ninni HigepnaHamn Ninni ®paHc dpaHuis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/8352/01/02
MIKC 50 NiAWKIPHOrO BBEAEHHS, Hepepnenp 6.B. 3MiHW | TUNY - 3MiHW 40 [HCTPYKLUiT ANa MeguyHoro peyenmom

100 MO/mn; no 3 mny
CKNIAHOMY KapTpWaXi; no
5 KapTpugxis y
KapTOHHIlA ynakoBLi; no
3 M1y CKIsTHOMY
KapTpuaxi, BKiageHomy
y wnpuu-pyyky Keiklew;
no 5 Wwnpuu-py4vyoK

3acToCyBaHHA A0 po3ainiB "Oco6/MBOCTI 3aCTOCYBaHHSA"
(BHECEHO iHGhOopMALit0 WOA0 YHUKHEHHS MOMW/IOK Npur
nikyBaHHi), "Croci6 3acTtocyBaHHs Ta 403u" (BHECEHO
iHchopmaL,ito Wo0 3aCTOCYBaHHS LUMPULL-PYYKNA)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
KBikleH y kapTOHHii
ynakoBLi
211. | UENECTOAEP masb 0,1 % no 15 r abo LepiHr-Mnay Lsenuapis LWepinr-Mnay Benbris BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a UA/9500/01/02
M-B® 30 r B Ty6i; mo 1 Ty6i B CeHtpan lct Al Na6o H.B. 3MiHY Il TURY - 3MiHU B IHCTPYKUIT 4719 MEeAWNYHOro peyenmom
KapTOHHIA KopooLi 3acTOoCyBaHHSA B po3aisin "OcobnnBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTI abo rofyBaHHs rpyaat”,
"Cnocib 3acTtocyBaHHs Ta go3un", "Mepeao3yBaHHS",
"Mob6iyHi peakuii”. BBegeHHA 3MiH npoTsarom 3-x micsAuis
nicns saTBepAKeHHs
212. UENb T Tabnetku, no 50 Bionoriwe HimeyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/0020/02/01
TabneToK y KOHTeliHepi XalinbMiTTens XalinbMmitrens 3MiHuM | TUNY - 3MiHa po3mipy cepii (BkNtoyakum gianasoH peuyenma
noninponineHosomy, no Xeenb M'm6X Xeenb M6X pO3Mmipy cepii) roTOBOro NikapcbKoro 3acoby.
1 KoHTelHepy y kopobui 3anponoHoBaHo: AianasoH po3mipy cepii — Big 30 kr o 410
3 KapTOHY Kr (30,2 kr, 101 kr, 201 kr, 402 Kr)
213. LEPBAPUKC™ | cycneHsia Ans iH'ekuin nakcoCwmitKnsii Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu Il Tuny 3a UA/16310/01/01
BAKUWHA ANnda | no 0,5 mn (1 gosa) y H EkcnopTt BpuTaHis Bionogxikan3 C.A. - 3miHKM Woao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarsay. peuyenmom
MPO®INAKTUK | nonepefHbO Nimiten BHeceHHA abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAaadi
n HaMoOBHEHOMY LUNPULi 3 peecTpavuiiiHoro noceig4yeHHs, Bkavaroum Mnax
3AXBOPHOBAH | nopluHem i koBrnaykom y ynpaB/iiHHA pU3nKamMm (3acTocyBaHHS 3MiH(1), Aki(a)
b, WO KOMMAEKTI 3 ronkoto (y BMMaraloTb(€) NOAAILLLOTO 06IPYHTYBaHHSA HOBUMMU
BUKITIMKAKOTL | 6nictepi) abo y dhiakoHi [04aTKOBMM JaHVMK, WO MalTb HagaBaTucs
CHA BIPYCOM 3 npo6koto; no 1 KOMMETEHTHUM OpraHoM, OCKi/IbKM BUMaraeTbCs CyTTEBA
NANIIOMIA nonepegHLo OLjiHKa KOMMNETEHTHMM OpraHoM) - BrkoHaHHS 3060B'A3aHb
N0 AVNHN HanoBHEHOMY LUNPULY 3 BiAMNOBIAHO 40 MiANYHKTY 2.3 NyHKTY 2 gopatky 15 go
TUNIB 16 TA 18 | ronkoto a6o no 1 Mopsaky NpoBeAEHHS eKCNePTN3N peeCcTpaLinHX
chnlakoHy B KapTOHHiiA marepianis Ha nikapcbki 3acobu, LWo NoAanTbCs Ha
Kopoobui OepXaBHy peecTpauito (MepepeecTpavyito), a Takox
eKcrnepTu3n MaTepiasis NPo BHECEHHSA 3MiH [0
peecTpaLiiiHix MaTepianiB NpoTArom Aii peecTpauiiHoro
NocBigYeHHs1, 3aTBepakeHoro Hakasom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
214. LETPUNEB TabneTtku, BKPUTI leTepo N1a63 IHais leTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 UA/15063/01/01
HEO NAIBKOBOK 060I0HKOMO, Niviteq Nimiten BMNPaB/IEHHS TEXHIYHOI MOMUIIKM Y METOAaX KOHTPO/I0 peyenma
no 5 mr no 10 Tabnetok aKocTi p. CKNAL
y 6nicTtepi; no 1 a6o 3
6nicTepn B KAPTOHHI
Kopobui; no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B kKapTOHiiA
Kopo6ui; no 10
KapTOHHUX KOPO6OK y
KapPTOHHI KOpooL
215. LE®ENIM NOpoLUOK AN POTEK NTA AHrnis CTEPWN-AXXEH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNY 3a UA/11938/01/02
NPUIOTYBaHHSA PO3YUHY NAVN® - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo peyenmom
Ans iH'ekuii no 1,0 r no CAMEHCU3 (1) afpecy 3asBHVKa (BnacHMKa peecTpauiiHoro nocBig4eHHs)
1 cknsiHoMy h1akoHy 3 nTAa - 3MiHa agpecu 3asBHUKa

