MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAITHA

HAKA3

Kuis

15.10.2020 Ne 2338

IIpo jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JIKapCcbKHX 3aco0iB (MegMUHUX
iMmyHo0Oio/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BignosigHo go crarti 9 3akoHy Ykpainu «IIpo Jsikapceki 3acobu», TIyHKTIB 5,
7, 9, 10 Tlopsigky [mep)kaBHOI peecTpailii (mepepeecTpailii) TiKapcbKux 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bifg 26 TpaBHsa 2005 poky
Ne 376 «IIpo 3atBepmkeHHs1 Ilopsnky pmepkaBHOI peecTtpauil (repepeectparii)
miKkapcbKux 3acobiB i po3mipiB  300py 3a iX JepkaBHy = peecTpallito
(mepepeecTpallito)», ab3aly ABaALUATb CbOMOTO HiANyHKTY 12 nmyHKTY 4 IlonoxkeHHst
rnpo MIiHICTEePCTBO OXOpPOHU 3[40pOB’S  YKpaiHW, 3aTBepKeHOro I[0CTaHOBOK
Kabinery MinicTpiB Ykpainu Bim 25 Gepesns 2015 poky Ne 267 (B pemakiiil
noctaHoBu Kabinety MinicTpiB Ykpainu Biz 24 ciunst 2020 poky Ne 90), Ha migcTaBi
pe3y/bTaTiB eKCIIePTU3N PeecTpalliiiHUX MaTrepiamiB JTiKapCchbKUX 3aco0iB (MeaUUHMX
iMyHobOionoriuHMX  TpemapartiB), 1[0 TOJaHi Ha /Jep)XXaBHy  PpeECTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, MPOBeJeHUX
[ep>kaBHUM TIiAMPUEMCTBOM  «Jlep>KaBHUM eKCIepTHUM LieHTp MiHicTepcTBa
OXOpPOHHU 370pOB’Sl YKpaiHW», BHUCHOBKIiB I0Z0 e(heKTHMBHOCTi, Oe3rmeuyHoCTi Ta
SAKOCTi, I[OA0 eKCIePTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3aco0y, II[0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaljii (mepepeectpatiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 [ep>kaBHOi
peectpailii (repepeecTpaiiii) abo BHeCeHHsI 3MiH /I0 peeCTpalliiHUX MaTepianiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperrapaTv) 3rigHO 3
riepestikoMm (gomaTok 1).

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rifHO 3
riepesikoM (JoAaTokK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KOHTPOHB 3d BHKOHAHHAM 1BOT'O HdKAd3y IIOK/IdCTH Hd4 3dCTYITHHUKA

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

MinicTp Maxkcum CTEITAHOB



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

Jopartok 1
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

15.10.2020 Ne 2338

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. AMIOAAPOHY MOPOLLIOK AT YkpaiHa XKesHr XeHrkaHr Kutai peecTpauis Ha 5 pokis - He UA/18378/01/01
rigpoxnoruj [ApiGHOKpUCTaNiYHWiA "KNIBCbKWM dapmacboTikan niosnsieae
(cy6eTaHuis) y BITAMIHHWIA Ko., 1A,
nakeTax noABiHMX 3ABOL"
nonieTuneHoBuUx ans
hapmaLeBTUYHOro
3aCTOCYBaHHSA
2. APBUTE/b Tabnetku no 20 mr MIKPO NABC IHais MIKPO NABC IHAis peecTpadist Ha 5 pokis 3a He UA/18379/01/01
no 10 TabneTtok y NIMITEL, NIMITEL, MepioAnyHICTb NOAAHHSA PErYNSAPHO peyenmom nidnsieae
6nicTepi, no 3 OHOB/IHOBAHOrO 3BITY 3 6e3MeKu,
6nictepy B kOpoo6L;i 3 BiANOBIAHO A0 MopsaKy 34iACHEHHS
KapToHy hapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3HavYeHVMU y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
3. APBUTE/Nb Tabnetku no 40 wr, MIKPO NABC IHAis MIKPO NABC IHAis peecTpaList Ha 5 pokis 3a He UA/18379/01/02
no 10 TabneTtok y NIMITEL NIMITEL MepioAnYHICTb NOAAHHS PErYNSPHO peuenmom nidnsieae
6nicTepi, no 3 OHOBJIOBAHOIO 3BITY 3 6e3nekun,
6nicTepu B KOpo6Li 3 BiANOBigHO [0 MopsAAKyY 34iCHEHHS
KapTOHY chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpaiuu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayveHMM y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
4, APBUTE/b Tabnetku no 80 wr, MIKPO NNABC IHAjs MIKPO NNABC IHAis peecTpauis Ha 5 pokis 3a He UA/18379/01/03
no 10 TabneTtok y NIMITEL NIMITEL MepioAnYHICTb NOAAHHA PerynspHo peuenmom niosnsieae
6nicTepi, no 3 OHOB/IHOBAHOrO 3BITY 3 6e3neku,
6nictepy B KOpo6L;i 3 BiANOBIAHO A0 MopsAaky 34iACHEHHS
KapTOHY chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKaMu,
3a3HayYeHMMK y NepiognYHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
APBUTE/NDb H Tabnetku, no 40 MIKPO NABC IHais MIKPO NABC IHais peecTpauif Ha 5 pokis 3a He UA/18380/01/01
mr/12,5 wmr, no 7 NIMITEL NIMITEL MepiognyHICTb NOfAHHSA PErynsapHo peuenmom nionsieae
TabneTtok y 6nictepi; OHOBJOBAHOrO 3BITY 3 6e3NeKu,
no 4 Ta 8 6nictepis BiANOBIAHO A0 MopsAaKy 34iACHEHHS
B KOPOOGLLi 3 KAPTOHY chapmakoHarnsgy, 3aTBepaxXeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
30,0p0B’A YKpaiHnu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKamu,
3a3HaYeHMMK y NepioanYHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
APBUTENDb H Tabnetku, no 80 MIKPO NABC IHais MIKPO NABC IHais peecTpauis Ha 5 pokis 3a He UA/18380/01/02
mr/12,5 mr, no 7 NIMITEL, NIMITEL, MepiognYHICTb NOfAHHS PEryNsapHO peyenmom nionsieae
TabneTtok y 6nictepi; OHOBJIOBAHOrO 3BITY 3 6e3NeKun,
no 4 Ta 8 6nictepis BiANOBIAHO A0 MopsAaky 34iACHEeHHS
B KOPOO6Lii 3 KApTOHY hapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
YKpainu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HavYeHMU y NepiofnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
APBUTE/NDb H Tabnetku, no 80 MIKPO NABC IHais MIKPO NABC IHais peecTpauis Ha 5 pokis 3a He UA/18380/01/03
mr/25 mr no 7 NIMITEL, NIMITEL, MepiognyHICTb NOAAHHSA PErynspHo peyenmom nionsieae
TabneTok y brictepi; OHOBJIIOBAHOIO 3BIiTY 3 6E3NEKN,




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 4 Ta 8 6nictepis BiANOBIAHO A0 MopsAaky 34iACHEHHS
B KOPOOGLLi 3 KAPTOHY chapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHK
300poB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
8. ADPUNAA Kancynu m'ski no Jenbta LWBenuapi | xentek MpaviBeT IHais peecTpauis Ha 5 pokis 6e3 niosisieae UA/18381/01/01
EKCMNPEC 200 wmr, no 10 Megiken a Nimiten MepiognyHICTb NOAAHHA PErynspHo peuenma
Kancyn m'skux y MpomoyLUH3 OHOBJOBAHOrO 3BITY 3 6e3neKun,
6nicTepi; no 1 abo 2 Al BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nictepu B hapmakoHarnagy, 3aTBepaxeHoro
KapTOHHI KOpOoOLii Haka3oM MiHicTepcTBa OXOPOHU
3[4,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKamu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
9. IHOCEZLA cupon, 250 mr/5 mn; yoprna py3ia yoprna TypeyunHa peecTpauis Ha 5 pokis 3a He UA/18382/01/01
no 120 mny MEANUNH MEOVLWH ITAY MepiognyHicTb NOAAHHA perynspHo peyenmom nionsizae
donakoHi; no 1 nTa CAH. BE TIJX. OHOBJIOBAHOrO 3BITY 3 6e3NeKun,
hNakoHy 3 MipHUM A.LL. BiANOBIAHO A0 MopsAaKy 34iACHEHHS
CTaKkaH4MKoM y hapmakoHarnsgy, 3aTBepxeHoro
KapTOHHI KOpOoOLyi Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT YKpainu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'A
YKpainu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HavYeHMU y NepiofnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
10. KOLOEIHY NopoLLOK TOB "dapma Ykpaina MakchapnaH Cmit Cnony4yeHe peecTpauis Ha 5 pokis - He UA/18383/01/01
DOCDAT (cybeTaHuis) y Crapt" Nimiteq Koponiscteo nionsi2ae
FEMICAPAT noslieTuIeHOBUX

naketax Ans
thapmavLeBTU4HOro
3aCTOCYBaHHS




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
11. NECIBA-T®X piavHa (cybcTaHuis) BAB NIMNIAC IHAjs BAB NINIAC IHAis peecTpauis Ha 5 pokis - He UA/18384/01/01
Yy KaHicTpax 3 MPAVBET MPAVBET nionsieae
BNCOKOMOJIEKYIAPHO NIMITEL NIMITEL
ro nonieTuneHy
BMCOKOT LUINIbHOCTI
ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
12. MArHIO MOPOLLIOK [Op. Naynb HimeuuunH [Op. Naynb HimeuunHa peecTpauis Ha 5 pokis - He UA/18385/01/01
UATPAT (cybeTaHuis) y NomaHH T'M6X a NomaHH T'M6X eHa nionsizae
naketax eHp Ko. Klr'aA Ko. Kl'aA
nonieTuneHoBnx ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
13. CEBE/IAMEP TabneTkn, BKPUTI TOB Ykpaina MAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18386/01/01
NNiBKOBOO "APTEPIYM "KniBMegnpenapa MepioAnYHICTb NOJAHHA PerynsapHo peuyenmom niosnsieae
060n0HkKot0, No 800 nTa" T OHOBJIHOBAHOrO 3BITY 3 6e3neku,
mr; no 10 TabneTok y BigMNoBiAHO A0 MNopaaKy 34iACHEHHS
6nicTepi, no 18 thapmakoHarnsagy, 3aTBepaxeHoro
6nicTepis B NayLj Haka3oM MiHicTepcTBa OXOPOHK
34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
14. TAUTEUWKNIH- niodpinizat gns Mictpan AHrnis BEM lnau CaH. Be TypeuunHa peecTpauisi Ha 5 pokis 3a He UA/18387/01/01
BICTA pO34uHy Oons Kenitan Tik. A.C. MepioAnyHICTb NOfAHHA PerynsapHo peuyenmom niosnsieae
iHdpy3iiA, no 50 wr, MeHepKMeHT OHOBJIHOBAHOIO 3BITY 3 6e3neku,
no 10 chnakoHis 3 Nimiteq BiANOBIAHO A0 MopsAaky 34iACHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepAxeHoro
KapTOHHIli KopoobLi Haka3oM MiHicTepcTBa OXOPOHU
300pO0B’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMK y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
15. TAMCYNO3UHY MOPOLLIOK MpAT YkpaiHa Tixe IHpacTpi3 IHAis peecTpauis Ha 5 pokis - He UA/18388/01/01
rigpoxnoruj (cybeTaHuin) y "TexHonor" Nimiteq niosnsieae
noABINHNX

nonieTueHoBmX




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MilKax ans
dhapmaL,eBTU4YHOro
3aCcTOCyBaHHs
16. TEPBIHOPM cnpeii HaLKipHWIA, yoprna py3ia yoprna TypeuunHa peecTpauif Ha 5 pokis 6e3 niossieae UA/18389/01/01
po34uH, 10 mr/r, no MEOMUNH MEAOVUNH INTAY MepiognyHICTb NOAAHHSA PErynspHo peyenma
20 mn y chnakoHi 3 nTa CAH. BE TIOX. OHOBJOBAHOrO 3BITY 3 6e3neKu,
posnuaBavyemM Ta A.L. BiANOBIAHO A0 MopsAaKy 34iACHEHHS
3aXMCHUM chapmakoHarnsgy, 3aTBepAxXeHoro
KoBnaykom, no 1 Haka3oM MiHicTepcTBa OXOpPOHU
donakoHy B 3[4,0p0B’A YKpainu Big 27 rpyaHsa 2006
KapTOHHIlA KopooLi poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HaYeHMMK y NepioanYHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
17. TIAMA30N KpucTanivyHmi ToBapucTBo 3 Ykpaina Unuxoy AyHLieH Kutaii peecTpauis Ha 5 pokis - He UA/18390/01/01
MOPOLLIOK 06MeXeHoto PapmachbloTikan nionsizae
(cybeTaHuin) y BignoBigasibHi Ko., N4,
noaBiiHMX cTio
nonieTnieHoBmx "papmavneBTu
nakeTtax Ans YHa KOMMNaHis
hapmaLeBTUYHOTO "3popos'a”
3acTocyBaHHsA
18. TPA3040H MC Tabnetkun no 100 mr Mepokemi Kinp BMPOGHMLTBO, Higepnangu/ peecTpauisi Ha 5 pokis 3a He UA/18391/01/02
no 10 TabneTtok y Iyt KOHTPO/b SIKOCTI, Kinp MepioAnyHICTb NOfAHHA perynspHo peuyenmom niosnsieae
6nicTepi, no 3 BUMNYCK cepil: OHOBJIHOBAHOIO 3BITY 3 6e3neku,
6nictepu y dapmayeBTiLL BiANOBIAHO A0 MopsAaky 34iACHEHHS
KapTOHHIlA KopooLi AHaniTiw hapmakoHarnsagy, 3aTBepaxeHoro
NabopaTtopiym Haka3oM MiHicTepcTBa OXOPOHU
[lyiseH B.B., 300pO0B’A YKpaiHu Big 27 rpyaHs 2006
HigepnaHaw; poky Ne 898, 3apeecTpoBaHoro B
nepBuHHe Ta MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
BTOPUHHE 2007 poky 3a Ne 73/13340 (y pegakuii
nakyBaHHs, Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
KOHTPOb AKOCTI, YkpaiHu Bif 26 BepecHs 2016 poky Ne
BWMYCK Cepil: 996), CTaHOBUTbL: 3riAHO 3i CTPOKaMu,

Megokemi T4
(3aBog AZ), Kinp

3a3Ha4YeHVMU Y NepioAMYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
19. TPA3040H MC Tabnetku no 50 wr, Mepokemi Kinp BMPOGHMLTBO, Higepnangu/ peecTpauis Ha 5 pokis 3a He UA/18391/01/01
no 10 TabneTtok y nTa KOHTPO/b SIKOCTI, Kinp MepioAnYHICTb NOAAHHA PerynspHo peuenmom niosnsieae
6nicTepi, no 3 BWMYCK Cepil: OHOB/IHOBAHOrO 3BITY 3 6e3neku,
6nictepu y dapmaneBTiLL BiANOBIAHO A0 MopsAaky 34iACHEHHS
KapTOHHIlA KOopooLi AHaniTiw hapmakoHarnsagy, 3aTBepaxeHoro
NabopaTtopiym Haka3oM MiHicTepcTBa OXOPOHU
[lyiseH B.B., 300poB’A YKpaiHu Big 27 rpyaHs 2006
HigepnaHaw; poky Ne 898, 3apeecTpoBaHoro B
nepBuHHE Ta MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
BTOpPUHHE 2007 poky 3a Ne 73/13340 (y pegakui
nakyBaHHs, Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
KOHTPOb AKOCTI, YkpaiHu Big 26 BepecHs 2016 poky Ne
BWMYCK Cepil: 996), cTaHOBUTbL: 3riAHO 3i CTPOKaMu,
Megokemi T4 3a3HavyeHVMY y NepioguyHOCTi NOAaHHSA
(3aBog AZ), Kinp perynspHux 3BiTiB 3 6e3neku.
20. ®NYOKCETUH Kancynv TBepgi no KYCYM IHAjs KYCYM IHAis peecTpauist Ha 5 pokis 3a He UA/18392/01/01
20 wmr; no 10 kancyn XENTXKEP XENTXKEP MNBT MepioAnYHICTb NOAAHHA PerynspHo peyenmom niosnsieae
y 6nicTepi, no 3 abo MBT NTA, nTa OHOB/IHOBAHOrO 3BITY 3 6e3neku,

6 6nicTepiB y
KapTOHHIA ynakoBL,i

BiANOBIAHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMM y NepiognYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.

FeHepanbHUW gUpeKTop
AvpekTopaTy chapmMaueBTUUHOrO 3a6e3ne4YeHHA

0.0. Komapiga




BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

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

Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
15.10.2020 Ne 2338

TabneTtok y 6nictepi,
no 1 6nictepy B
Kopoo6Li

Canotac Papma
M6X, HimeuuunHa;
BMPOGHMLITBO

3aCTOCYBaHHS NiKapcbkoro
3acoby y posginax "B3aemogis 3
iHLLMMK Nikapcbk1MK 3acobamm

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. A3UTPO TabneTkn, BKpUTI CaHpo3 CnoBeHis nepBuHHa Ta Himeuunna/ MepepeecTpauis Ha 3a He UA/11332/01/01
CAHAO3® nniBKOBOKO dapmacbHoTi BTOPVHHA yNnakoBkKa, TypeyuunHa/ He0OMeXeHW TepPMiH. peyenmom niosnsieae
060n0HKOt0, No 250 Kan3 A.4. KOHTPONb cepii, A03BiN PymyHis OHoBeHo iHdopmMalLiito B
Mr Mo 6 TabneTok y Ha BUMyCK cepii: IHCTPYKUii 4Ns MeguyHoro
6nictepi, no 1 Cantotac ®apma 3aCTOCYBaHHSA NiKapcbkoro
6nicTepy B kOpobLi M6X, HimeuuunHa; 3acoby y posginax "Bsaemogis 3
BMPOGHMLTBO IHLIMMK NikapcbKMK 3acobamm
Hepo3dhacoBaHOl Ta iHWi BUAM B3aemogijin”,
NPOAYKLT: "Oco6nMBOCTI 3aCTOCYBaHHA"
CaHpo3 Inak CaHaii Be BiAMNOBIAHO A0 OHOB/IEHOT
Tikapet A.C., iHchopMauiT Wwoao 6esnekn
TypeyuunHa; Ai040T PEYOBUHN.
BMPOGHMLITBO 3a MepiognyHicTb NogaHHA
MOBHUM LIK/TOM: perynsipHo OHOB/IIOBAHOTO 3BITY 3
C.K. CaHgos C.P.J1., 6e3neku, BiANoBiAHO Ao MNopsaky
PymyHis 3piicHeHHs hapMakoHarnsay,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLi YKpaiHu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPO0B's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanyYHOCTI
NOAAHHSA PerynsipHNX 3BiTiB 3
6e3neku.
2, A3UTPO TabneTku, BKpUTI CaHpo3 CnoBeHis nepBuHHa Ta BTOpUHHa | HimeuwunHa/ MepepeecTpauis Ha 3a He UA/11332/01/02
CAHAOO03® nniBKOBOIO dapmachbHoTi yrakoBKa, KOHTPO/Tb TypeuuunHa/ HeobMeXeHWn TepMiH. peyenmom niosisieae
060/10HKO0, No 500 Kan3 a.a. cepil, 403BIN HA BUMYCK PymyHis OHoBNEHO iH(hopmaL,io B
Mr no 3 abo 6 cepii: IHCTPYKLii 4ns MegnyHoro




10

no 3 6nictepn y
KapTOHHIN ynakoBLi;
no 3 Tabnetkn y
6nictepi, no 1
6nictepy y
KapTOHHI ynakoBLi

IHCTPYKLii ANa MeguyHoro
3aCTOCYBaHHS /iKapcbKoro
3acoby y po3ginax "OcobnmnBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta gosu”, "Aitn"
(yTo4YHeHHs1), "Mob6iuHi peakwyii™
BiANOBIAHO A0 iHhopMmav,i
pedyepPeHTHOrOo /ikapCbKoro
3acoby (3EHTE/NT™, TabneTku no
400 wr).
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignosigHo o Mopaaky
3[jliCHEHHST (hapMakoHarnsay,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainm Big 27 rpyaHs 2006 poky

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Hepo3dacoBaHoi Ta iHWi BUAM B3aemogijin”,
npoaykuii: "Oco61BOCTi 3acTOCyBaHHA"
CaHpos3 Inak CanHali Be BiAANOBIAHO A0 OHOBNEHOI
Tikapet A.C., iHchopMmawii Lwoao 6e3nekn
TypeuunHa; nito4oi pevyoBuHW. MepiognyHicTb
BMPOGHULITBO 3a NoAaHHsA perynspHo
MOBHUM LIK/TOM: OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
C.K. CaHgos C.P.J1., BignosigHo o Mopaaky
PymyHis 3fjiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
3. AlPY KopeHesuLa TOB YkpaiHa Opxig IHTepHelwaHan IHAis nepepeectpaujis Ha - He UA/9882/01/01
KOPEHEBULLA (cybeTaHuis) y "Cymudcpitod) HeobMeXeHWn TepMiH nionsi2ae
MiLLKax [KyTOBUX apmauis”
ans
dhapmaLeBTUYHOrO
3aCTOCYyBaHHSA
4, ANbBENA® Tabnetkv no 400 mr TOB Ykpaina TOB «KYCYM ®APM>» YkpaiHa MepepeecTpaduis Ha 3a He UA/14958/01/01
no 1 Tabnetuiy «KYCYM HEOOMEXEHU TePMIiH. peyenmom niossiecae
6nicTepi, no 1 abo DAPM» OHoBeHo iHdhopMalLlito B
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no 50 TabneTok y
KOHTelHepi
n1acTMacoBoMy; Mo
1 KOHTElHEepy B
KapTOHHI Kopo6Lyi

Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB'A YKpaiHu Bif, 26

BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamum,

3a3HavyeHVMK Y NepiognuyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3nekun

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioaNYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
5. AHANPUNIH- Tabnetku no 10 wmr, ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpavis Ha 3a He UA/4715/01/01
340POB'A no 10 TabneTtok y 3 06MEXEHO HEOOMEXeHU TepMiH peyenmom niosnsiecae
6nicTepi; no 5 0OMEeXeHO Bi4nNoBigaNbHICTIO MepioAnyHICTb NofaHHSA
6nictepiB y Bignosiganb "PapmaueBTnyHA perynsipHO OHOBJ/IOBAHOr O 3BITY 3
KapTOHHI kopobuy; HiCTIO KomnaHis "3gopos’a" 6e3neku, BignosigHo o Mopagky
no 50 TabneTok y "®apmaueBT 3[iiCHeHHSs chapmakoHarnagy,
6nictepi; no 1 n4Ha 3aTBEPAKEHOr0 Haka3oMm
6nictepy B KOMMaHis MiHicTepcTBa OXOPOHM 340POB’A
KapTOHHI kopobuy; "3p0poB A" Ykpainu Big 27 rpyaHa 2006 poky
no 50 Tabnetok y Ne 898, 3apeecTpoBaHoro B
KOHTeliHepi MiHicTepcTBi tocTuuii Ykpainm 29
nnacTMacoBomy; rno ciyHA 2007 poky 3a Ne 73/13340
1 KoHTeliHepy B (y pegakuii Hakasy MiHicTepcTBa
KapTOHHI Kopo6Lyi OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku
6. AHANPWUNIH- Tabnetku no 40 wr, ToBapncTBO Ykpaina ToBapuncTBO 3 YKpaiHa MepepeecTpauis Ha 3a He UA/4715/01/02
300POB'A no 10 TabneTtok y 3 06MeXxeHo HeobMeXeHWn TepMiH peyenmom niosisi2ae
6nicTepi; no 5 obmexeHor BiANOBIAA/LHICTIO MepioagnyHiCTb NoAaHHA
6nictepiB y BignoBiAa/ b "apmaueBTnyHa PEerysisipHO OHOBJ/TOBAHOTO 3BITY 3
KapTOHHI kopobuyj; HiCTIO KomnaHis "3gopoB’a” 6e3neku, BignoeigHo o Mopaaky
no 50 TabneTok y "®apmauesT 3pjlicHeHHs1 hapmakoHarnagy,
6nictepi; no 1 NyHa 3aTBEpPAKEHOr0 HakasoMm
6nictepy B KOMNaHis MiHicTepcTBa OXOPOHU 340P0B’A
KapTOHHI kopobuyj; "3popos’a" Ykpaiuu Big 27 rpyaHsa 2006 poky




12

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

AHANPWUNIH-
340POB'A

Tabnetku no 40 mr in
bulk: no 1000
TabneTok y nakeTi
nonieTuieHoBoMy y
KOHTEWHepi
njacTMacoBoMy

ToBapucTeo
3
obmexeHo
BignoBiaab
HICTtO
"®apmaueBT
nyHa
KOMNaHis
"3popos A"

YKpaiHa

ToBapucTso 3
obmexeHoto
BiANOBIAA/TLHICTIO
"®GapmaueBTnyHa
KoMnaHis "3gopoB’a”

YKkpaiHa

MepepeecTpavisa Ha
He0OMeXeHW TepMiH
MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0 MNopsaky
3[jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku

He
nionsicae

UA/17476/01/01

ACTIIKAM

Tabnetku no 7,5 mr
no 10 TabneTtok y
6nicTepi; no 1 a6o 2,
a6o 3 6nictepu y
KapTOHHI Kopo6Lyi

Biochapm
nrp,

Monbla

Biochapm N4

Monbwa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH
MepioAnyHICTb NogaHHSA
perynspHoO OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[iiCHeHHSs chapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi Ykpainu 29
ciyHA 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku

3a
peyenmom

He
niosnsiecae

UA/3719/01/01

ACNIKAM

Tabnetkv no 15 mr
no 10 TabneTtok y
6nictepi; no 1 a6bo 2,
abo 3 6nictepun y
KapTOHHI Kopo6Lyi

Biochapm
nrg

MonbLa

Biochapm /T4

MonbLia

MepepeecTpauisa Ha
HeobMeXeHWn TepMiH
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BignoeigHo o Mopaaky
3pjlicHeHHs1 hapmakoHarnagy,
3aTBEPKEHOT0 Haka3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsizae

UA/3719/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
MiHicTepcTBi tocTuLi Ykpaiiu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynsipHux 3BiTiB 3
6e3neku
10. BETOCANIK PO3YUH HaLLKIpHWIA Benyno, niku Xopsaris Benyno, nikn Ta Xopsaris MepepeecTpauis Ha 3a He UA/10872/01/01
NOCBLWOH no 50 mn a6o no 100 Ta KOCMeTuka, A.4. HeobMeXeHW TepPMiH. peyenmom nionseae
My d1akoHi- KOCMeTUKa, OHoBeHO iHdopMaLiio B
KpanesibHuuj; no 1 A.4. IHCTPYKUiT N8 MeguyHoro
chnakoHy y 3aCTOCYBaHHSA NiKapcbkoro
KapTOHHI nayui; no 3acoby y posginax "OcobnmnsocTi
20 mn, a6o no 50 3actocyBaHHs", "lNob6iyHi peakuii”
M, abo no 100 mn y BiANOBIAHO 4,0 OHOB/IEHOT
dnakoHi 3 iHchopmawii 3 6e3neku giroyoi
MeXaHi4HVUM PeyoBUHM.
noMnoBum MepiognyHICTb NofaHHSA
po3nunoBayem; no perynspHoO OHOB/IHOBAHOIO 3BITY 3
1 donakoHy y 6e3neku, BignosigHo Ao Mopaaky
KapTOHHIN nayui 3[iliCHEeHHs1 chapmakoHarnagy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMu1 y NepiognyHOCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku.
11. BEH30MEKCOHIN | kpucTaniuHuii ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina nepepeecTpawis Ha - He UA/4489/01/01
MOPOLLIOK 3 obmexeHolo HeobMexeHuii TepMiH nions2ae
(cybeTaHuin) y 06MEeXEHO BiANOBIAA/IbHICTIO
noAgiliHnx Bignosigab "apmaueBTnyHa
nonieTuneHoBmx HicTI0 KomnaHis "3gopos'a”
naketax ans "®apmaueBT
thapmaueBTUYHOTo nyHa
3aCTOCyBaHHA KOMNaHis
"3popos's"
12. BPOHXOMYLUVH cupon 2%, no 120 nn Ykpaina TOB «Apnimen» Pecny6nika MepepeecTpaLis Ha 6e3 nionszae UA/14603/01/01
M/1 cupony B "TNEAEKC” BipmeHis HEO6MeXeHU TepPMiH. peyenma

CKNSIHOMY (p/1aKOHi;

OHoBNEHO iHhopMaLilo B




14

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

no 1 conakoHy B
KapTOHHI Kopo6Lyi

IHCTpYKUii ANns MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y posginax
"MpoTunokasaHHA",
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHs",
"Mo6iuHi peakuyji" BigNoBigHO A0
iHchopmawii Lwopo megmyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (PNHOAITEK,
cupon 2%, 5 %).