MOPOLLKOM, Y KaPTOHHIi
Kopo6ui; No 10 CKAsHMX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
h/1aKOHIB 3 NOPOLLIKOM,
y NNacTUKOBIN
YapyHKOBIl1 ynakoBLi, B
KapPTOHHI KOpooLj
216. LE®ENIM NOpoLUOK AN POTEK NTA AHrnisA CTEPUN-AXXEH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUNY - UA/11939/01/02
NPUIOTYBaHHSA PO3YUHY NAVN® - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
ans iH'ekuii no 1,0 rin CAMEHCU3 (1) afpecy 3asBHVKa (BnacHMKa peecTpauiiHoro nocBig4eHHs)
bulk: no 50 a6o 100 nTa - 3MiHa agpecu 3asBHMKa
CKSIHMX (h/1aKoHiIB 3
MOPOLLKOM, Y
NNacTWKOBIlA YapyHKOBIi
yNakoBLii, B KAPTOHHIi
Kopo6ui
217. LUUTUKONIH- TabneTtku, BKPUTI TOB YkpaiHa TOB "AcTpadapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/14845/01/01
ACTPA®APM NAIBKOBOK 060I0HKOLO, "AcTpadpapm" 3MiHM | TURY - 3MiHa po3Mipy cepil (BK/Yakoum gianasoH peyenmom
no 500 mr no 7 po3Mmipy cepii) roToBOro NikapcbKoro 3acoby (3MeHLLIEHHS 40
Tabnetok y 6nictepi; no 10 pasiB) - BBeileHHS A04aTKOBOro po3Mipy cepii roToBoro
2, 3 abo 4 6nictepu y nikapcbKoro 3acoby. 3anponoHosaHo: 6000 yn. Ne 7x2;
KapTOHHI KopooLi 4000 yn. Ne 7x3; 3000 yn. Ne 7x4; 2000 yn. Ne 7x2; 1300 yn.
Ne 7x3; 1000 yn. Ne 7x4
218. LUNTPAMOH- Tabnetkn, no 10 NAT Ykpaina MAT YKkpaina BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/12823/01/01
DOPTE Tabnetok y bnicrepax; "Ny6Hnchapm” "Nly6Hncpapm” 3MiHM | TUNy - 3MiHa y MeToAax BUNpo6yBaHHS rOTOBOrO peyenma:
no 10 TabneTtok y NiKapcbKoro 3acoby (419 NpuBeAEeHHS Y BiANOBIAHICTb 3 Ne 10; 3a
6nictepi, no 10 LY abo €Bponeiicbkolo dapMakoneero Ta BUTYyYEHHS peyenmom:
6nicTepiB y nauui NOCUIaHHSA Ha 3acTapifiiA BHYTPILLHIA MeTog, Ne 100
BUNPO6YBaHHs i ioro Homep)
219. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLiBefiuapis nepBuHHA Ta HigepnaHg, BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/11003/01/01
NNiBKOBOK 060JI0HKOHD, [oym lgea IHK BTOPVHHA v/ Benuka 3MiHY | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peuenmom
no 50 mr/500 wmr, no 14 ynakoBka, [,03BiN Bputania/ hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHeHNX
Tabnetok y 6nictepi; no Ha BUMYCK Cepii: CLia/ [JaHnx npo cuctemy cdapmakoHarnsagy (BBefeHHs
4 6nicTepu B KAPTOHHIl Mepk Wapn i Joym IcnaHis y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
Kopoo6ui B.B., Higepnanau; YNOBHOBaXXEHOI 0CO6U, BiNOBIAAIbHOI 33 3iICHEHHS
BUPOOHNLTBO chapmakoHarnsgy; KOHTaKTHoOi ocobu 3 hapmakoHarnsgy
Hepo3dacoBaHoT 3asBHUKA 15 34iiCHEHHA hapMmakoHarnsgy B YkpaiHi,
NPOAYKLT: AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Ecika KBiH60pO BiANOBIAa/IbHOI 32 34iiCHEHH:A hapmakoHarnsagy
NimiTen, Benvka (BK/KOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
BpuTtaHis; NateoH macTep-haiina cuctemu dhapmakoHarnsgy) - NponoHoBaHa
MyepTo Piko, IHK., pejakuisi: ynoBHOBaXeHa ocoba, BiAnoBigasibHa 3a
MyepTo Piko, 3pificHeHHs hapmakoHarnsgy: Jokrop [ai Lemon. 3miHa
CLUA; nepBuHHa KOHTaKTHUX AaHuX. 3MiHa y po3MillleHHi MacTep-chaliny
Ta BTOPUHHA
ynakoska: ®poccT
16epuka, C.A.,
IcnaHis
220. | AHYMET TabneTtku, BKPUTI Mepk LWapn i LLiBeiiLapis nepBrHHa Ta HigepnaHg BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/11003/01/02
NAIBKOBOK 0B0I0HKOHO, [oywm lgea IHK BTOPVHHA v/ Benvka 3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
no 50 mr/850 mr, no 14 yrnakoBKa, A03BiN BpuTtaHis/ thapmakoHarnisgy. BeegeHHs abo 3MiHM A0 y3arasibHEHMX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2
3acoby yrnakoska) 0 NocBi04YeHHs
Tabnetok y 6nictepi; no Ha BUMYCK Cepii: CLia/ [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
4 6nicTepu B KAPTOHHIl Mepk Wapn i Joym IcnaHis y3ara/lbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy, amiHa
Kopoo6ui B.B., Higepnanau; YNOBHOBaXXEHOI 0C06U, BiANOBIAAILHOI 3a 3iICHEHHS
BUPOOHNLITBO thapmakoHarnsgy; KOHTaKTHoOi ocobu 3 hapmakoHarnsagy
Hepo3dacoBaHoT 3asBHUKa 15 34iiCHEHHA hapmakoHarnsgy B YkpaiHi,
NPOAYKLT: AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Ecika KBiH60pO BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
NimiTen, Benvka (BK/KOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
BpuTtaHis; NateoH macTep-haiina cuctemu dpapmakoHarnsgy) - NponoHoBaHa
MyepTo Piko, IHK., pejakuisi: ynoBHOBaXeHa ocoba, BiAnoBigasibHa 3a
MyepTo Piko, 3pificHeHHs hapmakoHarnsgy: Jokrop [ain Lemon. 3miHa
CLUA; nepBuHHa KOHTaKTHUX AaHuX. 3MiHa y po3MillleHHi MacTep-chaliny
Ta BTOPUHHA
ynakoska: ®poccT
16epuka, C.A.,
IcnaHis
221. | AHYMET TabneTtku, BKPUTI Mepk LWapn i LLiBeiiuapis nepBrHHa Ta HigepnaHg BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/11003/01/03
NAIBKOBOK 0B0I0HKOHO, [oywm lgea IHK BTOPVHHA v/ Benvka 3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
no 50 mr/1000 wmr, no 14 ynakoBka, f,03BiN BpuTaHis/ hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHNX
Tabnetok y 6nictepi; no Ha BUMYCK cepii: CuwA/ [aHux npo cuctemy hapmakoHarnsgy (BBefeHHs
4 6nicTepun B KAPTOHHIN Mepk Wapn i Joym Icnanis y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, smiHa
Kopoo6Li B.B., Higepnanay; YMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
BMPOBHNLTBO chapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsgy
Hepo3chacoBaHoi 3asBHVIKa AN 34iiCHEHHSA hapmakoHarnsgy B Ykpaii,
NPOAYKUIi: SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
Ecika KBiH60pO BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
Niviten, Benuka (BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
BpuTtaHis; MNateoH macTep-aiina cuctemu papMakoHarnsay) - NponoHosaHa
MyepTo Piko, IHK., pefakuis: ynoBHOBaxxeHa ocoba, BiAnosigasibHa 3a
MyepTo PiKo, 3piicHeHHs hapmakoHarnsgy: fokrop ain Jemon. 3miHa
CLUA; nepBrHHa KOHTaKTHUX AaHuX. 3MiHa y po3MilLeHHi MacTep-daiiny
Ta BTOPUHHA
ynakoska: ®poccT
16epuka, C.A.,
Icnanis
222. APNHA® TabneTtkn, BKPUTI Baiiep Al HimeuyunHa nepBuHHa Ta HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/11479/01/01
060/10HKOI0; Mo 21 BTOPVHHA AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom

Tabnetyi y 6nictepi 3
Ka/IeHAapHOIO LLIKaIoH0;
no 1 6nictepy y
nanepoBOMYy Millleuky B
KapTOHHIM nayui

ynakoBka, [j03Bi
Ha BUMYCK Cepii:
Baiiep AT,
HimeyuunHa;
BVPOGHMLTBO
Hepo3dacoBaHoT
npoayKuii:
Baiiep Baiimap
v6X i Ko. K,
HimeuunHa

azpecy Micusi NPOBaMKEHHS AiSSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IO4A0UM OiNbHULI BUMYCKy cepii abo micue npoBefeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae
BMPOGHMK/IMNIOpTEp, BK/IKOYAOUM BUMYCK Cepili) - 3MiHa
Ha3BW BUpOGHWKa 13, 6e3 3MiHM Micus BUPOGHMLTBA.
3MiHu 3 aKocTi. CepTudikat BignosigHocTi/lI E-cepTudikat
BiANOBIAHOCTI E€Bponeiickbkil hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
Bi4NoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiin hapmakonei: ans A®l; ans BuXigHoro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 rMocsiO4eHHs1

marepiany/peareHTy/npomMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEChKili
thapmakonei) - OHOB/IeHWIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA -NOAAHHSA OHOB/IEHOTO
ceptudikaty BignosigHocTi E® Ne R1-CEP 1996-079-Rev
07 (3aTBepmkeHo: R1-CEP 1996-079-Rev 06) ans gjtoyoi
pevoBuHu Ethinylestradiol Big, Bxe 3aTBEepaXeHoro
BUPOGHMKA, SKWIA 3MiHMB Ha3By 3 Bayer Pharma AG Ha
Bayer AG.; 3MmiHu 3 sikocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTudpikaTa BignosigHOCTi abo BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl; ana
BMXiAHOro marepiany/peareHTy/npomMikKHOro NPoAyKTy, Lo
BVIKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
chapmakonei) - OHOBNEeHWIA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA NOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBiAHOCTI EBponelickbkiin hapmakonei Ne
R1-CEP 2009-070-Rev 01 (3atBepmxeHo: R1-CEP 2009-
070-Rev 00) gns gitoyoi pevouHu Drospirenone Big Bxe
3aTBEPMAXEHOro BUPOGHWKa, KW 3MiHNB Ha3By 3 Bayer
Pharma AG Ha Bayer AG. - 3MiHa 3asBHVKa (BnacHuka
pPeEeCTpaL,iiHOro NocBiAYEHHS)

223.