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0 MNopsaky

3[jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

13.

BPOHXOMYLUVH

cupon 5 % no 120
M/ cupony B
CKNAAHOMY (p/1aKoHi;
no 1 dpnakoHy B
KapTOHHI KOpo6Lyi

mn
"TNEQEKC”

YKpaiHa

TOB «Apnimen»

Pecny6nika
BipmeHis

MepepeecTpavisa Ha
HeobMeXeHW TEPMIH.
OHOBNEHO iHhopmaL,io B
IHCTPYKUIT N8 MeguyHoro
3aCTOCYBaHHSA iKapCbKOro
3acoby y po3ginax
"TMpoTunokasaHHa",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHSA y nepiof
BariTHOCTi abo rogyBaHHsA
rpyaar”, "MepenosysaHHs",
"Mo6iuHi peakuyii" BigNoBigHO A0
iHbopmawii Wwoao MegnyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (PNIHOAITEK,
cupon 2%, 5 %).

MepioAnYHICTb NOAAHHS

6e3
peuyenma

nionsicae

UA/14603/01/02
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Ymosu

Ne
n/n

Hassa
JNliKapcbKo20

dopma sunycky
(nikapcbka gpopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

3acoby

ynakoska)

perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0 MNopsaky
3[iicHeHHs hapmakoHarnsay,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

3a

14.

BA3OCTEHOH

KOHLeHTpaT Ans
NpUroTyBaHHs
PO34mnHY ANs iHAY3il
20 mkr/mnno 1 mn B
amnyni, no 5, 10 abo
20 amnyn B
KapTOHHI ynakoBLi
3i cneuiasibHUM
Tpumauem ans
amnyn

AT
«KeBenbT»

EcToHia

AT «KeBenbm»

EcToHia

MepepeecTpavisa Ha
HeobMeXeHW TEPMIH.
OHOBNEHO iHhopmaL,io B
IHCTPYKUIT N8 MeguyHoro
3aCTOCYBaHHS iKapCbKOro
3acoby y po3ginax
"TMpoTunokasaHHa",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mo6iyHi peakuii” BigNoOBIgHO A0
iHdhopmauii pedhepeHTHOro
nikapcbkoro 3acoby
BA3AMPOCTAH®.
MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO Ao MNopsaky
3fjificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340P0B’A
YKkpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB's YKpaiHu Bifg, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK Y NepiogNYHOCTI
NOAAaHHSA PerynspHuX 3BiTiB 3
6e3neku.

peyenmom

3a

Peknamys Homep
aHHSA peecmpayiliHo2o
nocsBi0O4YeHHs
He UA/14734/01/01
niosnsiecae
He UA/14686/01/01
niossicae

15.

BANCAPTAH

TabneTku, BKpUTI

NNiBKOBOK

CaHpos

CnoBeHisa

dapmacbHoTi

Brpo6HmuTBO "in bulk”,

IcnaHis/

nakyBaHHA,

CnoseHis/

MepepeecTpaLis Ha

HEOOMEXEHUA TePMiH.

peyenmom

CAHJ03®
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
060/10HKOI0, No 80 Kans g.a. TeCTyBaHHS: LLiBeiuapis OHoB/eHO iHdhopMaLiio y
Mmr no 14 TabneTok y Hosapric po3ginax "lMpoTunokasaHHsA",
6nicTepi; no 2 dapmauesTuka C.A., "B3aemogis 3 iHWyMn
6nictepn y Icnanis; nikapcbknMmn 3acobamm Ta iHLWi
KapTOHHI KopooLyi Bunyck cepii: BMAM B3aemogiit”, "OcobnmBocTi
ek dapmaveBTU4Ha 3acTocyBaHHA", "3acTocyBaHHA Y
KoMnaHisa g.4., nepiog, BaritTHOCTi abo rogyBaHHs
CnoseHis; rpyaato” (yTouHeHHs iHdhopmadit),
TEeCTyBaHHS: "Mo6iuHi peakwyji" IHCTPYKUIT AnsA
Consiac AT, MeAMNYHOr0o 3aCTOCYBaHHS
Lseiiapis nikapcbkoro 3acoby BignoBiaHO
[0 OHOBNEHOT iHGhopMaLii Woao
6e3nekn 3acTocyBaHHs iyl
PeYoBUHM.
MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0 MNopsaky
3[jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku
16. BA/NICAPTAH TabneTku, BKPUTI CaHpo3 CnoseHis Bupo6HmyTBOo "in bulk”, IcnaHis/ MepepeecTpavis Ha 3a He UA/14686/01/02
CAHAO3® naiBKOBOIO dapmachbHoTi nakyBaHHs, CnoseHis/ HeobMeXeHW TEPMIH. peyenmom nionsicae
060/10HKO0, N0 160 Kan3 a.a. TeCTyBaHHS: LLiBeiuapis OHOB/IEHO iHGhopMmaLito y
Mmr no 14 TabneTok y HosapTic po3ginax "lMpoTunokasaHHs",
6nicTepi; no 2 dapmauesTuka C.A., "B3aemogis 3 iHWyMn
6nictepn y IcnaHis; nikapcbknMmn 3acobamm Ta iHLWi
KapTOHHI KopooLyi Bunyck cepii: BMAM B3aemogiit”, "OcobnmeocTi
ek dapmaveBTUYHaA 3acTocyBaHHA", "3acTocyBaHHA y
KomnaHisa a.4., nepiog, BariTHOCTi abo rogyBaHHs
CnoBeHis; rpyaato” (yTouHeHHs iHdhopmaLit),
TeCTyBaHHS: "Mo6iuHi peakwyji" IHCTPYKUIT AnsA
Consiac AT, MeJNYHOr0o 3aCTOCYBaHHS
Leiiapis nikapcbkoro 3acoby BignoBiAHO
[0 OHOBNEHOT iHGhopMaLii LWoAo
6e3nekn 3acTocyBaHHs iyl
PEYOoBWHM.
MepioAnYHICTb NOAAHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayiliHo2o

nocsio4YeHHs

perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0 MNopsaky
3[iicHeHHs hapmakoHarnsay,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku

17.

LOEKCA/TIH®
IH'EKT

PO3YMH ANSt iH'EKLIN,
50 mr/ 2 mn; no 2 mn
B amnyni; no 1, abo
5, a6o 10 amnyny
KapTOHHI KOpo6Lyi

MeHapiHi
IHTEepHeLlOoH
an
OnepeiiloHc
Nokcembypr
C.A.

Mokcembyp
r

Bupo6HuLTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
Ta BUNYCK cepiit:

A. MeHapiHi
MaHydakTypiHr
NoricTikc eHp, Cepsicec
C.p.J1., Itanis;
Anbpacirma C.n.A.,
ITanisa

ITanis

MepepeecTpavisa Ha
HeobMeXeHW TEPMIH.
OHOB/IEHO iHGhopMmaLito y
po3ainax "Cknag'"(yTo4YHeHHs),
"Oco6nuBocCTi
3acTocyBaHHs","Cnocio
3acTocyBaHHs Ta
[031"(YTOUYHEHHS iHdhopmaLii),
"Mo6iuHi peakuii”, "HecyMicHicTb"
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHSA iKapCbKOro
3acoby BignoBigHO A0 MaTepianis
peecTpawiiHoro Aocbe.
MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO Ao MNopsaky
3fjificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340P0B’A
YKkpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB's YKpaiHu Bifg, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK Y NepiogNYHOCTI
NOAAaHHSA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
niosnsiecae

UA/3764/01/01

18.

AETOKCU®DIT

36ip, N0 100 ry

nakeTi, BKNageHoMy

TOB
"HaykoBo-

YkpaiHa

TOB "HaykoBo-
BMpPOGHMYA

YkpaiHa

MepepeecTpaLis Ha
HEOOMEXEHUI TepMiH

6e3
peyenma

nionsiecae

UA/3564/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Bnauky; no15ry BMPOGHMYa chapmavneBTUYHa MepiognyHicTb NoAaHHA
inbTp-nakeTi; no 20 | chapmaveBTu KoMnaHis "EM" perynsipHoO OHOBJIOBAHOr O 3BITY 3
inbTp-NakeTiB y yHa 6e3neku, BignosigHo Ao Mopagky
naui KOMMaHis 34iiCHeHHs chapmakoHarnagy,
"ENAM" 3aTBepAXEHOro Hakasom
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLji Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
NOAAaHHSA perynsipHuX 3BiTiB 3
6esneku.
19. ANCKYC PO34MH ANS iH'EKLi, Bionoriwe HimeuunHa Bionoriwe HimeuunHa MepepeecTpauis Ha 3a He UA/3959/01/01
KOMMNO3UTYM no 2,2 Mn B amnyni; Xalinbmitren XaiinbmitTens Xeenb HeobMeXeHWn TepMiH. peyenmom niossieae
no 5 amnyny b Xeesnb 6X BHeceHO oHOBMEHY iH(hopmaLito
KOHTYPHIl m6X B IHCTPYKU,it0 4151 MEANYHOTO

YapyHKOBIl
ynakosLi; no 1 a6o
no 2, a6o no 20
KOHTYPHUX
YyapyHKOBUX
yNakoBOK y kopobuj
3 KapTOHY

3aCTOCYBaHHSA NiKapcbkoro
3acoby Ao po3ginis
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHsA
rpyaa” (4onoBHEHO
iHcbopmaieto 3 6esnekn),
"Cnoci6 3acTocyBaHHA Ta f031"
(yTouHeHHs), "HecymicHicTb"
BiZANOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3nekn,
3a3HayveHol B MaTepianax
peecTpauiiHoro Jocbe
MepiognyHICTb NoAAHHSA
perynspHO OHOB/IHOBAHOrO 3BITY 3
6e3neku, BignosigHo Ao Mopaaky
3[iliCHEeHHs1 chapmakoHarnagy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),

CTaHOBUTb: 3riHO 3i CTpoKamu,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku.

20.

EHAN®-H

Tabnetku no 10
Mr/25 mr; no 10
TabneTtok y 6nictepi;
no 2 a6o no 6, abo
no 9 6nictepis y
KapTOHHI KOpo6Lyi

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "“in bulk",
nepBMHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
cepii Ta BUNYycK cepii:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;
KOHTPO/Ib cepii
(thiznyHi Ta XimiyHi
MEeTOAN KOHTPO/H):
HN30X (HauioHasnbHi
naboparopis 3a
34paB’e, OKONE iH
XpaHo), CnoseHis

CnoBeHisa

MepepeecTpadis Ha
HeobMeXeHuli TEPMIH.
OHOB/IEHO iHGhopMmaLito y
posginax:
"®apmakoTepanesTnyHa rpyna”
(pepaxuiinHi npasku),
"®apMakonoriyHi BracTnsocTi”,
"MpoTunokasaHHA", "B3aemogis 3
iHLIMMKW NikapcbknMK 3acobamm
Ta iHWi B1AK B3aemogiin"”,
"Oco61mBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTI Ta rogyBaHHsA rpyaa”
(yTouHeHHs), "Mepeno3yBaHHS",
"Mo6iuHi peakwyji" IHCTPYKUIT AnsA
Me/[IM4YHOro 3aCToCyBaHHS
nikapcbkoro 3acoby BignoBiaHO
[0 6e3nekn 3acTocyBaHHsA
Lit0UNX PEYOBUH.
MepiognyHICTb NofaHHSA
perynspHO OHOB/THOBAHOIO 3BITY 3
6e3neku, BignosigHo Ao Mopaaky
3[iliCHEeHHs1 chapmakoHarnaay,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMu1 y NepiognuyHOCTI
noJaHHA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsicae

UA/4255/01/01

21.

EHAN®-HL

Tabnetku no 10
mr/12,5 mr; no 10
TabneTtok y 6nictepi;
no 2 a6o no 6, abo
no 9 6nictepis y
KapTOHHI KOpoOL;ji

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "“in bulk",
nepByHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/1b
cepii Ta BUNYycK cepii:
KPKA, 4.4., Hoso
mecTo, CroBeHis;
KOHTPO/Ib cepil
(hi3nyHi Ta XimiuHi
METOAM KOHTPOJIHO):

CnoBeHisa

MepepeecTpavisa Ha
Heo6MeXeHU i TepPMiH.
OHOB/IEHO iHGhopMmaLito y
posginax:
"®apmMakoTepanesTuyHa rpyna”
(pepakuiiiHi npasku),
"®apMakonoriyHi BnacTnsocTi”,
"MpoTunoka3aHHa", "B3aemogis 3
iHLUMMW NiKapCbKnMmuy 3acobamu

3a
peyenmom

He
nionsiecae

UA/2872/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

HN30X (HaujoHanbHi
naboparopis 3a
34paB’e, OKONE iH
xpaHo), CnoBeHis

Ta iHWi B1AK B3aemogiin"”,
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTI Ta rogyBaHHs rpyaa”
(yTOuHeHHs), "Mepeno3yBaHHA",
"Mo6iuHi peakwyji" IHCTPYKUIT AnsA
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbkoro 3acoby BianoBiaHO
[0 6e3nekn 3acTocyBaHHsA
[il04MX PevyoBUH.
MepioAnyHICTb NoAAHHSA
perynsipHO OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignosigHo o Mopagky
3[iliCHEeHHs1 chapmakoHarnaay,
3aTBEPAKEHOT0 Hakasom
MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpaiiu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynsipHux 3BiTiB 3
6e3neku.

22,

EHTEPO)XXEPMIH

A®

CyCMeHsia opasibHa,
Ne 10; Ne 20 (10x2):
no 5 mn y chakoHi;
no 10 chnakoHis,
3'eAHaHNX MK
coboto
nonieTVNeHoBo
nepemMunyKoto, y
KaceTi; no 1 a6o 2
KaceTu B KapTOHHIl
KopooLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

NABOPATOPII
IOHITEP, ®paHujis;
CaHochi C.n.A., Itanis

PpaHuis/
ITanisa

MepepeecTpavia Ha
HeobMeXeHuli TEPMIH.
OHoBEeHO iHhopMmaLjo y po3aini
"Mo6iyHi peakyii" iIHCTPYKUIT ANs
MeJUYHOI0 3aCTOCYBaHHs
nikapcbkoro 3acoby BifnoBigHO
[0 matepianiB peecTpadiiHoro
[0CbE.
MepiognyHICTb NOAAHHSA
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO Ao MNopsaky
3[jificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340P0B’A
YKkpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB's YKpaiHu Bifg, 26
BepecHs 2016 poky Ne 996),

6e3
peyenma

nionsizae

UA/4234/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
23. IBIKMIH KOHLeHTparT ans INMCEH ®paHuisa BEO®YP INCEH PpaHLis MepepeecTpaduis Ha 3a He UA/14703/01/01
OpPa/1bHOr0 PO34UNHY; KOHCbBIOM IHOAYCTPI HEoOMeXeHN TEPMIH. peyernmom niosnsiecae
6n13bko 176 mn EP OHoBneHa iHdhopMaLis 3 6e3neku
KOHLIeHTparty ans XEJNICKEA, B IHCTPYKLii 4518 MeANYHOro
0pa/IbHOro PO3YNHY AKuioHepHe 3aCTOCyBaHHS NMiKapcbKoro
y NAAWLi; no 2 TOBapuCTBO 3acoby y po3ginax
NASALWKN Y KOMNAEKTI CMpOLLEHOTO "MpoTmnokasaHHA", "MobiuvHi
3 04HUM Tmny peakuii" BiAnoBigHO A0
CTakaH4MKOM 3 mMarepianis peecTpauiiHoro
MIpHOIO NiHieto, y 0OCbE.
KapTOHHI Kopo6Lyi MepiognyHicTb NoAaHHA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO Ao MNopsaky
3fjiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340P0B’A
YKkpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK Y NepiogNYHOCTI
NOAAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
24. KAPAIOAPIIHIH- cupon no 50 mny TosapucTBo Ykpaina BCi cTagii YkpaiHa MepepeecTpaduis Ha 6e3 nions2ae UA/11187/02/01
340POB'A nakoHi; mo 1 3 BUPOOHMLTBA, HEOOMEXEeHWUI TepMiH peuyenma
(hNakoHy 3 MipHUM 06MexeHo KOHTPO/b SIKOCTI, MepioAnyHICTb NofaHHSA
cTaKkaHoM y kopobui Bignosiganib BUNYCK cepil: perynspHoO OHOBJ/IIOBAHOrO 3BITY 3
3 KapToHy; no 100 HICTtO ToBapuncTBO 3 6e3neku, BiANoBiAHO Ao MNopsaky
M1y p1akoHi, no 1 "®apmaueBT 06MeXxeHo 3[iiCHeHHs1 chapmakoHarnagy,
hNaKoHy 3 MipHUM nuHa BiANOBIAA/LHICTIO 3aTBepXeHoro Hakasom
CTakaHOM Y Kopobui KOMNaHis "apmaueBTnyHa MiHicTepcTBa OXOpPOHM 340POB’s
3 KapTOHY "3popos'sa” KoMnaHis "3gopos'a”, Ykpaiuu Big 27 rpyaHsa 2006 poky
YKpaiHa; Ne 898, 3apeecTpoBaHoro B
BCi cTagii MiHicTepcTBi ocTuuii Ykpaitm 29
BMPOGHMLTBA, ciuHsA 2007 poky 3a Ne 73/13340

KOHTPO/b SKOCTI:
ToBapucTtso 3
06MeXxeHo
BiANOBIAA/LHICTIO
"XapkiBcbke

(y pepakuii Hakasy MinicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMK1 Y NepiogNYHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
hapmaueBTUUHe NoAAaHHSA perynsipHuX 3BiTiB 3
nignpuUeMCcTBO 6e3neku
"340poB's Hapoay",
YKpaiHa
25. KAPAIOAPIIHIH- cupon in bulk: no 50 ToBapucTBO Ykpaina BCi cTagii YkpaiHa MepepeecTpavis Ha - He UA/14656/01/01
340POB'A n'y 6oykax 3 BMPOGHMLTBA, HeobMeXeHWn TepMiH nionsi2ae
06MexXeHot0 KOHTPO/b SIKOCTI, MepiognyHICTb NoAaHHA
Bignosiganb BUNYCK cepil: perynsipHO OHOBJIHOBAHOr O 3BITY 3
HICTtO ToBapucTso 3 6e3neku, BiANoBiAHO Ao MNopsaky
"®apmaueBT o6MexeHo 3[iiCHeHHSs chapmakoHarnagy,
n4Ha BiANOBIAANBLHICTIO 3aTBEPAKEHOr0 Haka3oMm
KOMMaHis "bapmaLieBTMyHA MiHicTepcTBa OXOPOHM 340POB’A
"3p0pos'a” KoMnaHis "3gopos'a”, Ykpaiuu Big 27 rpyaHsa 2006 poky
YKpaiHa; Ne 898, 3apeecTpoBaHoOro B
BCi cTagii MinicTepcTBi tocTuLi Ykpainu 29
BMPOGHMLTBA, ciyHA 2007 poky 3a Ne 73/13340
KOHTPO/b SAKOCTI: (y pegakuii Hakasy MiHicTepcTBa
ToBapucTso 3 OXOPOHY 340pO0B'st YKpaiHu Big, 26
o6MexeHo BepecHs 2016 poky Ne 996),
BiANOBIAANILHICTIO CTaHOBUTb: 3rigHO 3i CTPOKamum,
"XapkiBcbke 3a3Ha4YeHVMU y NepioanNYHOCTI
hapmaueBTuyHe noJaHHA perynspHux 3BiTiB 3
nignpUeMCcTBO 6e3neku
"340poB'sa Hapoay",
YKpaiHa
26. Knoniagoreento MOPOLLIOK AT Ykpaina IHA-CBidpT IHAis nepepeecTpaujis Ha - He UA/14754/01/01
rAPOCYNb®AT (cybeTaHuin) B "KNIBCbKN JlebopeTopis JlimiTeq HEOOMEXEeHU TepMiH niossiecae
(BICYNb®AT) nakertax i
nonietuneHosux gns | BITAMIHHU
hapmaueBTUYHOTO 1 3ABOA"
3aCTOCYyBaHHSA
27. NE®NOK TabneTku, BKpUTI 3AT Ykpaina 3AT "dapmaveBTnyHa YkpaiHa MepepeecTpauis Ha 3a He UA/4427/01/01
nAiBKOBOIO "®apmaueBT ipma "AapHuus" HEobMeXeHW TEPMIH. peyenmom niosisi2ae
060/10HKO10, Mo 250 n4yHa chipma OHoBNEHO iHhopmaL,io B
Mr, no 5 TabneTtok y "AapHnus” IHCTPYKLii Ana MeguyHoro

KOHTYPHIl
YapyHKOBIli
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLj
y nadui; no 10
Tabnetok y
KOHTYpHilA
YapyHKoBIli
ynakosui, no 10
KOHTYPHUX
YyapyHKOBUX
YNaKoBOK y nauLi

3aCTOCYBaHHS /iKapcbKoro
3acoby y posginax "lokasaHHs",
a Takox y posginu:"
"®apmakonorivyHi BnacTmBocTi”,
"MpoTunokasaHHA", "B3aemogis 3
HLIMMK NikapcbknMK 3acobamm
Ta iHWi B1AKM B3aemogiin",
"Oco611BOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fosu",
"Mo6iuHi peakuyji" BigNoBigHO A0
iHbopmauii Wwoao MegnyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbKkoro 3acoby (Tavanic,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

film-coated tablets, He
3apEeECTpPoBaHUil B YKpaiHi).
MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0 MNopsaky
3[jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

28.

NE®IOK

TabneTku, BKPUTI
naiBKOBOIO
060710HKOt0, Mo 500
mr, no 5 TabneTok y
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
y nauyui; no 10
Tabnetok y
KOHTYpHIlA
YapyHKOBIli
ynakosui, no 10
KOHTYPHUX
YyapyHKOBUX
yNakoBOK y naui

3AT
"PapmaueBT
nyHa hipma
"fNapHuua"

YKpaiHa

3AT "®apmaueBTuyHa
ipma "AapHuus"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
OHOBNEHO iHhopmaL,io B
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHS iKapCbKOro
3acoby y po3ginax "lMokasaHHs",
a Takox y posainu:"
"®apmMakonoriyHi BnactueocTi”,
"MpoTunokasaHHA", "B3aemogis 3
IHLWMMK niKkapcbknmy 3acobamm
Ta iHWi BUAW B3aeMOgjin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mo6iuHi peakuyii" BigNoBigHO A0
iHbopmauii Wwoao MegnyHoro
3acTocyBaHHs ped)epeHTHOro
nikapcbKoro 3acoby (Tavanic,
film-coated tablets, He
3apEECTPOBaHUil B YKpaiHi).
MepiognyHICTb NOAAHHSA
perynsapHoO OHOBJ/IHOBAHOIO 3BITY 3
6e3neku, BiANoBiAHO Ao MNopsaky
3[jificHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM 340P0B’A
YKkpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340

3a
peyenmom

He
niosnsiecae

UA/4427/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayiliHo2o

nocsio4YeHHs

(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanyHOCTI
NOAAHHSA PEerynsapHuX 3BiTiB 3
6e3neku.

UA/14982/01/01

29.

MEMBPAN

TabneTku, BKPUTI
naiBKOBOIO
060s10HKO0, 10 Mr
no 10 Tabnetok y
6nicTepi; no 3 abo 6
6nicTepiB y naui

AT
"KNIBCbKW
"
BITAMIHHM
1 3ABOA"

YKpaiHa

AT "KUIBCBbKII
BITAMIHHUIA 3ABOS"

YkpaiHa

MepepeecTpaduis Ha
HeobMeXeHW TEPMIH.
OHOBNEHO iHhopmaL,io B
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHSA iKapCbKOro
3acoby y po3ginax
"TMpoTunokasaHHa",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHsA
rpyaar”, "MepenosysaHHs",
BiZANOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3neku aitoyoi
peyoBUHN.
MepioAnyHICTb NogaHHSA
perynspHoO OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
3[iiCHeHHSs chapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi Ykpainu 29
ciyHA 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
niosnsiecae

30.

MINAPANEKC-
300POB’A

Karncynv Teepgi no
250 wmr; no 10
Kancyn y 6nictepi;
no 4 6nictepn y
Kopoo6Li

ToBapuctso
3
06MEeXEHO
BignoBiAa/ b
HiCTHO
"®apmaveBT
nyHa
KOMNaHis
"3popos'a”

YkpaiHa

ToBapucTtso 3
06MeXxeHo
BiANOBIAA/LHICTIO
"®apmaueBTuyHa
KoMnaHis "3popos'a”

YkpaiHa

MepepeecTpavis Ha
HeobMeXeHWli TEPMIH.
OHoBeHo iHdopmMalLiito B
IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHS JiKapcbKoro
3acoby y posginax "B3aemogis 3
iHLWMMK NiKapcbknMmy 3acobamm
Ta iHWi BUuAmn B3aemogiii”, "Cnoci6
3acTocyBaHHs Ta Ao3n" (Lwoao
6e3nekn), "MNobivHi peakuii”

3a
peyenmom

He
nionsizae

UA/11215/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

BiAMNOBIAHO A0 OHOB/IEHOT
iHbopmawuii 3 6e3neku aitoyoi
peyoBUHN.
MepiognyHicTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
34iiCHeHHs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLji Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
NOoAAaHHSA perynspHNX 3BiTiB 3
6esneku.

31.