APUHA®

TabneTku, BKPUTI
060/10HKO0, M0 21
Tabnetui y 6nictepi 3
KafleHAApHOLO LLIKaoH;
no 1 6nictepy y
nanepoBOMYy MilLieyky B
KapTOHHIM nayi

Baiiep Al

HimeuunHa

nepBuHHA Ta
BTOPWHHA
ynakoBka, A03BiN
Ha BUMYCK cepii:
Baliep Arl,
HimeuyuunHa;
BUPOGHMLTBO
Hepo3dghacoBaHo!
npoaykuii: baiep
Baiimap Mm6X i
Ko. KI', HimevyunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHW Il TURY - 3MiHX B IHCTPYKUIT 4719 MEeANYHOro
3acTocyBaHHsA B po3ginu: "lMpoTtunokasaHHs", "B3aemogis 3
HLIMMKM NiKapcbKMKU 3acobamMu Ta iHLWi BUAW B3aeMogiii",
"Oco6nmBoCTi 3acTocyBaHHsA", "Cnoci6 3acTocyBaHHS Ta
posun", "MepenosyBaHHA"

3a
peyenmom

UA/11479/01/01

B.o. HauasibHUKa YnpaBiHHA (hapMaueBTUYHOI AiIANbHOCTI

Ta AKOCTI hapmaueBTUYHOI NPOAYKLiT

H.B. N'yuan




NEPENIK

Aopatok 4

A0 Haka3y MiHicTepcTBa OXOPOHMU
340pOB’A YKpaiHn

01.10.2018 Ne 1770

NIKAPCbKNX 3ACOBIB (MEQUNYHUX IMYHOBIONOIN4YHNX MPEMNAPATIB), AKUM BIAMOB/EHO Y AEP)XXABHIN PEECTPALLII, NEPEPEECTPALLI TA
BHECEHHI 3MIH JO PEECTPALINHNX MATEPIAJIB TA LEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

(MONICAXAPUAHWN

CKNSAHOMY LUNpuL Y

Ne Hassa nikapcbko2o dopma sunycky 3asasHuUK KpaiHa Bupo6HuK KpaiHa rMiocmasa lMpoyedypa
n/n 3acooby
1. 5-dTOPYPALUN KOHUeHTpaT ans EBEBE ®apma ABCTpis EBEBE ®apma ABcTpisi/ 3acigaHHs BiaMOBUTM Yy 3aTBepKeHHi - TexHiYHa noMuaka y MeTofax KOHTPO/o
"EBEBE" pO34nHYy AN lec.m.6.X. lFec.m.6.X. Hdr. Himeuunna HTP Ne 29 Bif, | AkocTi, noB'A3aHi 3 nepeknagom abo nepeHeceHHAM iHdopmauii, ski 6ynaun
iHdpysin, 50 mr/mn; Hdpr.KI KI, ABcTpis 02.08.2018 JonyuleHi npu nepepeectpavyii (Hakaz Ne363 Big 16.05.2012p.), a came: y
no 5 mn (250 mr) (NOBHWIA LWKN Cneyudpikauii Ha TepMiH npugatHocTi MK Ha nikapcbkuii 3aci6, 6yno
a6o no 10 mn (500 BMPOOHULITBA); nponyLeHo NokasHUK «KombOpoBICTb», OCKI/IbKM 3a3HaYeHe BUMPaB/IEHHS He
Mr) B amnyni; no 5 Na6op 1+C AT, BiANOBiAae MaTepianam peecTpauiiiHOro AOCbe Siki MpeAcTaBsieHi B apxisi. B
amnyn y kopob6uj; no HimeyunHa opuriHanbHili  goKymeHTauil BMpoGHMKa, Yy Cneuudpikauii Ha TepMmiH
5 mn (250 wmr), abo (KoHTpOnBL/BMNP npugatHocTi (po3ain 3.2.P.5.1) nokasHuk «KonbopoBiCTb» BIACYTHIl
no 10 mn (500 mr), 0b6yBaHHsA
ab6o no 20 mn (1000 cepii); MIMNN
Mr) y donakoHi; no 1 Mikpobionoriwe
h1akoHy B KOPOOL ¢ Mptochnabop
vm6X, ABCTpist
(KoHTpOnBL/BMNP
006yBaHHs cepil)