MINAPANEKC-
3/10POB'fl

Kancysm Teepgi no
500 wmr; no 10
Kancyn y 6nictepi;
no 6 6nictepis y
Kopoo6Li

ToBapucTeBo
3
06MEeXEHO
Bignosiganib
HiCTIO
"®apmaueBT
nyHa
KOMNaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MeXeHOI0
BiANOBIAANILHICTIO
"bapmaleBTMyHA
KoMnaris "3popos'a”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.
OHoBNEHO iH(hopmaL,io B
IHCTPYKUii Ans MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y posginax "B3aemogis 3
IHLIMMKW NikapcbkMK 3acobamm
Ta iHWi B1an B3aemogiin”, "Cnoci6
3acTocyBaHHA Ta 4o3un" (LLoao
6e3nekn), "MobiuHi peaxuii”
BiZANOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3neku aitoyoi
peyvoBUHN.
MepioAnyHICTb NogaHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignosigHo o Mopaaky
3[iiCHeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi Ykpainu 29
ciyHA 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI

3a
peuernnmom

He
nionsizae

UA/11215/02/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NoAAaHHSA perynsipHuX 3BiTiB 3
6esneku.
32. MINAPAJEKC- Kancysm Teepgi no ToBapuncTBO Ykpaina ToBapucTBO 3 Ykpaina MepepeecTpavis Ha - He UA/14684/01/01
340POB'A 250 wr; in bulk: no 3 06MexeHo HeobMeXeHWli TEPMIH. nionisi2ae
4000 y nakeTi 06MEeXEHO BiANOBIAANILHICTIO MepiognyHICTb NofaHHSA
nonieTuaeHoBomy y Bignosigaib "apmaleBTnyHA perynspHo OHOB/HOBAHOIO 3BITY 3
KOHTeWHepi HiCTHO KoMnaris "3popos'a” 6e3neku, BignosigHo Ao Mopaaky
"®apmaueBT 3[iliCHEeHHs1 chapmakoHarnaay,
nyHa 3aTBEPAKEHOr0 Hakasom
KOMNaHis MiHicTepcTBa OXOPOHU 340P0B’A
"3popos'a” Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
noJaHHA perynsipHux 3BiTiB 3
6e3neku.
33. MYCKOMEQ, PO3YUMH ANS iH EKLIN, yopna TypeuunHa | Medyap Ilnay Cax. A.LL. | TypeyumHa MepepeecTpauis Ha 3a He UA/14717/01/01
4 mMr/2mnno2mnB MEAVLNH HeobMeXeHWli TEPMIH. peyenmom nionsieae
amnyni; no 6 amnyn I1AY CAH. OHoBNEHO iHthopmaL,ito B
B KOHTYpHili BE TIOXK. IHCTPYKUIT AN MeguyHoro
YapyHKOBI A.LL. 3acTOCyBaHHs NikapCbkoro

ynakosui; no 1
KOHTYpHilA
YapyHKOBIll ynakoBLi
B KQPTOHHIli Kopobui

3acoby y posginax:
"®apmMakonoriyHi BnacTnsocTi”,
"MokasaHHA" (YTOYHEHHSA
iHchopmauii), “MpoTunokasaHHs",
"B3aemogis 3 iHWMmn
niKkapcbknMmy 3acobamm Ta iHLWi
BMAM B3aemogiin”, "OcobmBOCTi
3aCToCyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rofyBaHHs
rpyaate”, "3aaTtHicTb BNAnBaTH
Ha LWBUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopTom abo
iHWKXMK MexaHi3mamun”, "Cnocib
3aCTOoCyBaHHA Ta fo3n"
(iHchopmadiist 3 6e3neku),
"Mepepo3yBaHHA", "MOGIYHI
peaxuii” BignosigHoO A0
iHchopmawii Lwoao megmyHoro
3acTocyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (Muscoril,
PO34MH ANA iH'eKUil, 4 Mr/2 mn,
He 3apeecTpoBaHuii B YKpaiHi).
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
MepiognyHicTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignosigHo Ao Mopagky
34iiCHeHHs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLji Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
NOAAaHHSA perynsipHuX 3BiTiB 3
6esneku.
34. HIAUMHAMIA, NOPOLLIOK AT Ykpaina . Amcbpari IHAjis nepepeecTpauis Ha - He UA/5410/01/01
(HIKOTUHAMIA) (cybeTaHuis) y "KNIBCbKW JNabopaTopis HeobMeXeHWi TepMiH niosisieae
nakeTax noABiHNX 7
nonietuneHosux gns | BITAMIHHU
hapmaueBTUYHOTO 1 3ABOA"
3aCTOCyBaHHSA
35. O®P/TIOKCALVH PO34MH gNs iHysiid, AHaHTa Benvka €Bponaiich Xentkeap IHgis MepepeecTpauis Ha 3a He UA/10735/01/01
200 mr/100 mn no Megikeap BpuTaHis Met. N14. HeobMeXeHWli TEPMIH. peyenmom niossieae
100 mny nra. OHoBeHo iHdopmMalLiito B

KOHTeliHepi; no 1
KOHTeliHepy B
noNiBiHINXNOPUAHIN
nnisLi B KOPOOL;j

IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro
3acoby y posginax
"MpoTunokasaHHa", "B3aemogis 3
iHLWIMMKM nikapcbknMK 3acobamm
Ta iHWi BUAW B3aemopiii",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHSA y nepiof
BariTHoCTi abo rofyBaHHs
rpyaato”, "Aitn" (pegaryBaHHs
iHdbopmauii), "Mepeno3syBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOB/EHOI iH(hopMaLii Woao
6e3nekun Aito4oi peHOBUHN.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BignoeigHo o Mopaaky
3pjlicHeHHs1 hapmakoHarnagy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

MiHicTepcTBi tocTuLi Ykpaiiu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynsipHux 3BiTiB 3

6e3neku.
36. NMAHKPEATUH Tabnetkun MpAT Ykpaina MpAT "TexHonor" Ykpaina MepepeecTpauis Ha 6e3 niossieae UA/4577/01/01
8000 racTpope3nCTEHTHI, "TexHonor" HeobMeXeHuli TEPMIH. peyenma
no 10 TabneTtok y OHoBeHO iHdopMaLiio B
6nicTep; no 2 abo 5 IHCTPYKUiT N8 MeguyHoro
6nicTepiB y naui i3 3acToCcyBaHHS B po3aini
KapToHy; no 10 "MokasaHHSA", a TakoX B po3ginax
TabneTok y 6nictepi; "B3aemogis 3 iHWMmn
90 6nicTepiB y niKkapcbknmy 3acobamm Ta iHLWi
KOpOo6Li 3 KAPTOHY BMAM B3aemogiin”, "Oco6mBOoCTi

3acTocyBaHHsA", "3acTocyBaHHA y
nepiog BariTHOCTi abo rogyBaHHs
rpyaato” (yTouHeHHs iHdhopmauii),
"Mepeno3yBaHHs", "INoGiYHi
peaxuii” BignoBigHoO A0
OHOB/IEHOI IHdhopMaLii LWoao
6e3nekn 3acTocyBaHHs iyl
peyoBuUHM.
MepiognyHICTb NOAAHHSA
perynsapHoO OHOBJ/IHOBAHOIO 3BITY 3
6e3neku, BiANoBiAHO Ao MNopsaky
3[jificHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM 340P0B'A
YKkpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Bifg, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK Y NepiogNYHOCTI
NOAAaHHSA PerynspHuX 3BiTiB 3

6e3neku.
37. NAHKPEATUH Tabnetku MpAT Ykpaina MpAT "TexHonor" YkpaiHa MepepeecTpauis Ha - He UA/12610/01/01
8000 racTpope3nCTEHTHI, "TexHonor" HeobMeXeHN TEPMIH. niossiecae
in bulk: 4000 MepioAnyHICTb NofaHHSA
TabneTok y perynsipHo OHOB/IHOBAHOTO 3BITY 3

KOHTEeliHepi 6e3neku, BiANoBigHO Ao MNopsaky
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
naacTMacoBomMy 34iiCHeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
NoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
38. MNEHTANIIH- Tabnetku; no 10 ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina MepepeecTpavis Ha 3a He UA/14757/01/01
300POB'A TabneTok y 6nictepi; 3 o6MexeHo HeobMeXeHWii TEPMIH. peyenmom nionisi2ae
1 abo 2 6nictepu B 06MEeXeHO BiANOBIAANBLHICTIO OHoBNEHO iH(hopmaLio B
KOpOO6Li 3 KapTOHY Bignosigaib "bapmaueBTnyHa IHCTPYKUiT AN MeguuHOro
HiCTIO KoMnaris "3popos'a” 3acTocyBaHHA NikapcbKoro
"®apmaueBT (chbacyBaHHs i3 "in bulk" 3acoby y posginax
nyHa npenapary gipmu- "®apmMakonoriyHi BnacTueocTi”,
KOMNaHis BMpo6HMKa TOB "lMpoTunokasaHHa",
"3popos'a” "XapkiBcbke "Oco61mBOCTI 3aCTOCYyBaHHA",
hapmaueBTuyHE "3acTocyBaHHA y Nepeos

nignpPUEMCTBO
"340p0oB'a Hapoay",
YkpaiHa)

BariTHOCTi abo rogyBaHHs
rpyaao” (LONOBHEHHS
iHchopmawii), "AiTn" (yTouUHEeHHS
iHbopmawuii), "Mepeno3yBaHHA",
Mo6iyHi peakuii” BignoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
3aCTOCyBaHHS [jl0UNX PEYOBUH.
MepiognyHICTb NofaHHSA
perynspHO OHOB/THOBAHOIO 3BITY 3
6e3neku, BignosigHo Ao Mopaaky
3[iliCHEeHHs1 chapmakoHarnaay,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
noJaHHA perynspHux 3BiTiB 3

6e3neku.
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
39. PE-COJlb NOPOLLOK AN1s ToBapucTBo Ykpaina ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha 6e3 niosisi2ae UA/15043/01/01
0OpasIbHOTO PO3YMHY 3 06MeXeHOI0 HeobMexeHuli TepMiH. peyenma
no 18,9 r nopoLuky y obmexeHo BiANOBIAA/TLHICTIO MepiognyHicTb NoAaHHA
nakerti; no 10 a6o 20 | Bignosiganb "®apmaueBTUYHa perynspHO OHOBJ/THOBAHOIO 3BITY 3
naketiB y Kopobui HICTtO KoMnaHis "3gopoB’a” 6e3neku, BiANOBIAHO A0 MNopsaky
"®apmaueBT 3[jiicHeHHs hapmakoHarnsgy,
nyHa 3aTBEPAKEHOTO HaKka3oM
KOMNaHis MiHicTepcTBa OXOpPOHU 340P0B’A
"3popos A" Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
40. CNACKYNPENb PO3YMH ANs iH'eKLit Bionoriwe HimeyunHa Bionoriwe HimeuunHa MepepeecTpavis Ha 3a He UA/11194/01/01
no 1,1 mn B amnyni; Xannemitren Xannemittenb Xeenb HEoOMeXeHN TEPMIH. peyernmom niosnsiecae
no 5 amnyny b Xeesb 6X BHeceHo oHOB/EHY iH(hopmaL,ito
KOHTYpHil m6X B IHCTPYKUit0 ANt MEANYHOTO
YapyHKOBIl 3aCTOCyBaHHS NMiKapCbKoro

ynakoBuj; no 1, abo
no 2, aéo no 20
KOHTYPHUX
YapyHKOBUX
yrNaKkoBOK y KOPOOLL
3 KapTOHY

3acoby Ao po3ainis
"Oco61mBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHs Ta f03mn"
(yTO4HeHHs) BigNOBIAHO [0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
3aCTOCYBaHHSA iKapCbKOro
3acoby, Aka 3a3HaqeHa B
marepianax peecTpauiiiHoro
[10CbE.
MepioAnyHICTb NogaHHSA
perynspHoO OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BignosigHo o Mopaaky
3[iiCHeHHSs chapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi Ykpainu 29
ciyHA 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NoAAaHHSA perynsipHuX 3BiTiB 3
6esneku.
41. ®PECTANI® HEO TabneTkn, BKPUTI TOB Ykpaina TOB "®APMEKC Ykpaina MepepeecTpavis Ha 6e3 niosnsiecae UA/14533/01/01
10 000 060/10HKOH, "CaHodi- reyn" HeobMeXeHWn TepMiH. peyenma
KULLKOBOPO34YMHHI MO ABeHTIC 3MiHU WoA0
20 TabneTok y Ykpaina" 6e3nekn/edpeKTNBHOCTI Ta

6nicTepi; no 1
6nictepy B
KapTOHHI KOpo6Lyi

hapmakoHarnsgy. 3miHu y
KOPOTKiil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi 4515
Me[MYHOro 3aCTOCYBaHHA Y
3B'AA3KY i3 HOBUMW JaHuMu 3
AKOCTI, AOKNIHIYHUMWN, KNIHIYHUMKN
JaHMMK Ta faHuMK 3
thapmakoHarnagy - 3MiHu
BHECEHO B iHCTPYKL,il0 AN
MeIM4YHOro 3aCTOCyBaHHS
NiKkapcbKoro 3acoby Ao po3gainis
"MokasaHHA" (peparyBaHHs
TEKCTY Ta YyTOYHEHHS
iHchopmawii), "MpoTunokasaHHs",
"B3aemMogis 3 iHWunmMun
nikapcbknmy 3acobamm Ta iHLWi
BMAM B3aemogiin”, "OcobmBoCTi
3actocyBaHHs", "Cnocio
3acTocyBaHHA Ta fo3n"
(peparyBaHHs TekCTy Ta
YTOYHEHHS iHpopMalii), "To6iuHi
peaxuii” BignosigHoO A0
marepianis peecTpauiiHoro
[OCbE.
MepiognyHICTb NofaHHSA
perynspHO OHOB/THOBAHOIO 3BITY 3
6e3neku, BignosigHo Ao Mopaaky
3[iliCHEeHHs1 chapmakoHarnaay,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku.
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FeHepanbHUN AUpPEKTOp
AnpekToparty hapmayeBTUYHOro 3a6e3neyeHHs 0.0. Komapiga



MEPENIK

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

15.10.2020 Ne 2338

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

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
3-(2,2,2- MOPOLLIOK (Cy6CTaHLis) TOB YkpaiHa Xempio KuTaii BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: - UA/9857/01/01
TPUMETWUAIIA, | y nakeTax noABiiHNX "HIKO" IHTepHeLwioHa 3MiHM | TUNY - 3MiHK 3 IKOCTi. A®Il. KoHTponb AdI.
PA3VHIN) nonieTuIeHoBux ons NimiTen 3miHa y MeToaax BunpobyBaHHs AD| abo
MPOMNIOHATY hapmaLeBTUUYHOTO BUXIAHOrO MaTepiany/npoMixXHOro
AUTIAPAT 3acTocyBaHHsA npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
(MENbAOHIN) npoveci BupobHuutea A®I (iHWwi 3MiHM y MeTofax
BMNpo6yBaHHSA (BK1HOYAOUMN 3aMiHy abo
[0NOBHEHHST) A®| abo BMXiAHOTO/MPOMIXKHOTrO
NPOAYKTY) - Y 3B’A3KY 3 HaAaHHAM OHOBJ/IEHOrO
po3giny 3.2.S.4 DMF Bupo6HunkoM «Chemrio
International Limited» cy6cTaHu,i 3-(2,2,2-
TpUMeTuArigpasuHiiA) nponioHaty aurigpary, B
obuasa anbTepHaTUBHUX METOAN (TUTPYBAHHSA 3a
[0MOMOroH0 iHAMKaTopa Ta NoTeHLioMeTpUYHe
TUTPYBAHHS) BU3HAYEHHS KiNIbKICHOTO BMICTY
BHeceHa hopmyna nepepaxyHky 3-(2,2,2-
TPUMETUTIAPA3UHINA) NPOoMioHATY AUrigpaTy Ha
6e3B0HY PEHOBUHY
AJEMETIOHIH MOPOLLIOK (Cy6CTaHLis) TOB YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: - UA/14867/01/01
Yy14- y nakeTax 3 HaykoBo- BMPO6GHMYa dhipma 3MiHM | TURY - 3MiHKW 3 AkocTi. A®I. KoHTponb AdI.
BYTAHAUCYN (h0/1IbroBaHOI M1iBKM BMpOOHUYa "MIKPOXIM" 3MiHa y MeTofax BunpobyBaHHsa APl abo
b®OHAT ans ipma BUXIAHOrO MaTepiany/npoMiXKHOro
thapmaueBTUYHOro "MIKPOXIM npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
3acToCyBaHHS " npoueci BupobHuuTBa A®I (iHWi 3MiHK y MeToAax
BMNpoGYyBaHHA (BK/1HOYAOUMN 3aMiHy abo
[0MNoBHEHHs1) AD| abo BUXiAHOro/NnpoMKHOro
NpoAayKTy) - 3MiHa y MeTofax BunpobysaHHs AdI, a
came BHeCeHHs iHthopmalii Npo anbTepHaTUBHICTb
BUKOPVCTOBYBaHNX METOAIB A/151 NOKa3HWKIB SAKOCTI
«lpeHTudikauis», «KinbkicHe BU3HaYEHHS» Y
3B’A3Ky 3 ONTMMI3aLi€l0 BUKOHYBaHHS aHaUTi3iB.
KpuTepil NpuitHATHOCTI He 3MiHUUCH
AEPTAN® TabneTku, BKPUTI BAT YropwuHa BAT "leneoH YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5359/01/01
nAiBKOBOIO "TepeoH PixTep" 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
o060n0oHkoto, no 100 Pixtep" Ta chapmakoHarnagy (iHwi 3MiHu) - 3amiHa
Mr, no 10 TabneTok y rpagyivHoro opopM/IeHHS NePBUHHOI Ta BTOPUHHOT
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 2 abo no yMakoBOK Ha TEKCT MapKyBaHHS yMakoBOK 3
6 6nicTepis B BigNoBigHMMM 3MiHaMKn Ao po3sainis MKA N13:
KapTOHHI ynakoBLi 3anponoHoBaHo: Po3ain «MapkyBaHHs» 3rigHO
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHU BHECEHI
B TEKCT MapKyBaHHS YNakoBKW NikapcbKkoro 3acoby
LLIOAO 3a3HaYeHHs MKHApOAHUX NO3HAYeHb
OAMHULb BUMIpOBaHHS. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB Nicns 3aTBepIKEHHS
4, AEPTAN® MOPOLLIOK ANs BAT YropwuHa BAT "lepeoH YropuwwHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/13910/02/01
Opa/TbHOT CycneHsii no "l'epeoH PixTep", IcnaHis 3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
100 wmr, no 20 nakeTis PixTep" YropwmHa Ta hapmakoHarnsagy (iHWi 3mMiHW) - BHECEHHS 3MiH
3 NMOPOLLKOM Y (Bunyck cepil); [0 posginy “MapkyBaHHs" MKA N13™:
KapTOHHI ynakoBLi IHaycTpiac 3anpornoHoBaHo: MapkyBaHHs. 3rifHO
dapmaceyTikac 3aTBEPKEHOrO TEKCTY MapkKyBaHHS. 3MiHU BHECEHi
Anwmipan, C.A,, B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
IcnaHis LLIOA0 3a3HaYeHHS MDKHapOAHMX NO3HaYeHb
(BMPOGHULTBO OZMHULb BUMIPIOBAHHSA. TepMiH BBEAEHHS 3MiH -
Hepo3dacoBaHol npoTArom 6 micAuiB nicns 3aTBepaKeHHs
npoayKuir,
nepBuHHA
ynakoBka,
BTOPVHHA
ynaKoBKa)
5. AEPTAN® kpem, 15 mr/1 r no 60 BAT YropwumHa BAT "leneoH YropumHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/13910/01/01
ry Ty6i; no 1 1y6i B "l'epeoH PixTep" 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
KapTOHHI ynakoBL,i Pixtep" Ta hapmakoHarnagy (iHwi 3MiHu) - 3MiHN BHECEHI B
TEKCT MapKyBaHHs YNakoBKW NiKapCbKOro 3acoby
OO0 3a3HaYeHHSI MDKHapOAHMX NO3HaYeHb
OAVHMLb BUMIpIOBaHHSA. BHECEHHA 3MiH [0 po3giny
“MapkyBaHHA" MKA /13" 3anponoHoOBaHo:
MapkyBaHHs. 3rifiHO 3aTBEpPAXXEHOro TEKCTY
MapKyBaHHS. TepMiH BBE,EHHA 3MiH NPOTAroM 6
MiCALB Nic/a 3aTBepAKEHHS
6. AlPY KOpeHesuLLa TOB YkpaiHa Opxig IHAis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: - UA/9882/01/01
KOPEHEBULLA | (cy6cTaHuisn) y miwkax | "Cymudito IHTepHeLwaHan 3miHa 3asBHMKa (BNacHyka peecTpauiiHoro
[KYTOBUX A5 hapmavis” noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
thapmaueBTUYHOro Ne 460)
3aCTOCYBaHHSA
7. AKBAMAKC cnpeii HazaslbHUiA ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/12832/02/01
0,65 %, no 20 mny 03 06MexeHo 3MiHM | TUny - 3MiHK Wogo 6esnekn/edekTUBHOCTI peyenma
chnakoHax 3 06MexeHo BiANOBIAA/TbHICTIO Ta cpapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
KnanaHoM-Hacocom, 10 "®apmaueBTnyHa 0o po3ainy “MapkyBaHHs” MKA N13:
Hasa/1bHO Bignosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
Hacafkoto- bHICTIO "3popos'a” 3aTBEPKEHOrO TEKCTY MapKyBaHHSA. OHOBJ/IEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
posnunioBayem; no 1 "dapmaLes TEKCTY MapKyBaHHS yrnakoBKW ikapCbKoro 3acoby 3
hnakoHy B KOpobL;i 3 TUYHa BHECEHHSAM iHhopMaLii LWoA0 3a3HAYEHHS OANHULb
KapToHy; no 50 mn KOMNaHis BMMIpOBaHHs y cuctemi Sl, iHcpopmalii woao
abo no 100 mny "3p0poB'a” TOBAPHOro 3HaKy, JIOroTUMy KOMMaHii Ta iHWoT
hnakoHax 3 TEeXHiYHOT iHdhopMaLii. BBeEHHS 3MiH NpoTAroM 6-
KnanaHom-Hacocom, TV MicsILiB Nicns 3aTBepKeHHs
Ha3a/1bHOIO
Hacafkoto-
po3nuaoBayvem; no 1
chnakoHy B KOpoo6Li 3
KapToHy; no 50 mn, no
100 mn a6o no 150
My 6as1oHI 3
K/lanaHoM-nakeToM,
Ha3a/1bHOI HacaKo
- po3nunoBavemM Ta
3aXMCHUM KOBMaYKoM;
no 1 6asoHy y
KOpOO6Li 3 KAPTOHY
8. AKTPANIA® PO3YUH NS iH EKLN, A/T HoBo [aHis A/T HoBo [Oanisa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0325/01/02
HM 100 MO/mn no 10 mn Hopgick Hopgaick, Aanis PpaHuin 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
y thnakoHi; no 1 (BUpOGHYKK Ans Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
dhnakoHy y KapTOHHilA MapKyBaHHs Ta y3arasisHeHNX faHux Npo cucTemy
KOpOoO6Li yMakoBKM thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
hN1aKoHiB, npo cuctemMy gpapmakoHarnsgy, amiHa
BTOPWHHOIO YNOBHOBaXEHOI 0C06M, BignoBigansHOI 3a
nakyBaHHs); A/T 3[ilicCHEHHS chapMakoHarnsay; KOHTakTHOT ocobu 3
Hoso Hopgick, chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
[aHis (BUpobHUK thapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHa
Hepo3dacoBaHor Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifasibHOI 3a
0 NPOAYKTY, 3fjiicHeHHs hapmakoHarnagy (Bkoyarym
HanoBHEHHS B KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
dhnakoHwu, (paiina cuctemmn chapmakoHarfisgy) - 3miHa
nepBuHHA KOHTaKTHUX JaHWX KOHTaKTHOT 0cobu
ynakoBKa, YNOBHOBAXEHOT 0CO6U 3as1BHVKA, BifnoBigasibHOI
KOHTPO/1b SKOCTI 3a 3[jiicHeHHs hapmakoHarnsagy B YkpaiHi
Ta
BiANoOBigabHUI
3a BUNycCK cepiit
KiHLEBOro
npoaykty); Hoso
Hopgaick
[poatoKCLOH
CAC, dpaHuia
(BMPOGHYMK
npoaykuii 3a
NOBHVM LIMK/IOM)
9. AKTPANIA® PO34MH AN1S1 iH'EKLIA, A/T HoBo [aHis A/T Hoeo [Janis/ BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3a UA/17171/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HM 100 MO/mn; no 3 Mny Hopgick Hopgick, anis Bpasunis/ 3MiHM Il TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
®JIEKCMNEH® KapTpuaxi; no 1 (BpeHHyM Mapk, dpaHuin Ta (papmakoHarnsgy. 3MiHu y KOpoTkiii

KapTpuaxy y
6araTo030Bili
0/IHOPa30Biit WNpuL-
pyuui; no 1 a6o 5
LUMPUL-PYYOK Y
KapTOHHI Kopo6Lyi

[K-3400,
Xinnepoep,
(BUPOBHWK

BiANOBIAAIbHNI
3a 36MpaHHs,
MapKyBaHHs Ta

BTOPVHHE
nakyBaHHS

roToBOro

NpoAyKTYy

(dnekcleH®);
KOHTPO/b SKOCTI
roTOBOro

NpoAyKkTy

(PnekcleH®));
A/T Hoso
Hopgick, anis
(HoBo Anne,
Barcsaepp, 2880
(BMPOGHYMK
Hepo3dacoBaHor
0 NPOAYyKTY,
nepBuHHE
nakyBaHHS;
KOHTPO/1b SKOCTI
NpOAYKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHin®) Ta
BiANOBIAAbHNI
3a BUNyckK cepii
roToBOro

NpoAyKTYy

(PnekcleH®)));
A/T HoBo
Hopgaick, AaHis
(Xannac Anne,
[IK-4400
KanyHg6opr
(BMPOGHYMK
Hepo3dacoBaHor
0 NPOAYyKTY,
nepBuHHE
nakyBaHHs(kapTp
noxi MeHgin®);
36MpaHHs,

XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMY AaHUMM 3 SIKOCTI,
OOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHVMU 3
thapmakoHarnagy - 3MiH1 BHECEHO A0 IHCTpYKUiT
AN MeAUYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
00 po3ainy "OcobaMBOCTi 3aCTOCyBaHHSA".
BBeaeHHs 3MiH npoTarom 6 MicAuiB micns
3aTBEPIAKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs
roToBOro
npoAykTy
(dnekcleH®));
Hoso Hopgick
MNpoaykao
dapmaceyTika go
Bpasinb NITga.,
Bpasunis
(BMPOGHYMK
Hepo3acoBaHor
0 NPOAYyKTy,
nepBuHHE
nakyBaHHS;
KOHTPO/b SKOCTI
NpoAayKTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®);
36UpaHHs,
MapKyBaHHS Ta
BTOPVIHHE
nakyBaHHs
roToBOro
NPoAyKTYy
(®PnekcleH®);
KOHTPO/1b SKOCTI
roToBOro
npoAykTy
(dnekcleH®));
Hoso Hopgick
IpoAoKCHLOH
CAC, ®paHuis
(BMPOGHYMK
npoaykuii 3a
MOBHUM LIMK/IOM)

10.

ANEPIOMAKC

TabneTku, BKpUTI
NAiBKOBOO
060/10HKO1O, N0 5 M,
no 10 Tabnetok y
6nictepi; no 1
6nicTtepy B KopobL,i 3
KapTOHY

ToBapucTts
03
obMexeHo
10
Bignosigan
bHICTIO
"®apmaues
TUYHa
KoMnaHis

YkpaiHa

ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"®apmavueBTnyHa
KoMnaHis
"3p0pos'a”,
YkpaiHa (BCi
cragji
BMPO6HMLITBA,

YkpaiHa

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

0o po3giny “MapkyBaHHsA" MKA N13:
3anpornoHoBaHo: MAPKYBAHHSA BignosigHo ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBEHHS

TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
BHECEHHSAM iHGhopMaLii LWOA0 3a3HAYEHHS OAMHULL
BMMIipOBaHHs y cuctemi Sl, iHpopmalii woao

6e3
peyenma

UA/10913/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"3popos’a” KOHTPO/Ib SIKOCTI, TOBAPHOro 3HaKy, JIOroTUMy KOMMaHii Ta iHWoT
BUNYyCK cepii); TEeXHIYHOT iHghopMaLii. BBeEHHSI 3MiH NpoTArom 6-
ToBapucTBO 3 TV MicsILiB Nicns 3aTBepKeHHS
06MeXeHoto
BigNoBiga/IbHICTIO
"®APMEKC
rPYMN", Ykpaina
(Bci cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI)
11. ANNEPFOMAKC cupon, 0,5 mr/mn no ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/10913/02/01
50 mn y donakoHi, no 1 03 06MEXeHOo 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peuyenma
hNakoHy pasom 3 06MexeHo BiANoBiAa/IbHICTIO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
[03YH0UUM LUMPULOM- 10 "®apmavueBTnyHa 00 po3ainy “MapkyBaHHs” MKA N13:
nineTKoo B KOpo6Li 3 Bignosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
kapToHy abo no 100 bHICTIO "3p0pos'a”, 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS
My cpnakoHi, no 1 "®apmaues YkpaiHa (BCi TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
pNakoHy pasom 3 TUYHA cragji YNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM
[03YH0UNM LLINPULOM- KomnaHis BUPOGHMLITBA, iHchbopmauii W00 3a3HaYeHHA OAVHNLbB
nineTkoo B KOPO6L,i 3 "3po0poB'a” KOHTPO/1b SIKOCTI, BMMIpIOBaHHA y cuctemi Sl.
KapToHYy BMNYCK cepil); BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
ToBapucTBO 3 3aTBEPAKEHHS
06MexeHo
BiANOBIAA/TIbHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpyeMCTBO
"3a0poB's
Hapogay", YkpaiHa
(cTagii
BMPOGHMLITBA,
KOHTPO/1b SIKOCTI)
12. ANOKIH- niocpinizat gns TOB "Tb- depepatn MpAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/8668/01/01
ANNb®A PO34MHY ANS iH'EKLi PAPMA" BHa "BIODAPMA", 3MiHM | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapCbKuii peuenmom
no 1,0 mr; Ans Pecny6nik YkpaiHa,; 3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHU
BMpo6HUKa MpAT a TOB "$3 3aci6. 3miHa chopmm abo po3Mipy KOHTeliHepa um
"BIOPAPMA", HimeuuunH "BIO®APMA", 3aKynoprBasIbHOro 3acoby (NepBUHHOI YNakoBKM)
YkpaiHa, M. Kuis: 3 a YKkpaiHa, (cTepunbHi nikapcbki 3aco6u) - AOAAHHA PO3MIpY
amnynm 3 AN «EH3VM>», (06’emy) NEpPBMHHOrO NakyBaHHSA — 6 M/ Npn
niodpinizatom y Ykpaina HEe3MiHHOMY XiMiYHOMY COCTaBi CK/la Yy 3B 3Ky

KaCeTHili KOHTYpHili
YapyHKOBIl ynakoBLyj;
no 1 KaceTHii
KOHTYPHI1 YapyHKOBIlA
ynakoBLUi y navu,i 3
KapToHy; Ans
BMpo6HUKa TOB ®3
"BIOPAPMA",

BBEIEHHAM [04aTKOBOT AiNIbHULI BUPOOHULTBA 415
BCbOr0 BMPOGHMYOro npouecy MN3; 3amiHn | Tuny -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHULI, Ha AKIA 34IACHI0ETLCS
KOHTPOb/BUNPOGYBaHHS cepii) - A0AaBaHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YkpaiHa, Kuiscbka LiNbHUL, Ha 5K 34iACHIOETLCSA
06n., m.bina Llepksa: KOHTPONb/BUNPO6YBaHHSA cepii AN «<EH3VM»,
3 chnakoHu 3 BiHHULbKa 0611, M. JlaguXuH, By/.
niodpinizatom y Xni6o3aBoAcbka, 2; 3MiHW | TMNy - 3MiHW 3 AKOCTI.
KaCeTHIli KOHTYpHil [OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
YapyHKOBIli ynakoBLyj; 3miHa iMnopTepa/3aMiHm, L0 CTOCYHOTLCSA BUMYCKY
no 1 KkaceTHii cepil Ta KOHTPO/II0 SIKOCTi FOTOBOr0 MiKapPCbKOro
KOHTYPHIli YapyHKOBIi 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLLO
ynakoBLi y navu,i 3 BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepii) - He
KapToHy; 3 amnynu 3 BK/TIOHAI0UN KOHTPO/Ib/BUNPOOYBaHHSA cepii -
niodpinizatom y [ofaBaHHA BUPO6GHUKa, LLO BiAMNOBigaE 3a
KaceTHIli KOHTYpHil BBE3EHHA Ta/abo BMMNyCK cepil - He Bkovaoun
YapyHKOBIli ynakoBLyj; KOHTpO/b/BMNpo6yBaHHSA cepii A «EH3VM>»,
no 1 KaceTHii BiHHMUbKa 0611., M JlTaavXuH, ByN.
KOHTYPHIll YapyHKOBIi Xni6o3aBoacbka,2. 3MiHM BHECEHO B IHCTPYKLIitO
ynakoBLi y nauui 3 ANA MeAUYHOro 3acTOCYBaHHS: foAaBaHHS
kapToHy. [ns BMPOOGHMKA i3 3a3HAYEHHSAM 0ro
BMpo6HMKa A1 MiCLLe3HaXOKEHHS, a TakoX A0A4aBaHHs YNakoBOK
"EH3uM™: 3 donakoHu 3 N3, wo B1po6NSAITLCS LM BUPOBHUKOM, i3
niodpinizatom y BHECEHHSIM BifNOBIAHNX 3MiH Y TEKCT MapKyBaHHS
KaceTHIli KOHTYpHIl yMakoBKM MiKapCbKOro 3acoby; 3miHu | Tuny - 3miHn
YapyHKOBIli ynakoBLyj; 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
no 1 KaceTHii BMPOOHULTBI. 3amiHa abo BBeAeHHS 104aTKOBOT
KOHTYPHIll YapyHKOBIl OiNbHULI BUPOGHMLTBA A4/18 YAaCTMHN abo BCbOro
ynakoBLji y navyj 3 BMPOGHMYOro MPOLLeCy roToOBOrO JliKapCbKoro
KapToHy 3acoby (AinbHMLSA, Ha SiKili NPOBOAATLCA By /b-SiKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/IO SKOCTi Ta BTOPUHHOTO MakKyBaHHS AN
CTepU/IbHUX NiKapCbKnx 3acobis (BKIOHAOUM
BMPOGNEHI aCenTUYHUM METOA0M), KPIM JTiKapChKUX
3aco6iB 6i0N10ri4YHOro/iMyHO/ONYHOTO MOXOMKEHHS).
CynyTHs 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
ab0 BBeAEHHS A0AATKOBOI AifIbHUL BUPOGHMLTBA
[ANS YacTHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /iKapCbkoro 3acoby (ainbHnusa ans
BTOPWHHOTO NMakKyBaHHS) - BBEAEHHS A0AaTKOBOI
OiNbHULI BUPOGHMLITBA
13. AnonypPuvuHonN Tabnetku no 100 wmr, My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7302/01/01
no 10 Tabnetok y akuioHepHe akuioHepHe 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
6nictepi; no 5 TOBapuCTBO TOBapucTBo Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
6nicTepiB y nauui "HaykoBo- "HaykoBo- TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
BUPOGHNUM BUPOGHNUNI BHECEHHAM iH(hopMaLlii LWLOAO 3a3HaYeHHS O4UHULb
7 ueHTp LEeHTp BUMIpIOBaHHA y cuctemi Sl. BHeCeHHs 3MiH 0
"Bopuarisc "BopLuariBCcbkuii po3giny “MapkyBaHHa" MK /13; 3anponoHoBaHo:
bKUIA XiMiKO- XiMiKO- MapkyBaHHSA. BignosigHO [0 3aTBEPKEHOIO
chapmaneBT thapmaueBTUYHUIA TEKCTYy MapKyBaHHSA ynakoBku. TepmiH BBeAEHHS
NYHWI 3aBog", YkpaiHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aBog" (BMpPOGHMLTBO 3a 3MiH NPOTAroM 6 MICALIB MiC/1A 3aTBEPAKEHHS
NOBHWUM LMK/IOM);
ToBapucTBO 3
06MeXeHoto
BigNoBiga/IbHICTIO
"ArPO®APM",
YKpaiHa
(BUPOBHMLTBO,
naxkyBaHHs,
BUMYCK Cepiif);
ToBapucTBO 3
06MeXeHOo0
BigNoBiga/IbHICTIO
"Hatyp+",
Ykpaina
(KOHTPO/Ib Cepilf)
14. ANTEMIKC cupon, 25 mr/5 M, no ToBapucTs YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7157/01/01
100 mn y chnakoHi; no 03 hapmaueBTnUHe 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/ePeKTUBHOCTI peyenma
1 chnakoHy y 06MexeHo nigNpPUeEMCTBO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
KOMMNEKTi 3 MipHOI 10 "380poB's 00 po3ainy “MapkyBaHHs” MKA N13:
JIOXKOIO Y KApTOHHIl Bignosigan Hapopay", YkpaiHa 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
KOpoo6Li bHICTIO (Bci cTagii 3aTBEPKEHOI0 TEKCTY MapKyBaHHS. OHOBNEHHS
"dapmaLes BMPOGHMLITBA, TEKCTY MapKyBaHHs yNnakoBK/ NiKapCbKoro 3acoby 3
TUYHa KOHTPO/Ib SKOCTI); BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
KOMnaHis ToBapucTBO 3 BUMIpIOBaHHsA y cuctemi Sl, iHpopmalii woao
"3popos'a” 06MmexXeHo TOBaApHOro 3Haky, 10roTuny KoMnaHii Ta iHwa
BiANOBIAA/TIbHICTIO TexHiuHa iHdhopmauis. BBeeHHS 3MiH NpoTArom 6-
"GapmMaueBTNYHa TV MiCALIB NicNa 3aTBEPIKEHHS
KoMnaHis
"3p0pos'a”,
YkpaiHa (BCi
cragji
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYyCK cepii)
15. ANTEMIKC cupon, no 50 mn abo ToBapucTs Ykpaina ToBapucTBO 3 YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 6e3 UA/13552/01/01
BPOHXO no 100 mn y dpriakoHi; 03 06MexeHo 3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peyenma
no 1 dpnakoHy pasom 06MexeHo BiANOBIAA/TIBHICTIO Ta chapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
3 JTOXKOI MIpHOK Y 10 "®apmaueBTnyHa 00 po3giny “MapkyBaHHs” MKA N13:
KOpOO6Li 3 KAPTOHY Bignosigan KOMnaHis 3anporoHoBaHo: MAPKYBAHHSA BignosigHo no
BHICTIO "3p0pos'a” 3aTBepKEHOro TeKCTy MapKyBaHHA. OHOBIEHHSA
"®apmaueB TEKCTY MapKyBaHHs NepBUHHOT Ta BTOPUHHOT
TUYHa yNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KoMnaHis iHchopmauii LWoAo 3a3HaYeHHs OANHULb
"3p0poB'sa” BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPLYKEHHS
16. AMBPOKCO/ Tabnetkv no 0,03 r, MpuBatHe YkpaiHa MpuBatHe YKpaiHa BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis: 6e3 UA/6958/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

no 10 Tabnetok y
6nictepi; no 1 a6o 2
6nictepy y nauui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 50 a6o 100
6nicTepiB y nayui 3
KapTOHY

akujioHepHe

TOBapUCTBO
"Nlekxim-
Xapkis"

akujioHepHe
TOBapUCTBO
"lekxim - Xapkis"

3MiHM | TRy - 3MiHKM 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudiikata
BiANoBIAHOCTI ab60 BUYyYeHHs cepTudikaTa
BiANOBIAHOCTI €Bponeiickkin hapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIXHOT pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA -
noAaHHA OHOBMIEHOTo cepTudikaTty BiAgNoBiAHOCTI
€Bponelicbkiin hapmakonei R1-CEP 2004-201-Rev
04 Big 3aTBEPAKEHOIO BUPO6HMKA SHILPA
MEDICARE LIMITED, India gjto4oi pe4yoBuHm
amM6pokcony rigpoxs1opua, y 38'a3Ky 3i 3MiHOK
agpecu BupobHmka A®I (3anponoHosaHo: R1-CEP
2004-201-Rev 04 SHILPA MEDICARE LIMITED
Plot No. 1A & 1A'P', 1B, 2, 2A, 2B, 3A to 3E, 4A,
5A, 4B & 5B Deosugur Industrial Area India-584
170 Raichur, Karnataka

peyernma

17.

AMBPOKCO/N

Tabnetk no 0,03 rin
bulk: no 3000
Tabnetoky
KOHTeliHepax

MpuBatHe
akujioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MpusatHe
akujioHepHe
TOBapuUCTBO

"Nlekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHuW | TMny - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTI/lE-cepTudpikat BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHsA
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans Adl;
[ANs BUXIAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; onsA LONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkil thapmakonei) -
OHoB/EeHWIA cepTUdiKaT Bif yXe 3aTBEepAXEHOro
BMPOGHMKA -
noAaHHA OHOBMIEHOTO cepTudikaTty BignNoOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2004-201-Rev
04 Bif 3aTBEPAKEHOIO BUPO6HMKA SHILPA
MEDICARE LIMITED, India gjtouoi pe4oBuHm
ambpoKcony Tigpoxnopua y 38’a3Ky 3i 3MiHOK
aapecu BupobHuka A®I (3anponoHosaHo: R1-CEP
2004-201-Rev 04 SHILPA MEDICARE LIMITED
Plot No. 1A & 1A'P', 1B, 2, 2A, 2B, 3A to 3E, 4A,
5A, 4B & 5B Deosugur Industrial Area India-584
170 Raichur, Karnataka

UA/2980/01/01

18.

AMBPOKCO/1-

cupon, 15 mr/5 mn no

ToBapucTs

YKpaiHa

ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH 10 peecTpaliiHux maTtepianis:

6e3

UA/5897/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
340POB'A 100 mn y donakoHi, no 03 0bMexeHot 3MiHM | TURy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
1 chnakoHy pa3om 3 o6MexeHo BiANoBiga/IbHICTIO Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
MipHOIO JTIOXKKOIO B 10 "PapmaueBTnyHa TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
KapTOHHI kopobuj; no | Bignosigan KoMnaHis yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM
2,5 Mn, abo no 5 mn, bHICTIO "3p0pos'a”, iHhopMaUiT LLoA0 3a3HAYEHHS OAVNHULL
ab6o no 10 mn y cawe "®apmaues YkpaiHa (Bci BMMIpPIOBaHHS y cuctemi Sl. BBefeHHs 3MiH
3 KOMGiHOBaHOrO TMYHa cTagji NpoTArom 6-Tu MicALiB Nicns 3aTBEpPAKEHHS
matepiany; 20 cawe y KOMnaHis BMPOBOHULTBA,
KapTOHHI Kopobu,i "3popos'a” KOHTPO/Ib SIKOCTI,
BUNYCK cepii);
ToBapucTBO 3
06MeXeHOo0
BigNoBiga/IbHICTIO
"XapkiBcbke
thapmaueBTuuHe
nignpyeMCcTBO
"380poB'a
Hapogay", YkpaiHa
(Bci cTagiji
BMPOBHULTBA,
KOHTPO/b SIKOCTI)

19. AMBPOKCO/1- cupon, 30 mr/5 M no ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/5897/01/02
340POB'A 100 mn y chnakoHi; no 03 06MmexXeHo 3MiHKM | TURy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuyenma
POPTE 1 chnakoHy pasom 3 0bMexeHo BiANOBIAA/TIbHICTIO Ta dpapmakoHarnsgy (iHwi 3MiHK) - BBeAEeHHS

MiPHOIO JTOXKOIO B 10 "dapmaLeBTnyHa [00aTKOBOro TEKCTY MapKyBaHHSA ynakosku no 100
KapTOHHiI kopobuj; No Bignosigan KOMnaHis M/1. BHeceHHs 3MiH A0 po3giny “MapkyBaHHS" MKA
5 mn y cawe; no 20 bHICTIO "3p0pos'a”, N3: 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
calue y Kopobui 3 "®apmaues YkpaiHa (BCi [,0 3aTBEPAXEHOro TEKCTY MapKyBaHHA
KapTOHY TUYHa cragji
KOMNaHis BMPOGHULTBA,
"3p0poB'a” KOHTPO/1b SIKOCTI,
BUNYyCK cepii);
ToBapucTBO 3
06MeXeHoIo
BiANOBiAA/IbHICTIO
"XapkiBcbke
hapmaueBTuyHe
nigNpPUEMCTBO
"380poB'a
Hapogay", YkpaiHa
(Bci cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI)

20. AMBPOKCO/1- cupon, 30 mr/5 M no ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5897/01/02
340POB'A 100 mn 'y chiakoHi; no 03 06MEXeHOo 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
POPTE 1 chnakoHy pa3om 3 06MeXeHo BiNOBifa/IbHICTIO Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS

MipHOIO JTOXKOIO B () "®apmaLieBTUYHa TEKCTY MapKyBaHHS yNnakoBK/ NiKapCbKoro 3acooy 3
KapPTOHHI KOpoo6Lj; No Bignosigan KOMNaHis BHECEHHSM iHhopMaLii LWoA0 3a3HAYEeHHS OAVHULb
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
5 mn y cawe; no 20 bHICTIO "3popos'a”, BVMIiptOBaHHSA y cuctemi Sl, iHdhopmauii woao
calue y kopobu,i 3 "®apmaues YkpaiHa (BCi TOBapPHOro 3Haky, NoroTuny KoMnaxii Ta iHwoi
KapToHYy TUYHa cragii TeXHIYHOI iHchopmauii. BBeEeHHS 3MiH NpoTArom 6-
KOMMNaHis BMPOGHMLITBA, TV MicsILiB nicns 3aTBepKeHHS
"3popos'a” KOHTPO/Ib SIKOCTI,
BMNYCK cepil);
ToBapucTBO 3
06MexeHot
BiANOBIAA/TIbHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpveMCTBO
"3a0poB's
Hapogay", YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/1b SIKOCTI)
21. AMIHA3WH- TabneTkun, BKpUTI TosapucTs YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1118/02/01
340POB'A 060/10HKOI0, N0 25 Mr 03 06MeXeHo 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
Ne 20 (10x2), Ne 20 0o6MmexeHo BiANOBiAa/IbHICTIO Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
(20x1) y 6nicTepax B 10 "®apmaveBTuyHa «[padhiuHe ohopMIEHHS YNaKoBKN» Ha po3fin
kopobui; Ne 20 y Bignosigan KOMnaHis «MapkyBaHHs1» B MK# J13: 3anponoHoBaHo:
6nictepax bHICTIO "3popos'a"” MAPKYBAHHSA BignosigHo A0 3aTBEpPKEHOr0
"®apmaues TEKCTY MapKyBaHHS.
TMYHa OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBKW
KOMnNaHis nikapcbKoro 3acoby 3 BHeCEeHHAM iHthopmalii Wwoao
"3p0pos'a” 3a3Ha4YeHHs OAMHWLb BUMIPIOBaHHS Y cuctemi Sl,
iHbopMmaUii WoA0 TOBAPHOTO 3HaKy, 10roTuny
KOMNaHii Ta IHWOT TeXHIYHOT iHchopmaLlii. BBeaeHHs
3MiH NpOTArom 6-T1 MicALIB Nicns 3aTBEpPAKEHHS
22. AMIHA3UH- TabneTku, BKpUTI ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/1118/01/01
340POB'A N1iBKOBOIO 03 06MexeHot 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peuyenmom
060/10HKO10, Mo 100 06MeXeHo BigMNOBiga/IbHICTIO Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHST 3MiH
mr, no 10 TabneTok y 10 "®apmaveBTnyHa 0o po3giny “MapkyBaHHs" MKA N13:
6nicTepi; no 1 abo 2 signosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
61icTepy B KApTOHHil bHICTIO "3p0poB's” 3aTBEPKEHOrO TEKCTY MapKyBaHHSl. OHOBNEHHS
kopo6ui; no 20 "®apmaves TEKCTy MapKyBaHHS YNakoBKU/ NiKapCcbKoro 3acoby 3
Tabnetok y 6nictepi; TUYHa BHECEHHSAM iH(hopMmalLii LLOAO 3a3HAYEHHS OAUHULb
no 1 6nictepy B KOMMNaHis BMMIpOBaHHs y cuctemi Sl, iHpopmal,ii wogo
KapTOHHIA Kopoo6Lii; no "3popos'a” TOBapPHOro 3Haky, NoroTuny KOMMNaHii Ta iHwoi
10 TabneTok y TeXHIYHOI iHchopmauii. BBeieHHs 3MiH NpoTArom 6-
6nicTepax TV MiCSILiB NiCNsi 3aTBEPAKEHHSI
23. AMIHA3WH- TabneTku, BKpUTI ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/1118/01/02
3400POB'A nAiBKOBOO 03 06MeXeHo 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
o060n0Hkoto, no 50 wmr, 0bMexeHo BiAMNOBIAA/TbHICTIO Ta chapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
no 10 TabneTtok y 10 "®apmaveBTnyHa 0o po3ainy “MapkyBaHHs” MKA N13:
6nicTepi; no 1 abo 2 Bignosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHSA BignosigHo ao
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepy B KAPTOHHIi bHICTIO "3nopos'a” 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/EHHS
Kopob6ui; no 20 "®apmaues TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
Tabnetok y 6nictepi; TUYHa BHECEHHAM iH(hopmalLii LLOAO 3a3HAYEHHS OAUHULD
no 1 6nictepy B KOMnaHis BVMIiptOBaHHSA y cuctemi Sl, iHdhopmauii woao
KapTOHHIA Kopoo6Lii; no "3p0poB'a” TOBapPHOro 3Haky, oroTuny KoMnaxii Ta iHwoi
10 TabneTok y TeXHIYHOI iHchopmauii. BBeeHHS 3MiH NpoTArom 6-
6nictepax TV MicsLiB nicns 3aTBepOKeHHS
24, AMIHOKAMNPO nopoLUoK ANs TOB YkpaiHa TOB "VcTok- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/16974/01/01
HOBA opaJsibHOro "NcTOoK- Mntoc" 3MiHKM | TNy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peyenma
KNCNOTA 3acTocyBaHHA Mo 1ry Mntoc" Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
cawe NelO (10x1) y 00 po3gainy «MapkyBaHHsA» MKA N3;
KOpo6L,i 3 KapTOHY; 3anponoHoBaHo: Po3gin MKA «MAPKYBAHHHA.»
Nel y cawe 3rifHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHSI.
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBK/
niKapcbKoro 3acoby 3 BHECEeHHAM iHthopmal,ii LWwoao
3a3HavyeHHsa O4VHULb BUMIPIOBaHHA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 2-x mMicsiliB nicns
3aTBEPIKEHHS
25. AHTIINEKC- PO34MH AN POTOBOI ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/10126/02/01
3400POB'A NOPOXHUHM Mo 120 mn 03 06MmeXeHo 3MiHK | TURy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenma
y chnakoHi; o 1 06MeXeHo BigNOBiga/IbHICTIO Ta hapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHST 3MiH
thnaKkoHy y KapTOHHil 10 "®apmaveBTnyHa 0o po3giny “MapkyBaHHs" MKA N13:
KopooLi signosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
bHICTIO "3popos's", 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOBJ/IEHHS
"®apmaues YkpaiHa (BCi TEKCTy MapKyBaHHS YNakoBKU/ NikapCcbKoro 3acoby 3
TUYHa cragii BHECEHHSAM iHthopMmalii LLOAO 3a3HAYEHHS OfUHULb
KOMMNaHis BMPOGHMLTBA, BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
"3p0poB'a” KOHTPO/1b SIKOCTI, NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPLYKEHHS
BUNYCK cepil);
ToBapucTtso 3
06MeXeHoI0
BiANOBIAA/TIBHICTIO
"XapkiBcbke
hapmaueBTuyHe
nignpUeEMCTBO
"380poB'a
Hapogay", YkpaiHa
(Bci cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)
26. AHrIIEKC- cnpei ans potoBof TosapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/10126/01/01
340POB'A MOPOXHUHM 1Mo 30 M 03 0bMexeHo 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenma
y 6@/10Hi 3 KNnanaHom- o6MexeHo BiANoBigasIbHICTIO Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
Hacocom, HacaKow- 10 "®apmaueBTnyHa 00 po3giny “MapkyBaHHs” MKA N13:
posnunoBayem; no 1 Bignosigan KOMMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6asIoHy B KAPTOHHIi bHICTIO "3p0opos'a” 3aTBEPAKEHOr0 TEKCTY MapKyBaHHA. OHOBJ/IEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
kopo6ui; no 50 mny "dapmaLes TEKCTY MapKyBaHHS yrnakoBKW ikapCbKoro 3acoby 3
hN1akoHi 3 opasibHUM TUYHa BHECEHHSAM iHhopMaLii LWoA0 3a3HAYEHHS OANHULb
pO3NUAOBASIBHUM KOMnaHis BMMIiptOBaHHA y cuctemi Sl, iHdhopmadii wogo
NPUCTPOEM; Mno 1 "3p0poB'a” TOBAPHOro 3HaKy, JIOroTUMy KOMMaHii Ta iHWoT
(h/1aKOHY B KapTOHHii TEeXHiYHOT iHdhopMaLii. BBeEHHS 3MiH NpoTAroM 6-
Kopoobui TV MIiCALIB 3 JaTu 3aTBEPAKEHHS
27. AHAVNNAN- Tabnetku, no 10 MAT YkpaiHa MAT "MoHchapm” Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/10129/01/01
DOPTE TabneTtok y ctpunax; "MoHdapm" 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuyenma
no 10 Tabnetok y Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B
cTpwni; no 2 a6o no TEKCT MapKyBaHHS yNakoBKW NiKapCbKOro 3acoby
10 cTpunis y nayuj 3 LOA0 3a3HAaYEHHSI MDKHAPOAHMX NO3HAYeHb
KapToHYy OAVHWLb BUMIpOBaHHS. BHECEHHS 3MiH A0 po3gainy
«MapkyBaHHs» MK# J13: 3anponoHoBaHo:
MapkyBaHHS. 3riiHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NPOTArom 6-Tn
MiCALB Nicna 3aTBepKeHHsA
28. AHTUMITPEH- TabneTku, BKpUTI TosapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/3947/01/01
340POB'A NAiBKOBOIO 03 06MEXeHOo 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenmom
o60n0Hkoto, no 100 06MexXeHo BiANOBiga/IbHICTIO Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
mr, no 1 Tabnetuiy 0 "®GapmMaLeBTUYHa [0 po3giny “MapkysaHHsA" MKA N13:
6nictepi; no 1 a6o 3 Bignosigan KOMMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo go
6nicTepy B KAPTOHHIi bHICTIO "3popos'a”, 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHSA
Kopob6ui; no 3 "®apmaueB YkpaiHa (BCi TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
Tabnetkn y 6nictepi; TMYHa cTagji BHECEHHSM iHGhopMaLii LWOA0 3a3HaYeHHS OAVMHULb
no 1 6nictepy B KOMnaHis BMPOGHMLITBA, BUMIpIOBaHHsA y cuctemi Sl, iHpopmalii woao
KapTOHHIlA KOpO6Li "3p0pos'a” KOHTPO/Ib AKOCTI, TOBAPHOro 3HaKy, SIOroTUNy KOMNaHii Ta iHWoT
BUMYyCK cepii); TEeXHiYHOT iHghopMaLiii. BBeAEHHSI 3MiH MpOTAromM 6-
ToBapucTBO 3 TV MiCALIB NicNs 3aTBEPIKEHHS
06MEXeHOI0
BigNOBiga/IbHICTIO
"®APMEKC
rPYN", Ykpaina
(Bci cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI)
29. AHTUMITPEH- TabneTkun, BKpUTI ToBapucTs YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3947/01/02
340POB'A NAiBKOBOO 03 06MeXeHo 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuenmom
06010HKOt0, No 50 Mr, 06MexeHo BiANOBIAA/IBHICTIO Ta hapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH
no 1 Tabnetuiy 10 "®GapmMaueBTNyYHa [0 po3giny “MapkyBaHHsA" MKA N3:
6nicTepi; no 1 a6o 3 Bignosigan KOMnaHis 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo ao
6nicTepy B KAPTOHHIiA BHICTIO "3p0pos'a”, 3aTBep)KeHOro TeKCTy MapKyBaHHSA. OHOBIEHHSA
kopobui; no 3 "®apmaues YkpaiHa (Bci TEKCTYy MapKyBaHHS yNakoBK/ NiKapCcbKoro 3acoby 3
Tabnetkn y 6nictepi; TUYHa cragji BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHS OANHULb
no 1 6nictepy B KOMnNaHis BMPO6GHULTBA, BUMIpOBaHHs y cuctemi Sl, iHdpopmalii woao
KapTOHHIli KopoobLi "3popos'a” KOHTPO/Ib SIKOCTI, TOBAPHOro 3HaKy, SIOroTUMy KOMMNaHii Ta iHWoT