2. ODPTO/IK Kpanni o4Hi no 5 mn CEHTICC IHais CEHTICC IHais 3acigaHHs BiaMoBUTM y 3aTBepA)KeHHi - 3MiHM | Tuny - BBeAeHHs abo 3MiHM A0
abono 10 mny ®APMA MBT. PAPMATIBT. HTP Ne 29 Bif, | y3araslbHeHux fgaHux npo cuctemy chapmakoHarnsgy  (BBeAEHHS
nnacTMKoOBOMY nTAa. nTAa. 02.08.2018 y3ara/ibHeHUx faHux npo cuctemy hapmakoHarnsgy, 3miHa yrnoBHOBaXXEHOT
doNnakoHi- ocob6u, BiANOBIAA/ILHOI 3a 3AiiCHEHHST hapMakoHarnsay; KOHTakTHOI ocobu 3
KpanenbHuui; no 1 thapmakoHarnagy 3asBHVMKa A8 34ICHEHHS dhapmakoHarnsgy B YkpaiHi,
donakoHy- AKWI0 BOHa BiAMIHHA Bif YMNOBHOBaXEHOI 0CO6W, BiANOBiganbHOI 3a
KpanesnbHuULi y 3[jiCHEeHHs1 hapmakoHarnsgy (BKIYakuM KOHTaKTHI AaHi) Ta/abo 3MiHuM y
KapTOHHIM nayi po3milleHHi mMacTep-haiina cuctemu dapmakoHarnsgy) (B.1.8. (a) IAHn) -

Ailoya  pepakuisi:  YnoBHOBaxeHa ocoba 3asiBHMKA, BignosiganibHa 3a
thapmakoHarnsag: Ap.Mywna BexkatapamaH / Dr. Pushpa Venkataraman;
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXeHOi 0co6M 3asBHUKA A5 3L4iACHEHHS
dapmakoHarnsagy: Kysbmuupkuii  Makcum — OnekcilioBny.  [ponoHoBaHa
pefakuis: YnoBHoBaxeHa ocoba 3asBHuKa [p.MinaH Cartia/ Dr.Milan Satia;
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXeHOi 0co6M 3asBHUKA A5 3LiACHEHHS
thapmakoHarnagy: TochaH Irop AHaTONINOBMY. 3MiHA KOHTAKTHUX AaHUX
YMNOBHOBaXKEHOT Ta KOHTAKTHOI OCi6. 3MiHAa MICLE3HaXOMKEHHS 3fiiCHEHHS
OCHOBHOI [AifNbHOCTI 3 hapmakoHarnsgy Ta wmacTep-chaiina, OCKisIbku
3asBMeHi 3MiHW He BiANOBiJalOTb akTyasnbHili iHopMauii Wwoao cucTemu
dhapmakoHarnsgy, 3asHayeHiit 3asBHMKOM B J0O0OMNpaLbOBaHNX MaTepiasiax

3. CUH®PTIOPUKC™ cycneHsii gnsa nakcoCmiTKns Benvka nakcoCwmiTKns Benbrist 3acigaHHs BiaMOBUTY y 3aTBEPMAKEHHI - 3MiHK | TNy - 3MiHK 3 AKOCTi. A®I. MNpoeKTHNiA

BAKUUHA Aonda iH'exuili no 1 oosi H Ekcnopt BpuTaHis H HTP Ne 30 Bif, | npocTip Ta nicnsipeecTpaviiiHii NPOTOKON ynpaBiHHA 3MiHaMW. BunyyeHHs
MPO®INTAKTUKN 0,5mn)y Nimiten Bionomxikans 09.08.2018 3aTBEPKEHOr0 NPOTOKOY ynpaBniHHA 3miHamu ana A®l (B.1.r.3. 1b) -
NMHEBMOKOKOBOI nonepegHsL0 C.A. nepeMileHHs NPOTOKONIB ynpasAiHHA 3miHamy (CMPs) 3 posginy 3.2.P.2.3.
IHOEKLLIT HanoBHEHOMY [0 po3giny 3.2.R., OCKiNbkK 3rigHO 1McTa BUPO6HUKA, OTPUMAHOrO Y BiAMnoBiab

Ha 3ayBaXKeHHS eKkcrepTa, BOHa He CTOCYETbCA YKpaiHW. 3asHayeHa 3miHa
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