BUNYyCK cepii);

TEeXHiYHOI iHghopMaLlii. BBe/eHHsSI 3MiH NpoTArom 6-
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ToBapucTBo 3 TV MicsILiB nicns 3aTBepOKeHHS
06MexeHot
BiANOBIAA/TIBHICTIO
"®APMEKC
rPYMN", Ykpaina
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/1b SIKOCTI)
30. ANIBAPTPOH® | ma3sb, no 20 r abo no Maccayep HimeuuunH NixTenxensaT HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/8595/01/01
30r,a6ono50r, abo dPapma a rM6X 3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenma
no 100 r y Ty6i; no 1 6X dapmaneBTUYHa Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
Ty6i B KQPTOHHIV thabpuka, y3araJlbHeHUX AaHux npo cucrtemy
KOpoo6Li HimeuyunHa hapmakoHarnsagy (BBefeHHs y3araslbHeHUX AaHuX
(BUPOGHMLTBO in npo cuctemMy papmakoHarnsgy, amiHa
bulk, nepBuHHe yNOBHOBaXeHOT 0cobw, BigNoBifanbHOI 3a
nakyBaHHs, 3[iicHeHHA hapMakoHaraay; KOHTakTHOT 0cobu 3
BTOPVIHHE chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
nakyBaHHs, hapmakoHarnsagy B YKpaiHi, SKLWwo BOHa BigMiHHa
KOHTPO/b AKOCTI); Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifabHOI 3a
Maccayep ®apma 3pjlicHeHHs hapmakoHarnagy (Bkiyarym
'm6X, HimeuyunHa KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
(Bunyck cepil) thaiina cuctemm chapmakoHarnsgy) - amiHa
YNOBHOBAXEHOT 0CO6U 3asiBHYKA, BifnoBigasibHOI
3a thapmakoHarnag,
MponoHoBaHa pepakuis: Mara Dinkel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXeHOT 0cobm,
Bi4NoBiAa/IbHOT 3a hapMakoHarnsga.
3MiHa Micusa 34iliCHEeHHS OCHOBHOI Aisi/IbHOCTI 3
hapMakoHarnagy. 3miHa MicLLe3Haxo4KeHHS
macTep-haiina cuctemy papmakoHarnsgy Ta rnoro
Homepa
31. ANINPOCT kancynu, no 10 ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8194/01/01
Kancysn y 6nictepi; no 03 06MEXeHOo 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
3 abo 6 6nicTepiB y 06MeXeHo BiNOBifa/IbHICTIO Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
KapTOHHI Kopobuj 10 "®apmMaLeBTUYHa «[padhiuHe ohopMIEHHS YNaKOBKN» Ha po3fin
Bignosigan KOMMNaHis «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
bHICTIO "3p0pos'a” MAPKYBAHHSA BignosigHo [0 3aTBepaKEHOro
"®apmates TEKCTY MapKyBaHHS.
TMYHa OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBKW
KOMnaHis nikapcbKoro 3acoby 3 BHECEHHAM iHGhopMaLii Wwoao
"3p0pos'a” 3a3HayYeHHs OAVHULb BUMIPOBaHHSA Y cuctemi Sl,
iHchopMmaLii Wo/40 TOBApHOTrO 3HaKy, 1oroTuny
KOMNaHii Ta iHWOI TEXHIYHOT iHhopmaLii. BBEAEHHS
3MiH NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPAXEHHS
32. APTU®DEKC MOPOLLIOK ANs ToBapucTs YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/10339/01/01
OP&/IbHOIO PO34UHY, 03 06MeXeHo 3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
15r4,0rno4,0r 06MexeHo BiANOBIAA/TbHICTIO Ta cpapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
NOPOLLKY Y nakeTi, No 10 "®apmaueBTnyHa 00 po3giny “MapkyBaHHs” MKA N13:
10 a6o 20 nakeTiB y Bignosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
KOpOo6Li 3 KapTOHY bHICTIO "3p0pos'a” 3aTBEPKEHOro TeKCTY MapKyBaHHSA. OHOBNEHHS
"®apmaLes TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
TUYHa BHECEHHAM iHthopmalLii LLOAO 3a3HAYEHHS OAUHULB
KOMnaHis BVMIiptOBaHHSA y cuctemi Sl, iHdhopmauii woao
"3popos'a” noroTuny KoMnaxii. BBeAeHHS 3MiH NpoTAroM 6-Tn
MicsILiB Nicns 3aTBEPAYKEHHS
33. APTU®DNEKC Kpem, no 20, no 40 r ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/13306/01/01
a6o no 100 r y Ty6i; 03 06MmeXeHo 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI peuyenma
no 1 Ty6i y Kopobui 3 0bMexeHo BiANOBIAA/TIbHICTIO Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
KapTOHY 10 "®apmaLeBTnyHa TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
Bignosigan KOMnNaHis BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEHHS OANHULD
bHICTIO "3p0pos'a” BVMIiptoBaHHA y cuctemi Sl, iHdhopmadii woao
"®apmaues TOBapPHOro 3Haky, 0roTuny KOMMNaHii Ta iHwoi
TUYHa TEeXHIYHOT iHghopMaLiii. BBeAEHHS 3MiH NpoTArom 6-
KoMnaHis TV MicsLiB nicns 3aTBepKeHHs
"3p0poB'a”
34. APTU®PUH- PO3YMH ANS iH'eKLii ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/1349/01/02
3400POB'A no 1,7 mn B amnyni; 03 06MmeXeHo 3MiHK | TURy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
no 10 amnyny 06MeXeHo BigNOBiga/IbHICTIO Ta hapmakoHarnsagy (iHwi 3miHm) - 3amiHa po3giny
KapTOHHIA Kopoo6Li 3 10 "®apmMaLeBTUYHa «[padhiuHe 0hOPM/IEHHS YNAKOBKN» Ha pO3[in
neperopogkamu; no Bignosigan KOMnNaHis «MapkyBaHHsa» B MKA J13: 3anponoHoBaHo:
1,7 mn B amnyni, no 5 bHICTIO "3p0poB's”, MAPKYBAHHSA BignoBigHo A0 3aTBEpAKEHOT0
amnyn y 6nictepi; no "®apmaues YkpaiHa (BCi TEKCTY MapKyBaHHS.
2 6nictepu B TUYHa cragii OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKu
KapTOHHI/ kopobLi; no KOMMNaHis BMPOGHMLTBA, NiKapcbKkoro 3acoby 3 BHECEHHAM iHchopmal,ii Wwoao
1,7 mn B amnyni, no "3popos'a” KOTPO/ib SIKOCTI, 3a3HavyeHHs OVHULb BUMIPIOBaHHSA y cuctemi S,
10 amnyn y 6nictepi; BUNYyCK cepii); iHbopMaLii LLoA0 TOBAPHOTO 3HakKy, orotuny
no 1 6nictepy B ToBapucTBO 3 KOMNaHii Ta iHWOI TeXHIYHOT iHchopmalii. BBegeHHs
KapTOHHIA Kopoo6Lii; no 06MexeHo 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
1,7 mn y kapnyni, no BiANOBIAA/TIBHICTIO
10 kapnyn y 6nictepi, "®APMEKC
no 5 6nictepiB y FPYM", YkpaiHa
KapTOHHIli KopooLi (Bci cTagii
BMPOGHULTBA,
KOHTPO/b SIKOCTI)
35. APTUPPUH- PO34MH ANA iH'EKUi TosapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/1349/01/01
340POB'A (1:100 000) no 1,7 mn 03 0bMexeHot 3MiHW | TUMY - OHOB/IEHHS TEKCTY MapKyBaHHs peyenmom
POPTE y kapnyni; no 10 o6MexeHo BiANoBigasIbHICTIO yNaKoBKM NiKapcbKoro 3acoby 3 BHECEHHAM
Kapnyn y 6nictepi; no 10 "®apmaLieBTuyHa iHhopmauii LWoAo 3a3HaYeHHS OANHULb
1 a6o no 5 6nictepiBy | Bignosigan KoMnaHis BMMIipIOBaHHSA y cuctemi Sl. BHeceHHs 3miH o
KapTOHHIlA KopoobLi bHICTIO "3popos'a”, po3ainy “MapkyBaHHs" MKA 13: 3anponoHoBaHo:
"®apmaueB YkpaiHa (BCi MAPKYBAHHA
TMYHa cTagii BignosigHo [0 3aTBEPKEHOT0 TEKCTY MapKyBaHHSI.
KOoMnaHis BMPOBGHULTBA, BBefeHHs 3MiH NpoTAroM 6-T1 MicsALUiB nicas
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"3p0poB'a” KOTPO/b SIKOCTI, 3aTBEPKEHHA
BUNYyCK cepii);
ToBapucTBO 3
06MeXeHoto
BigNoBiga/IbHICTIO
"®APMEKC
rPYMN", Ykpaina
(Bci cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI)
36. APYTUMON® Kpani O4Hi, PO34uH, TOB "BbayLu YkpaiHa [p. F'epxapa Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4073/01/01
2,5 mr/mMn; no5mny Xenc" MaHH, Xem-gapm. PpaHuin 3MiHuW | TMNy - 3MiHK 3 sKocTi. CepTudikaT peyenmom
na1acTUKOBOMY dabpuk MM6X, BignosigHocTI/lE-cepTudpikar BignosigHoCTi
hNakoHi-kanenbHULj HimeuyunHa €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
Bottelpack, skuii (BMpOGHMLTBO HOBOro abo OHOB/IEHOTO cepTudikara
3aKpuBaETbCA 6asky, nepBuHHe BiANOBIAHOCTI @60 BUNy4YeHHs cepTudikata
KPULLIKOHO, LLLO nakyBaHHs, BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans Adl;
HarBuMHYyeTbLCA, 3 BTOPUHHE [ONs BUXiAHOroO MaTepiasy/peareHTy/MpoMiXXHOro
npob6iiHnkom; no 1 nakyBaHHs, NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
hnakoHy-kpanenbHuLI aHaNTUYHI A®I; N LONOMIXHOT pevyoBuHY (cepTudpikat
B KapTOHHI Kopo6Lyj; BMNPOGYBaHHS, BiANOBIAHOCTI EBponeiickbki thapmakonei) -
no 5 mny dnakoHi, 3 BUNYyCK cepii); OHoB/EeHWI cepTUdiKaT Bif yXe 3aTBEepAXEHOro
KpanesnbHULeo Ta Nab6opaTtopis BMPOGHMKA -
TBMHTOBOIO KPULLKOIO; LLloBeH, ®paHuis MoAaHHA OHOBMIEHOTO cepTudikaTy BiANOBIAHOCTI
no 1 cpnakoHy B (BUpPOGHMLTBO €Bponelicbkoi hapmakonei: - CEP Ne R1-CEP
KapTOHHIli KopoobLi 6asnky, nepBuMHHe 1998-147-Rev 07 (nonepefHs Bepcis R1-CEP
nakyBaHHs, 1998-147-Rev 06) Big y>xe 3aTBEPLKEHOTO
aHasTiTUYHi BMpo6HMKa Teva Pharmaceutical Industries Ltd
BMNPOGYBaHHS)
37. APYTUMON® Kpanni o4Hi, po3unH, 5 | TOB "Bayw YkpaiHa [p. F'epxapa HimeuunHa/ BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/4073/01/02
mr/mn; no 5 mny Xenc" MaHH, Xem-gapm. dpaHuis 3MiHK | TURYy - 3MiHK 3 KOCTi. CepTudiikaT peuyenmom

nNacTyKoBOMy
hnakoHi-kanebHUL
Bottelpack, sikuii
3aKpUBaETLCA
KPWLLIKOIO, LLIO
HarBMHYyeTLCA, 3
npo6iliHMkKom; no 1
hnakoHy-KpanenbHuLI
B KQPTOHHI KOPOOLyj;
no 5 mny dnakoHi, 3
KpanenbHULE Ta
TBYHTOBOIO KPWILLIKOIO;
no 1 cpnakoHy B
KapTOHHIlA KOpO6Li

dabpuk MM6X,
HimeuunHa
(BMPOGHMLTBO
6asky, nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs1,
aHaniTUYHi
BMNPOOYBaHHS,
BUNYyCK cepii);
Na6opaTopis
LLloBeH, ®paHuis
(BUpPOBHMLTBO
6as1Ky, nepBuHHe
nakyBaHHs,
aHa/TITUYHI

BignosigHocTI/lE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikara
BiANOBIAHOCTI @60 BUNyYeHHs1 cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: agna Adl;
0151 BUXIAHOTO MaTepiany/peareHTy/MpoMiXkKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA [ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI €BpoNelicbkili hapmakoner) -
OHoB/EHWI cepTUdikaT Bif yxe 3aTBepAXEeHOro
BMPOGHUKA -

MogaHHA OHOB/IEHOTO cepTudlikaTy BiANOBIAHOCTI
€Bponelicbkoi hapmakonei: - CEP Ne R1-CEP
1998-147-Rev 07 (nonepeaHs sepcis R1-CEP
1998-147-Rev 06) Big y>xe 3aTBEPLKEHOTO
BUpo6HMKa Teva Pharmaceutical Industries Ltd
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNPOGYBaHHS)
38. ATAKAHA Tabnetku, no 16 ACTPA3EH Lseuis AcTtpa3eHeka Ab, Lseuis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7620/01/01
nnoc mr/12,5 wr, no 14 EKA Ab LLseuis HimeuunHa 3MiHuW | TMny - 3MiHK 3 sKocTi. CepTudikaT peyenmom
Tabnetok y 6nictepi; (BMpPOGHKK "in BignosigHocTI/ITE-cepTudpikar BignosigHoCTi
no 2 6nictepu B bulk™); €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
KapTOHHIli KopoobLi AcTpa3eHeka HOBOro abo OHOB/IEHOTO cepTudikara
vM6X, HimeyunHa BiANOBIAHOCTI @60 BUNyYeHHs1 cepTudikata
(BUPOBHKK, BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans Adl;
BignoBiganbHW 015 BUXIAHOTO MaTepiany/peareHTy/MpoMiXKHOro
3a nakyBaHHs Ta NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
BUNYyCK cepil) A®I; N LONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMPOGHMKA -
OHoBMEeHHA cepTudikaty BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2004-307-
Rev 04 ans fjtoyol pevyoBuHY rigpoxnopoTiasngy
Bif BXe 3aTBepkeHoro BupobHuka (Cambrex
Profarmaco Milano S.r.l., ITanis)
39. ATOPBACTEP TabneTku, BKpUTI dapmaveBT MonbLa dapmMaLeBTUYHUIA MonbLa/ BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/11325/01/01
on NAiBKOBOIO NYHWIA 3aBof Cepbis 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenmom
o60onoHkoto, no 10 wr; 3aB0o/, "Monbchapma” Ta (hapmakoHarnsgy (iHwi 3mMiHW) - BHECEHHS 3MiH
no 10 Tabnetok y "TIONb®AP C.A, Monbua [0 po3giny “MapkysaHHsA" MKA N13:
6nictepi; no 3 MA" C.A. (BMPOGHMLTBO, 3anponoHOBaHO: MapKyBaHHS: 3rigHO
6nicTepy y KapTOHHiIl nepBuHHe Ta 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS
KopooLi BTOPUHHE TEKCTY MapKyBaHHs yNnakoBK/ NiKapCbKoro 3acoby 3
nakyBaHHs, BHECEHHSAM iHdhopMaLlii LLoAO 3a3HaYeHHS O4UHULb
BUNYyCK cepii); BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
PapmaueBTUYHO- NpoTArom 6-Tu MicALB NicNa 3aTBepPAXEHHS
XiMiuHa IHgycTpis
3apasrie AT,
Cepbisa
(BMpo6HULTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs)
40. ATOPBACTEP TabneTku, BKpUTI $apmaueBT Monbwa dapmaLeBTUYHNI Monbwa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11325/01/02
on N1iBKOBOIO NYHNIA 3aB0O/, Cepbis 3MiHM | TUny - 3MiHK Woao 6e3nekn/eteKTUBHOCTI peyenmom
060n0Hkot0, No 20 Mr; 3aB0/, "Monbchapma” Ta chapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
no 10 TabneTtok y "MOJIb®AP C.A,, MonbLa 0o po3ainy “MapkyBaHHs” MKA N13:
6nicTepi; no 3 MA" C.A. (BpPOGHMLTBO, 3anponoHoBaHo: MapKyBaHHS: 3rigHO
6nicTepy y KapTOHHIl nepBuHHe Ta 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNIEHHSA
KOpoO6L BTOPVIHHE TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
nakyBaHHs, BHECEHHAM iH(hopmalii LLOoAO 3a3HAYEHHS O4UHULD
BMNYCK cepil); BMMIpIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
dapmaueBTUYHO- NPOTArOM 6-TW MiCALLB Nicnsa 3aTBepPMAKEHHS

XimiuHa IHgycTpis
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3apasrie AT,
Cepbisa
(Bupo6HuyTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
41. ATOPBACTEP TabneTku, BKpUTI $apmaueBT Monbwa dapmaleBTUYHNI Monbwa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/11325/01/03
on NAiBKOBOO NYHWIA 3aBo/, Cepbis 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuenmom
06010HKO0, MO 40 Mr; 3aB0[, "Monbchapma” Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
no 10 Tabnetok y "MONb®AP C.A, Monbwa 0o po3giny “MapkyBaHHsA" MKA N13:
6nictepi; no 3 MA" C.A. (BUPOGHMLTBO, 3anponoHoBaHO: MapKyBaHHS: 3rigHO
6nicTepy y KapTOHHIl nepBrHHe Ta 3aTBEP)KEHOro TEKCTY MapKyBaHHSA. OHOBMEHHSA
KOpo6Li BTOPVIHHE TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
nakyBaHHs1, BHECEHHSM iH(hopMaLyii LLoAO 3a3HaYEHHS OAMHULbL
BMNYCK cepil); BMMIpIOBaHHS y cuctemi Sl. BBeAeHHS 3MiH
$apmaLeBTUYHO- NPOTArom 6-TV MIiCALIB MiCNs 3aTBEPOYKEHHS
XiMiyHa IHaycTpis
3apasrie AT,
Cepbis
(BMpo6HULTBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs)
42, AYKCUNEH® PO34MH ANs iH'EKLiA, AT Narteis AT "I'piHaekc", Nareisi/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17119/01/01
50 mr/2 mn no 2 mn B "Kanuekc" Natsist (BUpo6HYKK, | CnoBayvymH 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peuenmom
amnyni; no 5 amnyn B AKuiA BignoBigae a Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
KOHTYPHIli YapyHKOBIl 3a KOHTPO/1b TEKCTY MapKyBaHHS YNakoBKW /ikapCbKOro 3acoby 3
ynakosLi (NiggoHi); no cepii/sBunpobyBaH BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHSA OANHULb
1 KOHTYpHil HA); AT BMMIipIOBaHHA Y cuctemi Sl. BHeCeHHs 3MiH Ao
YapyHKOBIl ynakoBL,i "Kanuekc", Natsis po3giny «MapkyBaHHs» B MKA N13:
(nigooHa) B nayui i3 (BMPOGHKK, AKNIA 3anponoHoBaHo: CornacHo yTBepXXAeHHOMY TEKCTY
KapToHa Bignosigae 3a MapKMpoBKWU. TepMiH BBEAiEHHSA 3MiH NPOTArom 6
BUMYyCK cepii); MiCALB Nic/a 3aTBepAKEHHS
XBM ®apma
c.p.o.,
CnoauvumnHa (BCi
cragji
BMPOBHUYOro
npouecy, Kpim
BUMYCKY cepii)
43. ALETAN Tabnetkv no 200 wmr, TosapucTs YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/12310/01/01
no 10 Tabnetok y 03 BMPOGHMLITBA, 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenma
6nicTepi; no 1 abo no o6MexeHo KOHTPO/Ib SIKOCTI, Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
2 6nictepn B KOpo6Li 10 BUMYCK Cepii: TEKCTY MapKyBaHHA NepPBUHHOI Ta BTOPUHHOT
3 KapTOHY Bignosigan ToBapucTBO 3 yNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
bHICTIO 06MeXeHo iH(hopMaUiT LLoA0 3a3HAYEHHS OANHULb
"®apmaues BiANOBIAA/IBHICTIO BMMIpPIOBaHHS y cuctemi Sl. 3amiHa po3ainy
TMYHaA "®apMaueBTNYHA «['pachiyHe odhopMAEHHS YNaKoBKM» HA po3Ain
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOMnaHis KoMnaHis «MapkyBaHHs1» B MK# J13: 3anponoHoBaHo:
"3popos'a” "3popos'a", MAPKYBAHHSA BignosigHo [0 3aTBepKEHOro
YkpaiHa BcCi cTagji TEKCTYy MapKyBaHHs. BBefeHHs 3MiH npoTsarom 6-u
BMPOGHMLITBA, MicSLiB Nicns 3aTBEpPAYKEHHS
KOHTPO/Ib AIKOCTI:
ToBapucTBO 3
0bMeXeHoto
BiANoBigasIbHICTIO
"®APMEKC
PYI", YkpaiHa
44, ALUETAN Tabnetku no 600 wmr, ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12310/01/02
no 10 Tabnetok y 03 06MexeHo 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenma
6nicTepi; no 1 abo no 06MexeHo BiANoBiAa/IbHICTIO Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
2 6nictepun B KOpooOLi 10 "®apmavueBTnyHa TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
3 KapTOHY Bignosigan KOMNaHis YyNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM
bHICTIO "3p0pos'a” iH(hopMaUiT LLoA0 3a3HAYEeHHSA OAVMHULL
"®apmaves BMMIpIOBaHHA y cuctemi Sl. 3amiHa po3giny
TUYHa «[padhiuHe ohopMIEHHS YNakoBKN» Ha po3gin
KOMnaHis «MapkyBaHHs1» B MK# J13: 3anponoHoBaHo:
"3popos'a” MAPKYBAHHSA BignosigHo A0 3aTBEpPKEHOr0
TEKCTYy MapKyBaHHs. BBefeHHs 3MiH npoTsarom 6-u
MiCALB Nicna 3aTBepKeHHsA
45, ALUETAN Tabnetkv no 200 wmr, ToBapucTs YkpaiHa BCi cTagil Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: - UA/15789/01/01
in bulk: no 1000 a6o 03 BMPOGHULTBA, 3MiHM | TRy - 3MiHK WoA0 6e3nekn/epeKTUBHOCTI
no 10000 TabneTtok y 06MeXeHo KOHTPO/1b SIKOCTI, Ta (papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
nakeri 0 BUMYCK Cepii: TEKCTY MapKyBaHHA NepPBUHHOI Ta BTOPUHHOT
nonieTnIeHoBoOMy y Bignosigan ToBapucTso 3 YNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
KOHTEliHepi bHICTIO 06MexeHo iH(hopMaUiT LLoA0 3a3HAYEHHS OANHULb
naacTmacosomy "®apmaues BiANoBigasIbHICTIO BMMIpIOBaHHA y cuctemi Sl.
TUYHa "dapmavieBTUyHa OHOBIEHHSA B)XXE 3aTBEP)KEHOr0 TEKCTY
KOMnaHis KOMnaHis MapKyBaHHS y nakeTi NofieTuIeHoBOMY Y
"3popos'a” "3popos'a", KOHTElHepi N1lacTMacoBOMY (BHECEHHS! NO3HAYEHb
YKpaiHa Bci cTagji OAMHWLb BUMIPIOBAHHSI, 3 BUKOPUCTAHHSAM fiTep
BMPOGHMLITBA, NaTUHCbKOro andasiTy, TOLLO); 3aMiHa po3ainy
KOHTPO/Ib AIKOCTI: «[padhiuHe ohopMIEHHS YNaKOBKN» Ha po3fin
ToBapucTtso 3 «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
06MexeHo MAPKYBAHHSA BignosigHo [0 3aTBepaKEHOro
BiANOBIAA/TIBHICTIO TeKkcTy MapkysaHHA. MAPKYBAHHA wono
"®APMEKC npoaykuii in bulk. TekCT mapkyBaHHS 4OAAETLCS.
FPYM", YkpaiHa BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
46. ALETAN Tabnetkv no 600 wmr, ToBapucTs YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - UA/15789/01/02
in bulk: no 1000 a6o 03 BMpPOGHULTBA, 3MiHK | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI
no 10000 TabneTtok y 06MexeHo KOHTPO/Ib SIKOCTI, Ta hapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHSA
nakeri 10 BUWMYCK Cepii: TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
nonieTusieHoBoMy y Bignosigan ToBapucTso 3 yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KOHTeliHepi bHICTIO 06MeXeHo iHpopmauii LoA0 3a3HAYEHHS OANHULb
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
niacTMacoBoMy "®apmaueB BiANOBIAA/TbHICTIO BMMIpIOBaHHA y cuctemi Sl.
TUYHa "®apmaueBTnyHa OHOBNEHHA BXE 3aTBEPKEHOrO TEKCTY
KOMnaHis KoMnaHis MapKyBaHHS1 y nakeTi NofieTIeHOBOMY Y
"3p0poB'a” "3p0pos'a”, KOHTeliHepi N1acTMacoBOMy (BHECEHHS MO3HAYeHb
YkpaiHa Bci cTagji O[MHWLb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep
BMPOGHMLITBA, NaTVHCLKOro andhasiTy, TOLWO); 3amiHa po3ainy
KOHTPO/Ib SIKOCTI: «[I'padhiuHe 0hopMIEHHS YNaKoBKU» Ha po3zin
ToBapucTBO 3 «MapkyBaHHa» B MKA J13: 3anponoHoBaHo:
06MeXeHo MAPKYBAHHSA BignoBigHo o 3aTBEpPAKEHOTO
BigNoBiga/IbHICTIO TeKCTy MapkyBaHHs. MAPKYBAHHSA wopo
"®APMEKC npoaykuii in bulk. TekcT MmapkyBaHHA 0OAAETLCS.
FPYIM", YkpaiHa BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA
47. BAK/TO®PEH Tabnetku no 10 mr, no | dapmavesT Monbua dapmaleBTUYHNI Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0497/01/01
50 TabneTtok y NYHWI 3aB0O/, 3MiHuW | TMNy - 3MiHK 3 sKocTi. CepTudikaT peyenmom
nosnieTnsIeHoBoOMy 3aB0o/, "Monbchapma” BignosigHocTi/lE-cepTudpikar BignosigHocCTi
hnakoHi 3 Kpuwikot i3 | "MOJIbPAP C.A. €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHsA
amopTn3aTopoMm Ta MA" C.A. HOBOro ab0 OHOB/IEHOTO cepTudlikara
3aXUCHUM KinbLem; no BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
1 chnakoHy B BiANOBIAHOCTI EBponeiickkili hapmakonei: ans Adl;
KapTOHHI KOpOOLii 015 BUXIAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; onsA LONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkil thapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif yXe 3aTBEepaAXEHOro
BMPOGHMKA -
OHoBMEeHHA cepTudikaty BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-316-
Rev 02 ans gjitoyoi peqyoBuHN 6akiogeHy Bif BxXe
3aTBEpAXeHOro Bupo6Huka (Pharmaceutical Works
POLPHARMA S.A., Monbwa)
48. BAKNTO®EH Tabnetku no 25 mr, no | ®apmauesT Monbwa dapmaLeBTUUHUIA MonbLa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/0497/01/02
50 TabneTtok y NYHWIA 3aBof 3MiHK | TURYy - 3MiHK 3 KOCTi. CepTudiikaT peyenmom
nosieTnIeHoBoOMy 3aB0o/, "Monbchapma” BignosigHocTI/lTE-cepTudpikat BignosigHoCTi
thnakoHi 3 kpuwwkoto i3 | "MONbPAP C.A. €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
amopTmn3aTopom Ta MA" C.A. HOBOro abo OHOB/IEHOro cepTucpikara

3aXMCHUM KiflbLieM; Mo
1 chnakoHy B
KapTOHHI KOpOOLii

BiANOBIAHOCTI 260 BUNyYeHHs cepTudikata
BifNOBigHOCTI €Bponelickkili hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA [ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI €BpoNelichbkili hapmakoner) -
OHOoB/EHWI cepTUdikaT Bif yxe 3aTBepAXEeHOro
BMPOGHUKA -

OHoB/EHHA cepTuddikaTy BignoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-316-
Rev 02 ans gitoyoi peyosmHM 6aknodeHy Bif BXxe
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBepaxeHoro BupobHuka (Pharmaceutical Works
POLPHARMA S.A., NMonbla)
49. BAHEOLVH MOPOLLIOK HaLLKIpHWIA CaHpo3 CnoBeHis BignosiganbHuii ABcTpis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/3951/02/01
no 10 r nopoLuky B dapmacbioT 3a BUNYCK cepil: 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa peyenma
KOHTeliHepi; no 1 ikans3 a.Aa. CaHpo3 'm6X - HaliMeHyBaHHs1 Ta/abo agpecu MicLsa NPOBaAXEHHS
KOHTEelHepy B Bupo6bHnua LisiNbHOCTI BMpO6HMKa/iMnopTepa rotToBoro
KapTOHHIli KopoobLi OinbHUUA NiKapcbKoro 3aco6y, BKIOYAKUN [i/TbHULL BAMYCKY
AHTUIHGEKUVHI cepii abo MmicLie NpoBefeHHS KOHTPOJIHO AKOCTI.
N3 Ta XimiyHi (aisnbHICTb, 3a AKy Bignosigae BUPoOHMK/iMnopTep,
Onepadii KyHab BK/IO4A0UM BUMYCK Cepiid) - 3MiHa Ha3Bu
(AIXO N3 BMpPOOHUKa, 6e3 3MiHM MicLi BUPOBHULITBA.
KyHanb), ABCTpis; BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
Bnpo6HmK 3aTBEPAKEHHS.
npoaykuii in bulk,
nakyBaHHs:
dapmauoiiTiwe
dabpik MoHTaBIT
vM6X, ABCTpis
50. BENAPA® TabneTku, BKpUTI BAT YropwuHa BAT "leneoH YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2059/01/01
N1iBKOBOIO "l'epeoH PixTep" 3MiHU | TUMY - OHOBIEHHA TEKCTY MapKyBaHHs peyenmom
060/10HKO10, 2 Mr/0,03 PixTep" YNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM
mr, no 21 Tabnetuiy iH(hopMaUiT LLoA0 3a3HAYEHHS OANHULb
6nicTepi, no 1 a6o 3 BMMIipIOBaHHA Y cuctemi Sl. BHeCceHHs 3MiH Ao
61icTepun y KapTOHHI po3giny “MapkyBaHHs” MKA J13”; 3anponoHoBaHo:
ynakoBLji MapkyBaHHs. 3rifiHO 3aTBEPAXKEHOro TEKCTY
MapKyBaHHS. TepMiH BBE,EHHSA 3MiH NPOTAroM 6
MiCALB Nic/1a 3aTBepAKEHHS
51. BEH3WU/BEH3 eMy/1bCisl HaLlKipHa, ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/3272/01/01
OAT 200 mr/r,no 50y 03 06MeXeHo 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenma
chnakoHi, no 1 0bMexeHo BiAMNOBIAA/TbHICTIO Ta chapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
h/1aKOHY B KapTOHHii 10 "®apmaveBTnyHa 0o po3ainy “MapkyBaHHs” MKA N13:
kopobui; no 50 r abo signosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
100 r y conakoHax BHICTIO "3p0pos'a” 3aTBEPKEHOrO TEKCTY MapKyBaHHS. OHOBNEHHS
"dapmaLes TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
TUYHa BHECEHHAM iH(hopmalii LLOoAO 3a3HAYEHHS O4UHULD
KOMnaHis BVMIiptOBaHHSA y cuctemi Sl, iHdhopmauii woao
"3popos'a” TOBapPHOro 3Haky, NoroTuny KoMnaxii Ta iHwoi
TeXHIYHOI iHchopmaLii. BBeieHHs1 3MiH NpoTArom 6-
TV MicsILiB Nicns 3aTBEpOKEHHS
52. BEPBEPIC- Kpanni opasibHi, no 30 Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/9733/01/01
TOMAKOP/A My chrakoHi- Xannbmitte a Xannemittenb 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenma
KpanesbHULi nb Xeenb Xeenb M'M6X Ta cpapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
CKsiHoMmy; no 1 6X 00 po3gainy “MapkyBaHHA" B 3aTBeppKeHnx MKA

hnakoHy-KpanenbHuLi
B KapTOHHIi Kopo6Lyi

N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
[10 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBK/
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby 3 BHECEHHAM iHGhopMaL,ii Wwoao
3a3HayeHHs OAVHMLL BUMIPIOBAHHSA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA
53. BECANON Tabnetkv no 6 abo no TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa 3MiHKM | TURy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI 6e3 UA/2859/01/01
10 TabneTok y 03 06MexeHo Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH peyenma
6nicTepi; no 1 06MexeHo BiANOBiAa/IbHICTIO 0o po3giny “MapkyBaHHsA" MKA N13:
6nicTepy y KapTOHHii 10 "®apmMaueBTNYHa 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo ao
kopobui; no 6 a6o 10 Bignosigan KoMnaHis 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBEHHS
TabneTok y bnictepax bHICTIO "3popos'a" TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
"®apmaues BHECEHHSAM iHGhopMaLii LWOA0 3a3HAYEHHS OAMHUL
TUYHa BVMIiptoBaHHA y cuctemi Sl, iHdhopmadii wogo
KOMnaHis TOBapPHOro 3HakKy, 0roTuny KOMMaHii Ta iHwoi
"3p0poB'a” TEeXHIYHOT iHghopMaLii. BBeAEHHS 3MiH NpoTArom 6-
TV MicsILiB nicns 3aTBepKeHHs
54, BETAANHE® necapii no 200 mr, no ANKANOIL | Pecny6nik Ankanoig A- MakefoHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/3515/01/01
7 necapii y cTpuni AL Ckon'e a MiBHi4yHa Ckon’e, CnoBeHisa 3MiHKM | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenma
(anbBeoni); no 2 MakeoHi Pecny6nika Ta hapmakoHarnsgy. BeegeHHst abo 3miHn go
CTPUNKN Y KapPTOHHIl a MakepnoHist; TOB y3arasibHeHux gaHux npo cucremy
KopooLi “MAPI®APM”, thapmakoHarnaay (BBefeHHs y3araslbHeHUX faHux
CnoseHis npo cucteMy dpapmakoHarnsgy, 3amiHa
yNOBHOBaXXeHOT 0cobw, BiANoBifanbHOI 3a
3AilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsgy 3asBHUKa 415 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifasibHOT 3a
3gilicHeHHs chapmakoHaragy (Bkovarum
KOHTaKTHI flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - amiHa
YMOBHOBaXXEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI
3a thapmakoHarnag.
MponoHoBaHa pefakuis: Aue KyamaHoBCKi. 3MiHa
KOHTaKTHUX aHnX YyNOBHOBaXeHOi 0cobm
3asBHVKa, BiANOBIAa/IbHOT 3a hapmakoHarnsag
55. BETA30H masb no 15 ry Ty6i; TosapucTs YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/14023/01/01
YNbTPA no 1 Ty6i y Kopobui 3 03 0bMexeHot 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
KapToHy o6MexeHo BiANoBigasIbHICTIO Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
10 "®apmaueBTMyHa 00 po3giny “MapkyBaHHs” MKA N13:
Bignosigan KOMMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
bHICTIO "3popos'a”, 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHSA
"dapmaues YkpaiHa (Bci TEKCTY MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby 3
TMYHa cTagji BHECEHHSM iHchopMmalii LLoA0 3a3HaYEHHS OAUHULbB
KOMnaHis BMpPOGHULTBA, BUMIpIOBaHHsA y cuctemi Sl, iHpopmalii woao

"370poB's”

KOHTPO/Ib SIKOCTI,

TOBAPHOrO 3HaKy, SIOroT1NY KOMNaHii Ta iHwoT
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BWMNYCK Cepil; BCi TexHiYHOI iHhopMauii. BBeeHHS 3MiH NpoTArom 6-
cragji TV MiCALIB Nicns 3aTBepPIKEHHS
BMPOGHMLITBA,
BMNyCK cepii);
ToBapucTBO 3
06MeXeHo0
BigNoBiga/IbHICTIO
"®APMEKC
rPYN", Ykpaina
(KOHTPO/Ib SIKOCTI)
56. BETANOS, obnonickysay ans ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/16473/02/01
nnroc ropna, KoHUeHTpar; 03 06MEXeHOo 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peyenma
no 20 mn a6o no 50 06MexeHo BiANoBiAa/IbHICTIO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
My chnakoHi 3i ckna, 10 "PapmMaueBTNYHa 00 po3ainy “MapkyBaHHs” MKA N13:
3aKpPUTOMY KPULLIKOHO; Bignosigan KOMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo go
no 1 chnakoHy 3i bHICTIO "3p0pos'a” 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS
CTakaHOM MipHUM Y "®apmaLes TEKCTY MapKyBaHHS yNakoBKW fikapCbKoro 3acoby 3
KOpPOOGLii 3 KapTOHY TUYHa BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
KOMnaHis BUMIpIOBaHHsA y cuctemi Sl, iHpopmalii woao
"3popos'a” TOBapPHOro 3Haky, NoroTuny KoMnaHii Ta iHwoi
TeXHiYHOI iHchopmauii. BBeeHHS 3MiH NpoTArom 6-
TV MiCALIB NicNa 3aTBEPIKEHHS
57. BETANOQA- Masb, 100 mr/r, no 20 ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/17494/01/01
340POB'A rabo no 40 ry Ty6i; 03 06MEXeHOo 3MiHM | TRy - 3MiHK WoA0 6e3nekn/epeKTUBHOCTI peuyenma
no 1 Ty6i y Kopoobui 06MeXeHo BiNOBifa/IbHICTIO Ta (papmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
10 "®apmaueBTMyHa TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
Bignosigan KOMMNaHis BHECEHHSM iHhopMaLii LWOAO 3a3HaYEeHHS OAMHULb
bHICTIO "3p0pos'a” BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
"®apmates NpoTArom 6-Tu MicALB NicNa 3aTBepPAXEHHS
TMYHa
KoMmnaHis
"3popos'a”
58. BICENTON® Tabnetkn no 100 AT Monbwa AT "Apamepn Monbwa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/3027/01/01
mr/20 mr, no 20 "Anamvep, dapma" 3MiHK | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peuenmom
Tabnetok y 6nictepi; Papma" Ta hapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHSA

no 1 6nictepy B
KapTOHHiI kopobuj, No
1000 Tabnetok y
mMeTasieBOMy
KOHTEeWHepi

TEKCTY MapKyBaHHS yrakoBKW ikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3HaYEeHHS OANHULb
BMMiptoBaHHA Y cuctemi SI. OHOBMEHHA TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
N3 in bulk, BBeAeHHA HanucaHHA oanHULb S|
naTuHULEO (004aTKOBO A0 KAPWUANL) Y TEKCTI
MapKyBaHHS. BHeceHHs 3miH A0 po3giny
“MapkyBaHHA" MKA /13”. 3anponoHoBaHo:
MapkyBaHHs. 3rifHo i3 3aTBEpPKEHNM TEKCTOM
MapkyBaHHs. [ins ynakosku in bulk: TekcTt
MapkyBaHHs. [lofaeTbes. TepMiH BBEAEHHS 3MiH -
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
npoTArom 6 micsLiB nicns 3aTBepaKeHHs
59. BICENTON® Tabnetku no 100 AT MonbLa AT "Apamepn Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/3028/01/01
mr/20 wr, in bulk: no 5 "Apnamvep, Papma” 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Kr TabneTok y dapmva” Ta tpapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
nonieTnaeHoBoMy TEKCTY MapKyBaHHS yNakoBKW ikapCbKoro 3acoby 3
MiLLKY, BMiLLEHOMY Y BHECEHHSM iHGhopMaLii LWOAO 3a3HAYEeHHS OAMHULb
nonieTueHoBui BMMIipIOBaHHsA y cucteMi Sl. OHOB/IEHHA TEKCTY
KOHTEeWHep MapKyBaHHS NMepBUHHOT Ta BTOPUHHOI YNakoBKU
N3 in bulk, BBEAEHHS HanNMcaHHA oguHULb S
natuHuuero (404aTKOBO A0 KMPUNUL) Y TEKCTI
MapKyBaHHs. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA /13”. 3anponoHoBaHo:
MapkyBaHHS. 3rifHO i3 3aTBEPKEHNM TEKCTOM
MapKyBaHHs. [ns ynakosku in bulk: TekcT
MapkyBaHHs. [logaetbecs. TepMiH BBEAEHHS 3MiH -
NPOTAroM 6 MiCcALiB Micns 3aTBEPIKEHHS
60. BICOMPONON- | Tabnetku, BKPUTI ToBapucTs YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/14025/01/01
340POB’A NAiBKOBOIO 03 06MEXeHOo 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenmom
o60onoHkoto, no 2,5 06MexXeHo BiANOBiga/IbHICTIO Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
mr, no 10 TabneTok y 10 "®GapmMaLeBTUYHa [0 po3giny “MapkysaHHsA" MKA N13:
6nictepi; no 3 Bignosigan KOMMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo go
6nicTepy y kopobui 3 bHICTIO "3popos'a” 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHSA
KapToHY "®apmaueB TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
TMYHa BHECEHHAM iH(hopMaLlii LLoAO 3a3HaYeHHS OAUHULL
KOMnaHis BUMIpIOBaHHsA y cuctemi Sl, iHpopmalii woao
"3p0pos'a” TOBAPHOro 3HaKy, SIOroTUNy KOMNaHii Ta iHWoT
TEeXHiYHOT iHghopMaLiii. BBeAEHHSI 3MiH MpOTAromM 6-
TV MiCALIB MicNA 3aTBEPMXEHHS
61. BICOMPONON- | Tabnetku, BKpUTI ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3a UA/14025/01/02
340POB’A NAiBKOBOO 03 06MeXeHo 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuenmom
060/10HKO0, N0 5 Mr, 06MexeHo BiANOBIAA/IBHICTIO Ta hapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
no 10 Tabnetok y 10 "®hapmMaueBTNyYHa [0 po3giny “MapkyBaHHsA" MKA N3:
6nicTepi; no 3 Bignosigan KOMnaHis 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo ao
6nicTepu y kopobui 3 BHICTIO "3p0opos'a” 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
KapTOHY "dapmaLes TEKCTY MapKyBaHHS ynakoBKW ikapCbKoro 3acoby 3
TMYHa BHECEHHSAM iH(hopMaLlii LWLoAO 3a3HaYeHHS OAUHULb
KOoMnaHis BMMIiptoBaHHA y cuctemi Sl, iHdhopmadii wogo
"3p0pos'a” TOBAPHOro 3HaKy, JIOroTUMY KOMMaHii Ta iHWoT
TEeXHiYHOT iHdhopMaLii. BBeeHHs1 3MiH nNpoTarom 6-
! MiCALIB NiCNA 3aTBEPIXKEHHS
62. BICOMNPO/ION- | TabneTku, BKpUTI ToBapucTs YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3a UA/14025/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
340POB’A NNiBKOBOIO 03 06MEXeHOo 3MiHM | TURy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKO10, M0 10 Mr, o6MexeHo BiANoBiga/IbHICTIO Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
no 10 TabneTtok y 10 "PapmaueBTnyHa 00 po3giny “MapkyBaHHs” MKA N13:
6nicTepi; no 3 Bignosigan KOMMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6nictepu y Kopobui 3 bHICTIO "3p0pos'a” 3aTBEPKEHOr0 TeKCTY MapkyBaHHS. OHOBNEHHS
KapToHY "PapmaueB TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
TMYHa BHECEHHAM iH(hopMaLlii LWOAO 3a3HaYeHHS OAUHULb
KOMnaHis BUMIpOBaHHsA y cuctemi Sl, iHpopmalii wono
"3p0pos'a” TOBAPHOro 3HaKy, SIOroTUNy KOMMNaHii Ta iHWoT
TexHiYHOI iHhopMauii. BBeeHHS 3MiH NpoTArom 6-
TU MicALIB Nicnsa 3aTBEPAXKEHHS
63. BIPOHAI- renb, 10 mr/rno 15ry | TosapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/2391/01/01
340POB'A Ty6i; no 1 1y6i B 03 06MmeXeHo 3MiHM | TUNY - BHECEHHS 3MiH A0 po3Ainy peuyenma
KapTOHHI Kopo6Lyi 0bMexeHo BiANOBIAA/TIbHICTIO “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
10 "®apmavueBTnyHa MAPKYBAHHSA BignosigHo [0 3aTBepaKeHOro
Bignosigan KOMnNaHis TEeKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
bHICTIO "3popos'sa” MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby Loao
"dapmaLes 3a3HaYeHHs1 MbXHapPOAHWUX NMO3HAYeHb OAVHULb
TMYHa BUMIpIOBaHHS. TepMiH BBeieHHS 3MiH - NPOTArom 6
KoMnaHis MicsILiB nicns 3aTBEpAYKEHHS
"3p0poB'a”
64. BOPTE3OBICT | nopotuok Ans Mictpan AHrniA Ioxi | Bonrapis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/16621/01/02
A NpuUroTyBaHHsA Kenitan dapmacbloTikasic Yecbka 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
PO3UMHY A4/15 iH EKLLN MeHemxve Nth, Bonrapis Pecny6nika Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
no 3,5 mr, 1 donakoH 3 HT NlimiTeq, (BTOpUHHE / Icnanis TEKCTYy MapKyBaHHS YNakoBKU/ NikapCcbKoro 3acoby 3
MOPOLLKOM Y naxyBaHHs); BHECEHHSAM iHthopMmalLii LLOAO 3a3HAYEHHS OfUHULb
KapPTOHHIn KopooL,i OHkomen BMMIpIOBaHHA y cuctemi Sl. BBe4eHHS 3MiH
MaHyekTypiHr NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPLYKEHHS
a.c., Yecbka
Pecny6nika
(BpOGHMLTBO,
naxyBaHHs);
CiHTOH c.p.0.,
Yecbka
Pecny6nika
(BignoBigasibHWUiA
3a BUNyck cepir);
CiHTOH Xicnaris,
C.J1., Icnanis
(BignoBigansHwWii
3a BMNyck cepii)
65. BPOMIEKCWH- | TtabneTku no 8 mr, no ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/7336/01/01
340POB'A 20 TabneTtok y 03 06MeXeHo 3MiHK | TUNY - 3MiHW WoAao 6e3nekn/edeKTUBHOCTI peuyenma
6nictepax; no 10 06MexeHo BiANOBIAA/IBHICTIO Ta hapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHSA
TabneTok y brictepi, 10 "®apMaLeBTNYHA TEKCTY MapKyBaHHS1 YNakoBKW JTiKapCbKOro 3acoby 3




58

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no2abonobs Bignosigan KOMMNaHis BHECEHHSAM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULbB
6nicTepiB y KAPTOHHIl bHICTIO "3p0pos'a” BMMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 10
kopobui; no 20 "®apmaues po3giny “MapkyBaHHa" MKA /13: 3anponoHoBaHo:
Tabnetok y 6nictepi; TMYHa MAPKYBAHHSA BignosigHo f0 3aTBEpAXEHOro
no 1 6nictepy y KomnaHis TEKCTy MapKyBaHHS. BBefileHHSA 3MiH MpPOTAroM 6-Tu
KapPTOHHI KOpoobLii "3popos's” MiCALB Nic/a 3aTBePAKEHHSA
66. BA3ENIH masb; no 30 ry Tyb6ax MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/0845/01/01
"®ITOPAP "PITOPAPM" 3MiHK |l TUny - 3MiHK 3 AkocTi. A®l. BupobHmuTBO. peuyenma
M 3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoLeci ADl, abo 3miHa BUPOGHMKA
(BKIOYatoun, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpONIO siKOCTi) ADI (3a BiACYTHOCTI cepTudikara
BiANoBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPMAXEHOMY [0CbE)(BBEAEHHS HOBOrO
BMpOGHMKa A®| 3 HafaHHAM MacTep-thaiina Ha
A®l) - BBEEHHA 0,0AaTKOBOro BUPO6HMKa API
Basenin «Mercan Kimya Sanayi ve Ticaret Anonim
Sirketi», TypeyunHa; nponoHoBaHa peakLis
«Sasol Wax GmbH», Germany «Sonneborn
Refined Products, B.V.», Hinepnanan «PANAMA
PETROCHEM LTD», IHgis «Gandhar Oil Refinery
India Ltd», India «Mercan Kimya Sanayi ve Ticaret
Anonim Sirketi», TypeyumHa
67. BANCAPTAH TabneTku, BKpUTI CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14686/01/01
CAHAO3® N1iBKOBOIO dapmacbioT PapmaLeBTUYHa Icnanis/ 3MiHM | TURY - 3MiHK 3 AKoCTi. A®I. KoHTponb API. peyenmom
060/10HKO10, M0 80 Mr ikans g.4. KoMnaHis g.4., LLIBeliyapis 3MmiHa y napameTpax cneuudikauii Ta/abo

no 14 tabnetok y
6nictepi; no 2
61icTepun y KapTOHHIl
KopobLi

CnoseHis (Bunyck

cepii); HoBapTic
dapmaueBTrKa
C.A., IcnaHis

(BMPOGHMLTBO "in
bulk", nakyBaHHs,

TeCTyBaHHs);
Consiac AT,
LLIBeliyapis

(TecTyBaHHs)

[LOMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisax Ha
A®I, 260 BUXILHWIA/NPOMIDXHWI NPOAYKT/peareHT,
LLLO0 BUKOPUCTOBYHOTLCSA Y Npoueci BUpobHuLUTBa AdI
(mopaBaHHs abo 3aMiHa (3a BUHSATKOM aKTUBHOT
peyoBUHM 6i0NOriYHOro abo iIMyHOMOrYHOTO
NOXOZKEHHS) napameTpa cneumdikauii 3
BiANOBIAHUM METOAOM BUNPOGYBaHHSA 3a
pesynbTatamv focnifxeHb 3 6e3nekn abo AKocTi) -
[LOMOBHEHHS cneuundikayii A®| BasicapTaH HOBUM
MOKa3HWKOM KOHTPO/I0 BMICTY AOMILLIOK
HITpO3amiHiB 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHS
Nitrosamine impurities by GC MS/MS* N-
Nitrosodimethylamine (NDMA) Not more than 0.090
ppm N- Nitrosodiethylamine (NDEA) Not more than
0.022 ppm Nitrosamine impurities by LC MS/MS*
MeTopg 1 N- Nitrosodimethylamine (NDMA) Not
more than 0.090 ppm
N- Nitrosodiethylamine (NDEA) Not more than
0.022 ppm *-TecTu € afibTepHATUBHUMW.
BWKOHYETLCA NNLLE OAWH 3 iBOX TECTIB;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHM | TURY - 3MiHKW 3 AKocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BMXi4HOro Martepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa APl (iHLWIi 3MiHK y MeToAax
BMNpOGYBaHHA (BK/1HOYAOUMN 3aMiHy abo
[0noBHEHHs) AD| abo BUXiAHOro/NpoMiKHOrO
NPOAYKTY) - BBEAEHHS A0AATKOBOr0 MeToay
BMNPOGYBaHHSA A/19 BUSHAYEHHS BMICTY JOMILLOK
HiTpo3amiHiB B A®| (LC- MS: MeTog 2); 3MmiHu | Tuny
- 3MiHM 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NpOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIOYatoun, Ae HeobxigHO, MicLe NPoOBeAEHHS
KOHTposito sikocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y
3aTBEPKEHOMY [OCHE)(3MiIHW [0 3aX0p4iB,
noB'A3aHuxX 3 KoHTponem A®l, abo JoaaBaHHA
OinbHUUI, fe NpoBOAUTLCA
KOHTPONb/BMNPOGYBaHHSA cepii) - BBEAEHHS
[opartkoBoro BupobHuka Lek d.d., Manges,
Slovenia, BigNoBiganbHOro 3a KOHTPOs1b BMICTY
HiITpo3amiHiB B A®I; 3miHW | TUNY - 3MiHKN 3 SKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOIO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMYOMY npoueci AdI,
abo 3miHa BUpoGHYKa (BKIOUaKun, Ae HeobxigHo,
MicLile NpoBeAEeHHS KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
[0CbE)(3MiHM 10 3aX0/iB, NOB'A3aHNX 3 KOHTPOIEM
A®I, abo gofasBaHHsa AiNbHULI, e NPOBOAUTLCA
KOHTPO/b/BMNPOGYBaHHS cepii) - BBEAEHHS
nopatkoBoro Bupo6Huka Novartis Saglik, Kurtkoy,
Turkey, BignoBiganbHOrO 3a KOHTPO/b BMICTY
HiTpo3amiHiB B A®I; 3MiHW | TUMy - 3MiHK 3 SKOCTI.
AD|. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MPOMXXHOro NPOAYyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNYOMYy npoueci AdI,
a60 3MiHa BMPOGHWMKa (BKOYakoun, Ae HeobxigHo,
MicLie NpoBeAEeHHS KOHTPOIO AKocTi) AdI (3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepaXeHoOMy
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3 KOHTPOSIEM
A®I, abo gofaBaHHS AiNbHULI, e NPOBOAUTLCA
KOHTPONb/BUNPOGYBaAHHSA cepil) - BBEAEHHSA
[opatkoBoro BupobHuka Pharmanalytica SA,
Locarno, Switzerland, BignoBiganbHoro 3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/Ib BMIiCTY HiTpo3aMiHiB B A®I; 3minu Il Tuny -
3MiHU 3 AKOCTi. A®I. (iHLWi 3MiHW) - OHOBJ/IEHHSA
[0CbE 3 SKOCTi: 3MiHW Y BUPOOHUYOMY MPOLLECi,
BMPOGHUWKaX, cneyudikauisx Ta MeTogax KOHTPOSI0
NPOMDXHWUX NPOAYKTIB BUPOOGHMLTBA rOTOBOI
aKkTMBHOI cy6cTaHuii Ta Ad|
68. BANCAPTAH TabneTku, BKpUTI CaHpo3 CnoseHis Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/14686/01/02
CAHAO3® NAiBKOBOO dapmacbioT dapmaneBTUYHa IcnaHis/ 3MiHUW | TUNY - 3MiHK 3 SKoCTi. A®Il. KoHTponb AdI. peuenmom
06010HKO0, Mo 160 ikan3 g.a. KoMnaHis g.4., LLisefiuapis 3miHa y napameTpax cneuudikauin Ta/abo