rMiocmasa

lpoyedypa

N AHTUIEH) TA
HETUMOBAHOI
FEMO®INbHOI
IHDEKLLIT,

KOH’IOrOBAHA,
ALCOPBOBAHA

KOMMNAEKTI 3 OAHIED
ronkoto abo 3 Asoma
rosikamu Ta 6e3
ronok; 1
nonepeaHL0
HamnoBHEHWI WnpuL,
3 ronkoto abo Asoma
ronkamu, abo 6e3
ronok y
iHaMBigyanbHOMY
repMeTuyHo
3anakoBaHoOMy
naacTKoBoMy
KOHTeliHepi; no 1
nAacTKoBOMy
KOHTelHepy y
KapTOHHI kopo6uyj;
no 1 nosi (0,5 mn) y
nonepeaHL0
HanoBHEHOMY
CK/ISIHOMY LLUNpUL;
no 10 wnpwuyis 3 10
ronkamu a6o 6es
ronok y
iHAVBIAYaNbHUX
repMeTnyHO
3anakoBaHnx
NAacTUKOBUX
KOHTeliHepax y
KapTOHHIl
Kopobui;no 1 fo3i
0,5mn)y
MOHO/,030BOMY
CKNSAHOMY (hNaKoHi;
no 1, 10 a6o 100
dhnakoHiB y
KapTOHHii
Kopob6Li;no 2 oo3n
(Imn)y
My/IbT,030BOMY
chnakoHi; no 100
dhnakoHiB y
KapTOHHiiA Kopo6Li

6yna BpaxoBaHa Npu BHECEHHI B YKpaiHi 3MiH A0 MaTepiasiB peecTpauiliHoro

[OCbE  WOA0
Biologicals, Singapore

BNPOBAAKEHHS

BMPOBHUYOI

AinbHuui - GlaxoSmithKline

COAEPM

PO3YMH HaLUKIpHWiA
0,1 % no 15 mn, 30
m, 50 mn, 100 mny
donakoHax 3
KpanesnbHuueto; no 1

Lepmachapm Al

HimeuunHa

Mi6e MmeX
ApuHaiimiTTens

HimeyunHa

3acigaHHs
HTP Ne 29 Big,
02.08.2018

BigMoBUTM y 3aTBepKEHHI - BUNPaB/EHHSA TEXHIYHOI NOMUKM B METOAax
KOHTO/I0 SIKOCTi NikapcbKoro 3acoby, a came: 3amicTb po3giny Cneumdikadii
Ha MOMEHT BMMycKy Maca HanoBHEHHA B MeTodax KOHTPO/O BWNaAKOBO
BHeCeHWii po3gin BTpata Mmacu, OCKifIbkM 3a3HayeHe BUMPaB/IEHHS He
BiANOBiAae marepianam peecTpauiiHoro AOCkE ki NpefcTaBeHi B apXisi
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Tabnetkun no 10 mr
no 10 Tabnetok y
6nicTepi; no 1 abo
no 3, abo no 9
6nictepiB y navui

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa rliocmasa lpoyedypa

n/n 3acoby
hnakoHy B
KapTOHHIM navui

5. TOPCNA® Tabnetkun no 5 mr no MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina 3acigaHHs BiamoButM 'y 3arBepgkeHHi - 3MiHM Il Tuny - 3MiHM  WOAO
10 TabneTtok y HTP Ne 30 Big | 6e3neku/echekTBHOCTI Ta thapMakoHarnisgy. IHWi 3miHW, ki He BBIAWAN Y
6nictepi; no 1 a6o 3 09.08.2018 ueil posgin, SKi BKAWYATb MOAAHHA pe3ynbTaTiB  AOCNIAXEeHb [0
6nictepu y nauui; KkomneTeHTHoro opraHy (B.1.13. II). 3a pe3synbTatamu ekcneptusu

peecTpauiiiHux MaTepiasliB BCTAHOB/IEHO, L0 NpeAcTaBfieHi AOCNIMKEHHS He
MOXYTb OYTU NPUAHATI NS fokasy  6ioeKBIBa/IEHTHOCTI  3asiB/IEHOTO
nikapcbkoro 3acoby Topcna®, Tabnetkn no 5 mr no 10 Tabnetok y 6nictepi;
no 1 a6o 3 6nictepu y nauui; Tabnetkn no 10 mr no 10 TabneTtok y 6icTepi;
no 1 a6o no 3, abo no 9 6nicTepiB y MauyLi, OCKI/IbkM 3asBHUK He HaAaB
marepianv focnimxkeHHs B 06casi 3rigHo Bumor Hakasy MOS3 Big 23.07.2015
poky Ne 460, kepiBHMUuTBa CPMP/QWP/EWP/1401/98 Rev. 1/Corr. «Guideline
on the Investigation of Bioequivalence» Ta HactaHoBu 42-7.1:2016 «/likapcbki
3aco6u. locnifxeHHs 6ioekBiBaSIEHTHOCTI»
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