Mr no 14 TabneTok y
6nictepi; no 2
61icTepun y KapTOHHI
Kopobui

CnoseHis (Bunyck
cepii); HoBapTic
PapmaueBTMKa

C.A., IcnaHis
(BUPOGHMLTBO "in
bulk", nakyBaHHs,
TeCTyBaHHs);
Consiac AT,
LLiBefuapis
(TecTyBaHHs)

LOMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisax Ha
A®I, ab0 BUXIAHWIA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y npoLieci BupobHuutea AdI
(BopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNOriYHOro abo iMyHONOrYHOrO
NOXOMXEHHS) NapameTpa cneyndikauii 3
BiNOBIAHUM METOAOM BUNPOGYBaHHSA 3a
pesynbTatamu focnifixeHb 3 6e3nekn abo AKocTi) -
[0MNOBHEHHA creumdikayii AP BasicaptTaH HOBUM
MOKa3HUKOM KOHTPOJTIO BMICTY [OMILLIOK
HITPO3aMiHIiB 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHSA
Nitrosamine impurities by GC MS/MS* N-
Nitrosodimethylamine (NDMA) Not more than 0.090
ppm N- Nitrosodiethylamine (NDEA) Not more than
0.022 ppm Nitrosamine impurities by LC MS/MS*
MeToga 1 N- Nitrosodimethylamine (NDMA) Not
more than 0.090 ppm
N- Nitrosodiethylamine (NDEA) Not more than
0.022 ppm *-TecTu € a/ibTeEPHATUBHUMMU.
BrKOHY€ETbCS NMLLIe OAWH 3 ABOX TECTIB;
3MiHW | TUNY - 3MiHK 3 aKOCTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs APl abo
BMXigHOro Martepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuuTea APl (iHWi 3MiHK y MeToAax
BMNpoGYyBaHHSA (BK/1HOYAOUMN 3aMiHy abo
[0MNoBHEHHS) AD| abo BKXiAHOro/NPOMIKHOrO
NPoOAYKTY) - BBEIEHHA [0AaTKOBOro MeToay
BMNPOGYBaHHSA A/19 BUSHAYEHHS BMICTY JOMILLOK
HiTpo3amiHiB B A®| (LC- MS: MeTog 2); 3miHu | Trny
- 3MiHM 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXiAHOro/NpoOMKHOrO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BMpo6HUYOMY npoLeci A®l, abo 3miHa BUPOGHMKA
(BKTOYatoun, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpONIO siKoCTi) ADI (3a BiACYTHOCTI cepTuddikara
BiAgNoBigHOCTI EBponeiichkili hapmakonei y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAXEHOMY [OCHE)(3MiHN [0 3aX0p4iB,
noB'a3aHux 3 KoOHTposiem A®l, abo fofaBaHHSA
AiNbHULI, fe NPOBOANTLCSA
KOHTPO/b/BMNPOGYBaHHS cepii) - BBEAEHHS
nofatkosoro Bupo6Huka Lek d.d., Manges,
Slovenia, BiANOBIAA/ILHOO 3a KOHTPO/Ib BMICTY
HiTpo3amiHiB B A®I; 3MiHW | TURy - 3MiHK 3 SKOCTI.
A®|. BUpo6HMUTBO. 3MiHa BUPOGHMKA
BWXifHOro/MPOMiXXHOro NPOAYyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdI,
a60 3MiHa BMPOGHUMKa (BKOYaoun, Ae HeobxigHo,
MicLie NpoBeAEHHS KOHTPOIO AKocTi) AdI (3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMY
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3 KOHTPOSIEM
A®I, abo gofaBaHHS AiNbHULI, e NPOBOAUTLCA
KOHTPONb/BUNPOGYBaAHHSA cepil) - BBEAEHHSA
popartkoBoro BupobHuka Novartis Saglik, Kurtkoy,
Turkey, BignoBiganbHOrO 3a KOHTPO/b BMIiCTY
HiTpo3aMiHiB B A®I; 3MiHU | TUNY - 3MiHX 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA
BVXifHOro/MPOMKHOro NpPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCH Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BNMpoGHYKa (BKNoYarouu, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTPOHo SKocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHNX 3 KOHTPOJIEM
A®l, abo foaaBaHHA AiNbHULI, Ae NPOBOAUTLCSA
KOHTPONb/BMNPOGYBaHHSA cepii) - BBEAEHHS
JopartkoBoro BupobHuka Pharmanalytica SA,
Locarno, Switzerland, BignosiganbHoro 3a
KOHTPO/b BMICTY HiTpo3aMmiHis B A®I; 3minu Il Tuny -
3MiHM 3 AKoCTi. A®I. (iHWi 3MiHWN) - OHOBNIEHHSA
[0CLE 3 IKOCTi: 3MiHU Y BUPOBHUYOMY MPOLLEC,
BMPOGHUMKaX, cneuudikaisx Ta MeTogax KOHTPO/I0
NPOMDKHWNX NPOAYKTIB BUPOOHULITBA FOTOBOT
aKTMBHOI cybcTaHuil Ta AdI

69.

BAJICAPTAH
CAHJ03®
KOMMO3UTYM

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO10, NO 160
mr/12,5 mr no 14
Tabnetok y 6nictepi;
no 1 abo 2 6nictepn y
KapTOHHIli KopoobLi

CaHpo3
dapmackioT
ikans3 a.Aa.

CnoBeHisi

Nex
dapmaLeBTuyHa
KoMnaHisa 4.4,
CroBeHis (BMNycK
cepii,
TEeCTyBaHHs);
HosapTic ®apma
C.n.A, Itania
(BUPOGHMLTBO "in

CnoseHis/
ITania/
PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu Il TMny - 3MiHK 3 sKocTi. A®l. BUpo6HMLTBO
(iHWi 3miHW) - 3MiHK B Npoveci BUpobHuuTBa AdI

BancapTtaH: - BBEA€HHS HOBOTO BUPOGHMKA
npomixkHoro npoaykty A®l (kpok 8), 6e3 3miHu Ao
TEeCTyBaHHS, a TakoX, 36i/bLLEeHHs1 po3Mipy napTii

NMPOMiXHOro npoAykTy A®l; - OHOBNEHHS

NMpOoBeeHHs1 KOHTPOJIO AKOCTI A5 AiNbHULb

Solvias Ta Ringaskiddy; - oHOBNeHHs iHpopmadlii

3a
peyerimom

UA/15619/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

bulk", nakyBaHHs);
C. K. CaHpo3
C.P.N., PymyHis
(Bunyck cepii,
TeCTyBaHHs)

Npo KOHTPOJIb AIKOCTI BasicapTaHy B p. 3.2.S.2.1.
0N BioOpakKeHHs1 NepeHeceHHs aHaniTUYHMX
TecTiB 3 AinbHuyi Novartis Pharma AG go Novartis
Pharma Schweizerhalle AG; - oHOBNeHHS odiLiliHOT
afipecy BUPO6GHMKa NPOMIXXHOIO NPOAYKTY
Sumitomo Okayama;

- NepeHeceHHs1 BUpobH1KoM Sumitomo
BMPOGHMLTBO KPOKY 8 BasnicapTaHy 3 AinbHuLi SB2
Ha ginbHuuo EQ 3, 061AaBi 3 SiKMX po3TalloBaHi Ha
3aBogi Okayama; - OHOBMIEHHS NapameTpiB
npouecy BMpobHULTBaB MoAyNi S22; - OHOBNEHHSA
npoBefeHHs KoHTposo cnonyky 9 (Valinister
Tosylate), sika BUKOPUCTOBYETLCS K BUXIZHWI
mMartepian y BupobHuuTei A®I BancapTaHy; -
OHOBJ/IEHHS NMapameTpiB KOHTPOJIO CroNykn 6
(Bromtolyl-benzonitril), ika BUKOPUCTOBYETHLCA K
BUXiAHWI MaTepian y BUpoOHULTBI ADI
BancapTaHy; - OHOB/IEHHSI NapameTpiB KOHTPOSIO
Ans npomixHoro npoaykty (Valesteramide
Sol/cnonyku 11), 110 BUKOPUCTOBYETLCA Y
BMPO6HMUYOMY npotieci ADI; - OHOBNEHHSA
napameTpiB KOHTPOJIO A/19 NPOMDKHOIO NPOAYKTY
(Comp 10), W0 BUKOPUCTOBYETLCH Y BUPOOHULITBI
AdI

70.

BANCAPTAH
CAHAO3®
KOMMO3NTYM

TabneTku, BKpUTI
NAiBKOBOO
0060/10HKOI0, MO 80
mr/12,5 mr no 14
Tabnetok y 6nictepi;
no 1 abo 2 6nictepn y
KapTOHHIli KopoobLi

CaHpo3
dapmacbioT
ikans g.4a.

CrnoBseHis

Nex
dapmaLeBThyHa
KoMnaHis g.4.,
CnoseHis (Bunyck
cepiid,
TeCTyBaHHS);
Hosaprtic ®apma
C.n.A, Itania
(BMPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHpo3
C.P.N., PymyHis
(Bunyck cepii,
TEeCTyBaHHs)

CnoseHis/
ITanis/
PymyHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHK |l TNy - 3MiHK B Npoueci BupobHuuTea APl
BancapTtaH: - BBEAEHHS HOBOTO BUPOGHMKA
npomixkHoro npoaykty A®I (kpok 8), 6e3 3miHu Ao
TEeCTyBaHHS, a TakoX, 36i/bLLEeHHsI po3Mipy napTii
NMPOMiXHOro npoAykTy A®l; - OHOBNEHHS
NMpOoBeeHHs1 KOHTPOJIO AKOCTI A5 AiNbHULb
Solvias Ta Ringaskiddy; - oHoBNeHHs iHhopmavii
npo KOHTPOJIb AKOCTI BasicapTaHy B p. 3.2.S.2.1.
NS Bif06PaKeHHA NepeHeceHHs1 aHaNiTUUHNX
TecTiB 3 AinbHULi Novartis Pharma AG go Novartis
Pharma Schweizerhalle AG; - oHoBReHHS odiLiliHOT
afipecy BUPOBHMKa NPOMIXXKHOrO NPOAYKTY
Sumitomo Okayama,; - nepeHeceHHs1 BUPOGHNKOM
Sumitomo BMPOGHULITBO KPOKy 8 BasicapTaHy 3
AinbHUUi SB2 Ha ginbHuuo EQ 3, 06MaBI 3 SIKNX
posTalloBaHi Ha 3aBofi Okayama; - OHOBNEHHS
napameTpiB npoLecy BUpobHMLTBaB Moayni S22; -
OHOBJ/IEHHS NMPOBELEHHS KOHTPOO CNOJTyKK 9
(Valinister Tosylate), sika BUKOPUCTOBYETLCA 5K
BUXigHWI MaTepian y BUpobHuLTBI AD|
BancapTaHy; - OHOB/IEHHSI NapamMeTpiB KOHTPOSIO
cnonyku 6 (Bromtolyl-benzonitril), sika

3a
peyenmom

UA/15620/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BVIKOPVCTOBYETbLCS 5K BUXiAHWI MaTepian y
BMPO6HULTBI A®I BancapTaHy; - OHOB/IEHHSA
napameTpiB KOHTPO/IIO [/19 NPOMDKHOrO MPOAYKTY
(Valesteramide Sol/cnonykm 11), wo
BMKOPUCTOBYETLCA Y BUPOGHUYOMY npoueci AdI; -
OHOBJ/IEHHS NapameTpiB KOHTPOSIO A1 MPOMIXKHOIO
npogykTy (Comp 10), L0 BUKOPUCTOBYETLCA Y
BUPO6HMUTBI AdI

71.

BAJICAPTAH
CAHJ03®
KOMMO3UTYM

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO10, NO 160
Mmr/25 wmr; no 14
Tabnetok y 6nictepi;
no 1 abo 2 6nictepn y
KapTOHHIli KopoobLi

CaHpo3
dapmackioT
ikans a.Aa.

CnoBeHisi

Nex
dapmaLeBTUYHa
KoMnaHisa g.4.,
CroBeHis (BMNycK
cepii,
TEeCTyBaHHs);
HosapTic ®apma
C.n.A, Itania
(BUPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHpo3
C.P.J1., PymyHis
(Bunyck cepii,
TEeCTyBaHHs)

CnoseHis/
ITania/
PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu Il TNy - 3MiHK B NpoLieci BUpo6HMUTBa AdI
BancapTtaH: - BBEIEHHS HOBOTO BUPOGHMKA
npomixkHoro npoaykty A®l (kpok 8), 6e3 3miHu Ao
TeCTyBaHHS, a TakoX, 36i/bLLeHHsI po3mipy napTii
NPOMDXHOro NpoAaykTy A®l; - OHOBNEHHS
NPOBeAEHHS KOHTPOIO SKOCTi ANS AiNbHULb
Solvias Ta Ringaskiddy; - oHoBNeHHs iHhopmavii
Npo KOHTPO/b AKOCTI BanicapTaHy B p. 3.2.S.2.1.
0151 BigoOpaKeHHs1 NnepeHeceHHs aHaniTUYHNX
TecTiB 3 AinbHuui Novartis Pharma AG go Novartis
Pharma Schweizerhalle AG; - oHoBNeHHS odpiLiliHOT
afjpecyt BUPOGHMKa MPOMIKHOTO NPOAYKTY
Sumitomo Okayama; - nepeHeceHHs! BUpOGHVKOM
Sumitomo BMPOGHULITBO KPOKY 8 BasicapTaHy 3
AinbHuUi SB2 Ha ginbHuuo EQ 3, 06uaBsi 3 AKnx
posTalloBaHi Ha 3aBofi Okayama; - OHOBNEHHSA
napameTpiB npoLecy BUpobHMLTBaB Moayni S22; -
OHOBJ/IEHHS NMPOBELEHHS KOHTPOO CNosyku 9
(Valinister Tosylate), sika BUKOPUCTOBYETLCA AK
BUXigHWI MaTepian y BUpobHuLTBI ADI
BancapTaHy; - OHOB/IEHHSI NapameTpiB KOHTPOSIO
cnonyku 6 (Bromtolyl-benzonitril), ska
BUKOPVCTOBYETLCA SIK BUXIAHWIA MaTepian y
BMPO6HULTBI APl BanicapTaHy; - OHOB/IEHHS
napamMeTpiB KOHTPOJIO /19 MPOMKHOrO NPOAyKTy
(Valesteramide Sol/cnonyku 11), wo
BMKOPUCTOBYETHLCA Y BUPOGHMYOMY npoueci AdI; -
OHOBJIEHHS NapameTpiB KOHTPOJIO A1 MPOMIKHOro
npoaykty (Comp 10), L0 BUKOPUCTOBYETLCA Y
BMPOGHULTBI ADI

3a
peyerimom

UA/15620/01/02

72.

BIPTAH

renb 04YHWiA 1,5 mr/r
no5ry Ty6i3
HaKOHEYHVKOM, Lo
3arBYHYyETHCSA
KoBnaykom, no 1 Ty6i
B KQPTOHHIi1 KOpPooL,i

Na6opaTtopi
A 3ea

PpaHuis

Papmina-3ea
PapmaceyTuui
C.n.a.

ITanis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6esnekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
BHECEHHSAM iHhopMmalLii LLOAO 3a3HAYEHHS OfUHULb
BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPLYKEHHS

3a
peuyenmom

UA/9379/01/01

73.

BITAMIH E-

Kancysm m ski no 100

ToBapucTs

YKpaiHa

ToBapuCTBO 3

YKpaiHa

BHECEHHS 3MiH 10 peecTpauliiiHnx maTepianis:

6e3

UA/16044/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
340POB’'A mr no 10 kancyn y 03 0bMexeHot 3MiHM | TURy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
6nictepi; no 1 a6o no o6MexeHo BiANoBiga/IbHICTIO Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
3 6nictepu, abo no 5 10 "hapMaueBTNYHa 00 po3giny “MapkyBaHHs” MKA N13:
6nicTepis, abo no 6 Bignosigan KOMMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
6nictepiB y Kopobui 3 bHICTIO "3p0pos'a” 3aTBEPKEHOr0 TeKCTY MapkyBaHHS. OHOBNEHHS
KapToHYy "®apmaues TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOT
TMYHa yNakoBKN NiKapCbKOro 3aco6y 3 BHECEHHAM
KOMnaHis iHhopMaUiT LLoA0 3a3HAYEHHS OANHULLL
"3p0pos'a” BMMIpPIOBaHHS y cuctemi Sl. BBeAeHHs 3MiH
npoTArom 6-Tu MicALiB Nicns 3aTBepAKEeHHS
74. BITAMIH E- Kancysm m'siki no 200 ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/16044/01/02
340POB'A Mr o 10 kancyn y 03 06MexeHo 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenma
6nicTepi; no 1 abo no 06MexeHo BiANoBiAa/IbHICTIO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
2 6nictepu, abo no 3 10 "PapmMaueBTNYHa 00 po3ainy “MapkyBaHHs” MKA N13:
6nictepu, abo no 6 Bignosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
6nicTepiBy Kopoo6Li 3 bHICTIO "3p0pos'a” 3aTBEPKEHOr0 TeKCTY MapKyBaHHS. OHOBNEHHS
KapToHy "®apmaues TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
TUYHa yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KOMNaHis iH(hopMaUiT LWLoA0 3a3HAYEeHHSA OAVHULb
"3po0poB'a” BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
NpoTArom 6-Tn MiCALB MiCNs 3aTBEPAKEHHS
75. BITAMIH E- kancynm m siki no 400 ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/16044/01/03
340POB'A Mr no 10 kancyn y 03 06MmeXeHo 3MiHKM | TURy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peyenma
6nictepi; no 2 06MeXeHo BigMNOBiga/IbHICTIO Ta hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
6nictepu abo no 3 10 "®apmaveBTnyHa 0o po3giny “MapkyBaHHs" MKA N13:
6nictepu, abo no 6 signosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
6nicTepiB y kKopobu,i 3 bHICTIO "3p0poB's” 3aTBEPAKEHOrO TEKCTY MapKyBaHHSl. OHOBNEHHS
KapToHy "®apmaves TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
TUYHa yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
KOMMNaHis iHdhopMaLii LWoA0 3a3HaYeHHS OAMHULb
"3p0poB'a” BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NpoTArom 6-Tu MicALB NiCNA 3aTBEPAXEHHSA
76. FANIYM-XEE/Nb | kpanni opanbHi no 30 Bionoriwe HimeuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 UA/3283/01/01
My chnakoHi- XalinbmiTre a XaiinbMmiTTens 3MiHM | TUNY - BHECEHHS 3MiH [0 po3ainy peuyenma
KpanesnbHuui; no 1 Nb Xeenb Xeenb MM6X “MapkyBaHHS" B 3aTBepKeHnX MKA N3;
chnakoHy-kpanenbHuLj vM6X 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
y KOpo6Lji 3 KapTOHY 3aTBEPAKEHOr0 TEKCTY MapkyBaHHS. 3MiHU BHECEHi
B TEKCT MapKyBaHHS YNakoBKW MiKapCbKOro 3acoby
LLOA0 3a3HaYeHHS MDKHapOAHMX NO3HAYeHb
OAMHULIb BUMIpPIOBaHHS. BBEEHHA 3MiH NPOTAroM
6-TV MicALiB NiCNA 3aTBEPLYKEHHSN
77. FANTONEPUNAO Tabnetku no 1,5 wr, BAT YropwmHa BAT "leneoH YropLlmHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/7271/02/01
N-PIXTEP no 25 TabneTok y "legeoH PixTep" 3MiHK | TNy - 3MiHK Woao 6e3nekn/epeKTUBHOCTI peuyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 2 Pixtep" Ta cpapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
6nicTepy B KAPTOHHIi 00 posgainy “MapkyBaHHs" MKA 113"
ynakoBLi 3anponoHoBaHo: MapkyBaHHs. 3rifgHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHU BHECEHI
B TEKCT MapKyBaHHS YNakoBKW NikapcbKkoro 3acoby
LLIOAO 3a3HaYeHHs MKHApOAHUX NO3HAYeHb
OAMHULb BUMIpOBaHHS. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB Nicns 3aTBepIKEHHS
78. FANNICTEHA® Tabnetkv no 12 Pixapg AscTpis Pixappg BiTTHep ABcTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/10024/01/01
Tabnetok y 6nictepi; BiTTHep Al Al 3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenma
nol, 2 3a6o4 Ta hapmakoHarnsagy (iHWi 3mMiHW) - BHECEHHS 3MiH
6nicTepy y KapTOHHIl [0 po3giny “MapkyBaHHS" B 3aTBEpAKeHnx MKHA
KOpoo6Li N3; 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPKEHOrO TEKCTY MapkKyBaHHS. 3MiHU BHECEHi
B TEKCT MapKyBaHHS yNakoBKW iKapcbKoro 3acoby
LLIOA0 3a3HaYeHHS MDKHapOAHMX NO3HaYeHb
OMHULIb BUMIPIOBaHHS. BBEIEHHSA 3MiH NPOTAroM
6-TV MicALiB NiCNsA 3aTBEPAKEHHS
79. FANNICTEHA® Kpanni opasbHi no 20 Pixapa ABCTpis Pixapa BitTHep ABCTpis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/1970/02/01
mn, abo no 50 mn, BiTTHep Al Al 3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenma
a6o 100 mny Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHM BHECEHI B
dhnakoHax- TEKCT MapKyBaHHs yNakoBKW NiKkapCbKoro 3acoby
KpanenbHuusx; no 1 LLIOAO 3a3HaYeHHs MKHapOAHUX NO3HAYeHb
(pNakoHy B KApPTOHHIl OAVHWLb BUMIPIOBaHHS. BBEAEHHS 3MiH MPOTATrOM
ynaxoBLi 6-Tn MicsALIB NicNs 3aTBEPKEHHSA
80. FACTPA/b TabneTku XyBaslbHi, TosapucTs YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/17407/01/01
M ATHI no 10 Tabnetok y 03 0bMexeHot 3MiHM | TUny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI peyenma
TABJNIETKN 6nicTepi, no 1 abo 2 o6MexeHo BiANoBigasIbHICTIO Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
6nicTepu y kopobui 3 10 "®apmaLieBTuyHa [0 po3sginy “MapkysaHHsA" MKA N13:
KapTOHY Bignosigan KOMMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
bHICTIO "3popos'a” 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHSA
"®apmates TEKCTY MapKyBaHHA NepPBUHHOI Ta BTOPUHHOT
TMYHa YNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
KOMnaHis iH(hopMaUiT LLoA0 3a3HAYEHHS OANHULb
"3p0pos'a” BMMIpPIOBaHHSA y cuctemi Sl. BBefieHHs 3MiH
NpoTArom 6-Tu MiCALB MicNs 3aTBEPMAKEHHS
81. FATUMAK TabneTku, BKPUTI Makneopc IHAis MAKNEOAC IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3159/01/02
0600HKot0, No 400 dapmacbioT PAPMACBIOTUK 3MiHM | TUny - 3MiHK Wogo 6esnekn/edekTUBHOCTI peyenmom
Mr no 5 TabneTtok y vkanc ANC NIMITEL, Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nictepi; no 1 Nimiteq y3arajslbHeHUX AaHux npo cuctemy

6nicTepy B KapTOHHIl
ynakoBLi

thapmakoHarnsgy (BBefeHHs y3araslbHeHNX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YMNOBHOBAXEHOI 0c06M, BigNoBiganbLHOI 3a
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBa)XeHOI 0cobMu, BigNoBifanbHOI 3a
3[jicCHeHHs1 hapMakoHaraay (BkIyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigasibHOI
3a 3fjiicHeHHs thapmakoHarnsgy: NponoHosaHa
pepakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO06M YNMOBHOBaXXEHOT 0CO6Y
3asBHMKA, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnagy B Ykpaini: NponoHosaHa
pepakuisi: MiiTeypka /llo6oB BanepiiBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a 3gjiicHeHHs chapmakoHarnsgy B YkpaiHi. 3miHa
HoMepa MacTep-haiina cuctemm dpapmakoHarisay

82.

FEKCIIMH-M®

necapii no 16 mr, no 5
necapiis y ctpuni; no
2 cTpunu y naui i3
KapTOHY

NAT
"MoHdapm*

YkpaiHa

MAT "MoHcbapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny

“I'padhiuHe 0hopMIEHHS YNakoBKW” Ha Po34in

“MapkyBaHHs” B MKA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rifIHO 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHS.
3MiHV BHeCeHi B TEKCT MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby WoA0 3a3HaYeHHs
MiXXHapPOAHWX NO3HaYeHb O4MHULb BUMIPIOBAHHS.

BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns

3aTBEPKEHHS

6e3
peyenma

UA/13640/01/01

83.

FEMATIKC

niocpinizat gns
PO34MHY ANs iHAY3ii
no 200 mr, 1 chnakoH 3
niocpinizatom y
KOpoo6Li

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

"BeHyc Pemegic
NimiTen"

IHgis

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

00 po3giny «MapkyBaHHs» MKA N13 :
3anponoHoBaHo: MAPKYBAHHSA. Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHs. OHOB/IEHHSA
TEKCTY MapKyBaHHs yrakoBKW ikapCbKoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl. BBefieHHsA 3MiH
NPOTArom 3-X MicALiB Nic/1a 3aTBEPAXKEHHS

3a
peyenmom

UA/11639/01/01

84.

FEMUMTABIH
AKKOP[,

KOHLEeHTpaT Ans
pO34KHy Ans iHdysid,
100 mr/mn; no 2 mn
(200 mr), 10 mn (1000

Akkopg,
Xenckea
Nimiteq

Benvka
BputaHis

AKKopf Xernckea
Nimiten, Benvka
BpuTaHis
(BignoBifansHWiA

Benuka
BputaHis/
YropuwuHa/
IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHV | TUMY - OHOBMIEHHA TEKCTY MapKyBaHHs
yNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
iH(hopMaLiT LLoA0 3a3HAYEHHS OAVHULb

3a
peyenmom

UA/17799/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
mr), 15 mn (1500 wmr), BUNYCK cepi); BMMIpIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
20 mn (2000 mr) y AkKopg, Xenckea NPOTArom 6-X MicALiB Nic/a 3aTBEPAXKEHHS
thnakoHi; no 1 Nimiten, Benuka
th1aKkoHy y KapTOHHil BpuTaHis
nauui (BTOpUHHE
nakyBaHHs);
AcTpoH Pe3bopuy
Nimiten, Benvka
BpuTanis
(KOHTPO/Ib SAKOCTI
cepiid); BeccniHr
XaHrepi KT,
YropumHa
(KOHTPO/b SIKOCTI
cepii); IHTac
dapmacbloTikanc
Nimites, IHajisa
(BpOGHMLTBO,
KOHTPO/Tb AKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS); IHTac
PapmacbloTikasic
Nimiten, IHAis
(BMpOGHMLTBO,
KOHTPO/b SKOCTI,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs)
85. FEHTAMILUWH- PO3YMH ANS iH'EKUi, TosapucTs Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7273/01/01
340POB'A 40 mr/mn, no 1 mn abo 03 06MeXeHOo 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
no 2 mn B amny/i; no 0o6MmexeHo BiANOBiAa/IbHICTIO Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
10 amnyn y KapTOHHil 10 "PapmaueBTnyHa TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro 3acoby 3
Kopob6ui; no 1 mn a6o Bignosigan KOMNaHis BHECEHHAM iHdhopMaLii LWoA0 3a3Ha4YeHHs OANHULb
no 2 ma B amny/ii; no bHICTIO "3popos'a" BMUMIpIOBaHHsA y cuctemi Sl, iHpopmalii wono
5 amnyn y 6nictepi; "®apmaues TOBAPHOro 3HaKy, SIOroTUNy KOMNaHii Ta iHWoT
no 2 6nictepu B TUYHA TeXHiYHoI iHdhopMaLii BHeceHHs 3MiH 40 po3ainy
KapTOHHiIi kopobLj; No KOMnNaHis “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
2 mn B amnyni; no 10 "3popos'a” MAPKYBAHHSA BignoBigHo o 3aTBEpAKEHOr0
amnyn y 6nictepi; no TeKCTy MapKyBaHHs. BBefileHHA 3MiH NPOTAroM 6-x
1 6nictepy B MicALB Nicnsa 3aTBepAKEHHSA
KapTOHHI Kopo6Lyi
86. FENTOP- KOHUEeHTpaT 415 TOB Ykpaina TOB "®APMEKC YKkpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/15641/01/01
DPAPMEKC PO34unHY ANs iHQY3ilA, "®APMEKC reyn 3MiHM | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapCbKuii peuenmom
500 mr/mn; no 10 mny reymn" 3aci6. CTabinbHICTb. 3MiHa Yy TepMiHax NpuAaaTHOCTI

donakoHi; no 5
(h/1aKOHIB B KOHTYpHIlA
YapyHKOBIli ynakoBLi;

a60 ymoBax 36epiraHHs TOTOBOTO J1iKapCbKOro
3aco06y (36i/1bLUEeHHS TeEpMiHY NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBKu
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 abo 2 KOHTYpHi (NigTBEPAXYETLCA AaHUMK PeasTbHOro Yacy) -
YapyHKOBI yNakoBKU B 36i/bLLUEHHS TEePMiIHY NPUAATHOCTI FOTOBOIO
KapTOHHIW nayvj NiKapCbKOro 3acoby Ha OCHOBI NO3UTUBHWX
pesynbTaTiB [OBrOCTPOKOBUX AOCIHKEHb
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
TepmiH NpuAATHOCTI 2 POKK. 3anponoHOBaHO:
TepmiH npugaTHocTi 3 poku. BBeAeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.
87. FENTPAN® MOPOLLIOK ABGOTT HimeuunH BMPOGHMLITBO, Ipeuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/6993/02/02
niodpinizoBaHWin Ans Na6opaTtopi a nepBuHHe ITania/ 3MiHK | TUNY: AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
PO34MHY ANs1 iH'EKLi 36X nakyBaHHs, dpaHuis HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXEHHS

no 500 mr, 5 CKNsAHNX
()N1aKOHIB 3 NOPOLLKOM
niodpinizoBaHum ta 5
amnyn 3 PO34NMHHUKOM
(L-ni3uH, HaTpito
rigpokcuna, Boga ans
iH'ekuiil) no 5 mn B
KOHTYPHIli YapyHKOBIi
ynakoBLi, 3anevaTaHiii
a/IIOMIHIEBOIO
honbroto; no 1
KOHTYPHIli YapyHKOBIi
yNakoBLi Y KAPTOHHIi
Kopobui

KOHTPO/b SKOCTI
Ta BUNycCK cepiit
PO34MHHKKA in
bulk:
damap A.B.E.
Animoc MNnaHT 63,
Byn. Ar. [limiTpiy,
peuis
abo
BMPOGHMLITBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/1b SKOCTI
PO3YMHHYKA:
Bionogxici Itanis
Nab6opaTtopis
C.P.N., Itania
BMPOBHULTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b SKOCTI
nopoLLka
niodpinizoBaHoro;
BTOPVIHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepiit
roToBOro
niKkapcbkoro
3acoby:
Bionogxici ITanis
JNlabopaTopis
C.P.N., Itanisa
abo
Hendapm CeH
Pewmi, ®paHuis

AisSnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHULL BUMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae BUpoOHMK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa HaliMeHyBaHHs
Ta YTOYHEHHS HanucaHHA aapecu BUpPobHMKa
roTOBOro MikapcbKoro 3acoby, BignNoBiga/IbHOMO 3a
Bunyck cepii (Pamap Jlernb, PpaHuis). 3MiHn
BHECEHO B iHCTPYKLIit0 415 MEAUYHOrOo
3aCTOCYBaHHSA Ta KOPOTKY XapaKTepUCTUKY LLIOAO
HaliMeHyBaHHA Ta MiCLie3Hax0KeHHsA BUPOBOHNKa 3
BiANOBIAHMMU 3MiHAMW Yy TEKCTI MapKyBaHHS
ynakoBKU nikapcbKoro 3acoby (BeegeHHs 3MiH
NPOTAroM 6 MiCALB NiCNA 3aTBePKEHHS); 3MiHN |
TMNy: 3MiHW 3 AKOCTi. FTOTOBWIA NiKapcbKuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0AATKOBOT AiNbHUL BUPOBHMLITBA /15 HACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULA, Ha AKil
npoBoAATbLCA 6yAb-sKi BUPOOHWYI cTagil, 3a
BUHSATKOM BUNYCKY Cepii, KOHTPOSIIO AKOCTi Ta
BTOPWHHOTO NakyBaHHS AN CTEPUSIbHUX
nikapcbkux 3aco6iB (BKIOHYAKUN BUPOGEHI
acenTUYHUM METOAO0M), KpiM NiKapCbkux 3acobis
6i010ri4YHOro/iMyHOONYHOTO MOXOMKEHHS) -
BBEEHHS A0AaTKOBOT Ai/bHULI - Bionogxici ITanis
Nab6opaTtopis C.P.J1., ITania ona BMpo6HULTBA,
NEepPBUHHOIO NakyBaHHA PO3UYMHHUKA; 3MiHW | Tuny:
3MiHu 3 SKoCTi. FoToBMIA NiKapcbkuii 3aci6. 3MiHW y
BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO JlikapCcbkoro 3acoby (3amiHa abo
[ofaBaHHsA AiNbHULI, Ha 5K 34iCHI0ETbCSA
KOHTPONb/BMNPOGYBaHHS cepii) - BBEAEHHS
[04aTKOBOI AinbHULY - Bionogxici ITanisa
Nab6opaTtopiz C.P.J1., ITanist Ana KOHTPO/ AKOCTI
PO34YMHHYKKE; 3MiHU | TMNY: 3MiHK 3 AKkocTi. [oTOoBMiA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoueci BUPOGHULITBA FOTOBOTIO NiKapCbKoro
3ac06y, BK/1I0YAKUN NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOrO

nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci

BMPOOHULITBA) - HE3HAYHA 3MiHA Y NPOLIECI
BVMPOGHMLTBA PO3YMHHIMKA; 3MiHM | TUMY: 3MiHKM 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX y creumdikayisx, nig vac
BMPOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby
(mopaBaHHA HOBOrO MeToAy BUNPOOYBaHHA Ta
[OMYyCTUMUX MEX) - BBEAeHHS BUNPOGYBaHHA Ha
6ioHaBaHTaxeHHs (bio-burden) meToaom
MeM6paHHoI hinbTpavii Ha eTani HarnoBHEHHS
amnys nepep KiHLEeBO cTepuisalieto
(3anponoHoBaHo: Bio-burden Membrane filtration ?
10 CFU/100 mL); 3MiHuM | Tuny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOOYBaHHS) - HE3HAYHA 3MiHa Y
3aTBEPKEHOMY METO/ji BUNPOOyBaHHS AN
BU3HAYEHHSA BMICTy L-ni3nHy B amnynax 3
PO34YNHHVKOM

88.

FHEKOXEE/1b

Kpanni opasibHi no 30
M1y CKNSIHOMY
hNakoHi-kpanenbHUL;
no 1 dpnakoHy-
KpanenbHuLi B
KOpoOLi 3 KapTOHY

Bionoriwe
Xainbmitre
b Xeesb
m6X

HimeuunH
a

Bionoriwe
XannbmitTenb
Xeenb MTmM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHM | TUNY - BHECEHHS 3MiH 40 po3Ainy
“MapkyBaHHs" B 3aTBepxeHnx MKA N3;

3anponoHosaHo: MAPKYBAHHSA. BignosigHo fo
3aTBEePKEHOro TeKCTy MapKyBaHHs. OHOB/IEHHSA
TEKCTY MapKyBaHHs yNnakoBK/ NiKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalii LLoAO 3a3HaYEHHS OAUHULbB
BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPKEHHS

Bes
peyenma

UA/7867/01/01

89.

FIOTPND®

TabneTkn, BKPUTI
NNiBKOBOO
06010HKO0 N0 20 Mr;
no 7 TabneTok y
nepcoposaHomy
6nictepi; no 1
6nictepy B
namiHoBaHoOMy
anoMiHiEBOMY calle 3
nakeToM AEeCUKaHTy;
no 4 asltoMiHIEBUX
calle y KapTOHHiiA

BepiHrep
IHrenbxanm
IHTEepHeLLH

nrmex

HimeuuunH
a

A eHg Em
LWTa6TecT Nabop
dyp AHaNITUK yHA
Crab6initarcnpyd
YHreH TM6X,
HimeuunHa
(anbTepHaTMBHA
LinbHUUA ANA
KOHTPO/IHO SIKOCTI
roTOBOro
niKkapcbkoro
3acoby Ta 3a

HimeuunHa

BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis:
3MiHu || TNy - 3MiHW BHECeHi 40 IHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby Ao
po3giniB "OcobMBOCTI 3acTocyBaHHS", "M0OGIYHI
peakuii”, a Takox 40 KOPOTKOT XapaKTepucTUKM
nikapcbkoro 3acoby Ao po3ainis "4.5. Ocobnumsi
3acTepeXeHHsi Ta 3anobiHi 3axoau npu
3acTocyBaHHiI", "4.9. Mob6iuHi peakuji”. BBeaeHHSA
3MiH NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPAXEHHS

3a
peyenmom

UA/15816/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOpoo6Li NoKa3HUKOM
"Po3knagaHHA
aimeTnnaminy");
BepiHrep
IHrenbxainm

dapma N'vbX i Ko.
Kr, Himeuunna
(BUPOBHMLTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/1b SKOCTI
Ta BUNycK cepii );
Nabop /IC CE eHf
Ko. KT,
HimeyunHa
(anbTepHaTVBHA
naboparopia ans
npoBefAeHHs
KOHTPO/IIO AKOCTI
3a NOKa3HUKOM
Mikpob6iosnoriyHa
uuctota); Crc
IHCTUTYT
®peseHiyc MM6X,
HimeuunHa
(anbTepHaTMBHa
naboparopis Ans
npoBeAeHHs
KOHTPOJIH0 SKOCTI
3a NOKa3HNUKOM
Mikpo6ionoriyHa
yncToTa);
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHs);
PACT
le3enbliadt
thiop
PapmauoiiTile
KyaniteTcTteHaap
ac M6X,
HimeuunHa
(anbTepHaTMBHA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

LinbHUUA Ans
KOHTPO/IIO AKOCTI
roTOBOroO
nikapcbkoro
3acoby Ta 3a
NoKa3HUKOM
"Po3kiagaHHs
aimetunaminy");
LLiteremaHH
JNboHhepnakyHre
H yHA JloricTiwep
Cepsic e. K.,
HimeyunHa
(anbTepHaTVBHA
OinbHWUA ANns
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHs)

90.

FIOTPUND®

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOH No 30 Mr;
no 7 TabneTtok y
nepcopoBaHomy
6nictepi; no 1
6nictepy B
namiHoBaHOMy
aIOMiHIEBOMY calue 3
nakeToM JecuKaHTy;
no 4 astoMiHiEBNX
calle y KapTOHHIl
KOpoo6Li

BepiHrep
IHrenbxanm
IHTEepHeLUH

nrmex

HimeuunH
a

A eHp Em
Lta6TecT Nlabop
dyp AHaNITUK yHA
Cra6initatcnpyd
YHreH Mm6X,
HimeuunHa
(anbTepHaTVBHA
LinbHUUA ANA
KOHTPOJIH0 SKOCTI
roToBOro
niKkapcbKoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHsA
aimeTnnaminy");
BepiHrep
IHrenbxainm
dapma N'vbX i Ko.
KI", Himeuunna
(BUPOGHMLTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b SKOCTI
Ta BUNYyCK cepii );
Nabop JIC CE eHp
Ko. KT,
HimeuunHa
(anbTepHaTBHA
naboparopis Ans

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu |l TNy - 3MiHK BHeCeHi Ao IHCTpyKLii ans
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3ginis "Ocob6nmBocTi 3acTocyBaHHs", "To6iuHI
peakuii”, a TakoX 40 KOPOTKOT XapaKTepuCTUKM
nikapcbkoro 3acoby Ao po3ginis "4.5. Ocobnumsi
3acTepexeHHs Ta 3anobixHi 3axogun npu
3acTocyBaHHi", "4.9. MNobiuHi peakuii". BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS

3a
peyenmom

UA/15816/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
npoBefAeHHs

KOHTPO/IIO AKOCTI
3a NOKa3HUKOM
Mikpob6iosnoriyHa
uuctota); Crc
IHCTUTYT
®peseHiyc MM6X,
HimeuunHa
(anbTepHaTMBHa
naboparopis Ans
npoBeAeHHs
KOHTPOJIH0 SKOCTI
3a NOKa3HNKOM
Mikpo6ionoriyHa
yncToTa);
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
MapKyBaHHS Ta
BTOPVHHOIO
nakyBaHHs);
PACT
le3enbliadt
thiop
PapmauoiiTile
KyaniteTcTteHaap
ac M6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
KOHTPOJIH0 SKOCTI
roToBOro
niKapcbKoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHA
aimeTnnaminy");
LTeremaHH
JNboHepnakyHre
H yHA floricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHa
LinbHUUA Ans
MapKyBaHHs Ta
BTOPUHHOTO
nakyBaHHs)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
91. FIOTPUND® TabneTku, BKpUTI Bepinrep HimeuunH A eHp Em HimeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/15816/01/03
NAiBKOBOO IHrenbxanm a Lta6TecT /labop 3MiHu |l TUNY - 3MiHK BHeCeHi Ao IHCTpyKLii AnA peuenmom
06010HKO0 NO 40 Mmr; IHTEepHeLUH dyp AHaniTUK yHA MeZJMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby Ao
no 7 TabneTtok y nrméex Cra6initatcnpyd po3ginis "Ocob6nmBocTi 3acTocyBaHHs", "lMo6iuHI
nepcoposaHomy YHreH Mm6X, peakuii”, a Takox 40 KOPOTKOT XapaKTepucTUKM
6nicTepi; no 1 HimeuunHa nikapcbkoro 3acoby Ao posginis "4.5. Ocobnmsi
6nictepy B (anbTepHaTMBHA 3acTepexeHHs Ta 3anobixHi 3axoau npu

namiHoBaHOMY
aIOMiHIEBOMY calle 3
nakeToMm AecuKaHTy;
no 4 astoMiHieBUX
calle y KapTOHHIl
KOpoo6Li

OinbHUUA ANA
KOHTPOJIHO SKOCTI
roToBOro
nikapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHA
aimeTnnaminy");
BepiHrep
IHrenbxainm
dapma M'vbX i Ko.
Kr, Himeuunna
(BUPOBHMLTBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/1b SKOCTI
Ta BUNycK cepii );
Nabop /IC CE eHf
Ko. KT,
HimeyunHa
(anbTepHaTVBHA
naboparopia ans
npoBefAeHHs
KOHTPO/I0 AKOCTI
3a NOKa3HUKOM
Mikpob6iosnoriyHa
uuctota); Crc
IHCTUTYT
®peseHiyc MM6X,
HimeuunHa
(anbTepHaTMBHa
naboparopia Ans
npoBeAeHHs
KOHTPOJIHO SKOCTI
3a NOKa3HNKOM
Mikpo6ionoriyHa
yncToTa);
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHA

3acTocyBaHHi", "4.9. MNobiuHi peakuii". BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPIXKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

LinbHUUA Ans
MapKyBaHHs Ta
BTOPVHHOTO
nakyBaHHs);
®ACT
esenbladT
thiop
dapmavoliTiwe
KyaniteTcteHgap
OC M6X,
HimeuunHa
(anbTepHaTMBHa
LinbHUUA Ans
KOHTPO/IH0 AKOCTI
roToBOro
nikapcbkoro
3acoby Ta 3a
NOKa3HNMKOM
"Po3kiagaHHs
aimetunaminy");
LLiteremaHH
JNboHbepnakyHre
H yHA NloricTiwep
Cepsic e. K.,
HimeyunHa
(anbTepHaTBHA
OinbHWUA ANns
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHs)

92.

FIOTPUND®

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOH MO 50 Mr;
no 7 TabneTtok y
nepcopoBaHomy
6nictepi; no 1
6nictepy B
namiHoBaHOMY
alOMiHIEBOMY calle 3
nakeToM JecuKaHTy;
no 4 astoMiHiEBNX
calle y KapTOHHIl
KOpoo6Li

BepiHrep
IHrenbxanm
IHTEepHeLUH

nrmex

HimeuunH
a

A eHp Em
Lta6TecT Nlabop
dyp AHaNITUK yHA
Crabinitatcnpyd
YHreH Mm6X,
HimeuunHa
(anbTepHaTVBHA
LinbHUUA ANA
KOHTPOJIH0 SKOCTI
roToBOro
niKapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHsA
aimeTnnaminy");
BepiHrep
IHrenbxainm
dapma 'mbX i Ko.

HimeuuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu |l TNy - 3MiHK BHeCeHi Ao IHCTpyKLii ans
MEeAMYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby Ao
po3ginis "Oco6nmBocTi 3acTocyBaHHs", "To6iuHI
peakuii”, a TakoX 40 KOPOTKOT XapaKTepuCTUKM
nikapcbkoro 3acoby Ao po3ginis "4.5. Ocobnumsi
3acTepexeHHs Ta 3anobixHi 3axomn npu
3acTocyBaHHi", "4.9. MNobiuHi peakuii". BBegeHHs
3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPAXXEHHS

3a
peyenmom

UA/15816/01/04
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Kr, Himeuunna
(BUPOBHMLTBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/1b SKOCTI
Ta BUNycK cepii );
Nabop /IC CE eHf
Ko. KT,
HimeyunHa
(anbTepHaTBHA
naboparopia ans
npoBefAeHHs
KOHTPO/IH0 AKOCTI
3a NOKa3HUKOM
Mikpob6iosnoriyHa
uuctota); Crc
IHCTUTYT
®peseHiyc MM6X,
HimeuunHa
(anbTepHaTMBHa
naboparopia Ans
npoBeAeHHs
KOHTPOJIH0 SKOCTI
3a NOKa3HNKOM
Mikpo6ionoriyHa
yncToTa);
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHs);
PACT
Ie3enbliadt
thiop
PapmauoiiTile
KyaniteTcteHaap
ac M6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
KOHTPOJIH0 SKOCTI
roToBOro
niKapcbKoro
3acoby Ta 3a
MOKa3HNKOM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"Po3kiagaHHs
aimetunaminy");
LLiteremaHH
JNboHbepnakyHre
H yHA NloricTiwep
Cepsic e. K.,
HimeyunHa
(anbTepHaTBHA
OinbHWUA ANns
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHs)
93. FNHOKO3A- NMopoLIoK AN TOB YkpaiHa TOB "VcTok- Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/13157/01/01
TECT OP&/IbHOTO PO3UNHY "UcTok- Mntoc" 3MiHK | TRy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peuyenma
no 75 r; 1 KoHTeliHep Mnoc" Ta chapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
abo cawe 3 «[padhiuHe 0hOPM/IEHHS YNAKOBKN» Ha pO3[in
nopoLukom; 1 «MapkyBaHHs» MKSA /13; 3anponoHoBaHo: Po3gin
KOHTeliHep abo cawe MKA «MAPKYBAHHSA.» 3rigHo 3aTBEpAKEHOro
Y KapTOHHi Kopobui TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NPOTAroM 2-X MiCALiB Nic/a 3aTBEPAXKEHHS
94, reyvnro rpaHynu ans KYCYM IHais KYCYM IHgis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/17055/01/01
XOTMIKC® OP&/IbHOIO PO3UUHY 3i XENNTXKEP XENTXKEP MNBT 3MiHuM | TUNY - BBEEHHA 40AaTKOBOro po3mipy cepii peyenma
CMakoM YOpHOT MNBT NTA4 nTAa roTOBOrO Jlikapcbkoro 3acoby — 70 000 cawe ans
cMopoaMHM no 5ry BMPOGHUYOT AinbHuLi KYCYM XENTXKEP MBT
caue, no 5 a6o no 10, NTA, wo po3TaiwloBaHa 3a agpecoto 1ot Ne M-3,
abo no 20 cawe y IHgop Cnewwen IkoHoMik 30yH, Pelis-Il, Mitamnyp,
KapPTOHHI ynakoBLii LicT. Oxap, Magxbsa Mpageww, Mid 454774, IHais.
3MiHa 06yMOB/IeHa ONTUMI3aLierd BUKOPUCTaHHS
o6nagHaHHA npu BUpobHULTBI 'N13.
3anponoHosaHo: 7 000 cawe; 70 000 cawe
95. rPUNro® Tabnetku; no 4 KYCYM IHais KYCYM IHAis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/7630/01/01
Tabnetkn y 6nictepi; XENTXKEP XENTXKEP MNBT 3MiHW | TUMY - BHECEHHS 3MiH A0 pOo3ainy peyenma -
no 1 a6o 50 6nicTepis MNBT NTA, nTa “MapkyBaHHa" MKA /13: 3anponoHoBaHo: Ne4 (4x1),
Y KapTOHHIi1 ynakoBLi; MAPKYBAHH$. BignoBigHO A0 3aTBEPKEHOIO Nel0 (10x1);
no 10 TabneTtok y TEKCTY MapKyBaHHA. OHOB/IEHHA TEKCTY 3a
6nicTepi; no 1 a6o 10 MapKyBaHHS! yMakoBKU /TiKapCbKoro 3acoby 3 peyenmom -
6nicTepiB y KApTOHHIl BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHS OANHULb Ne200
ynakosui; no 10 BMMIpPIOBaHHSA y cuctemi Sl. BBefieHHs 3MiH (4x50),
Tabnetok y 6nictepi; NpoTArom 6-Tu MiCALB NiCNs 3aTBEPMAKEHHS Ne100
no 1 6nictepy B (10x10),
KapTOHHI ynakoBL,; Ne100
no 10 KapTOHHMX (10x1x10)

YNaKoBOK Y KapTOHHili
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Kopo6ui
96. rPUnounuTPO nopoLUoK ANs ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1470/01/02
H ®OPTE OpasIbHOro PO3YnNHY 03 06MeXeHo 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/epeKTUBHOCTI peyenma
no 4,0 r NopoLky B 06MexeHo BiANOBifa/IbHICTIO Ta thapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHeCeHi B
nakeTi; no 10 nakeTiB 10 "®apmaLeBTnyHa TEKCT MapKyBaHHS yNakoBKW NiKapCbKoro 3acoby
Y KapTOHHIil kopobui Bignosigan KoMnaHis LLIOAO 3a3HaYeHHs MKHApOAHUX MO3HaYeHb
bHICTIO "3p0pos'a” OAVHWLb BUMIPIOBAHHSA. BHeceHH:A 3MiH [0 po3giny
"®apmaues “MapkyBaHHA" MKA J13: 3anponoHoBaHo:
TUYHa MAPKYBAHHSA BignosigHo f0 3aTBEPAXEHOr0
KomnaHis TEKCTY MapKyBaHHS. TepMiH BBeAEHHS 3MiH:
"3popos'a” NpoTAroM 6 MiCALiB 3 AaTh 3aTBEPIKEHHS
97. rPmnounTPO NMopoLOK ANs ToBapucTs YKpaina ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/10174/01/01
H XOT NIMMOH OP&/TbHOIO PO3UNHY 03 06MexeHo 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma
no 4,0 r NopoLuKky y 06MexeHo BiANOBIAA/TIBHICTIO Ta hapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
nakeTi; no 5 a6o no 10 10 "®apmaueBTnyHa 00 po3ainy “MapkyBaHHs” MKA /13: 3aTBepaXeHO:
NakeTiB y KAPTOHHIi Bignosigan KOMnaHis MAPKYBAHH#A TekcT MapkyBaHHS fOLA€ETHCA.
KopooLi BHICTIO "3p0opos'a” 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
"dapmaLes 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
TMYHa TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
KoMnaHis BHECEHHSAM iH(hopMmalLii LLOAO 3a3HAYEHHS OAUHULb
"3p0poB'sa” BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
NPOTAroM 6-TW MicsUIB NiCNs 3aTBEPAYKEHHS.
98. rPUN-XEENb PO3YMH ANS iH'EKL;it Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 3a UA/4268/01/01
no 1,1 mn B amnyni; Xaiinbmitre a XaiinbmitTens 3MiHV | TUMY - BHECEHHS 3MiH 40 pO34iny peyenmom
no 5 amnyny Nb Xeenb Xeenb M'M6X “MapkyBaHHs" B 3aTBepaxeHnx MKA N3;
KOHTYPHI1 YapyHKOBIlA M6X 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
ynakosLi; no 1, a6o no 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/NIEHHSA
2, 260 20 KOHTYPHUX TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
YapyHKOBMX YNakoBOK BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS O4UHUL
y KOpo6Lj 3 KapTOHY BMMIpIOBaHHS y cuctemi Sl. BBeeHHS 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPKEHHS
99. AEKANENTUN MopoLIoK ANs deppiHr HimeuunH ®eppiHr MTM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/7106/01/01
AENO cycneHsii Ans iH'ekyjn eX a HimeuunHa Yecbka 3MiHM | TURy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
no 3,75 mr 1 (BignoBifansHwWia Pecny6nika Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
nonepegHL0 3a BUPOGHMLTBO TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3

3anoBHEHWIA LWNpuL, 3
nopowkom ta 1
nonepeaHbLO
3anOBHEHWIA LLNpuLY,
nolmns
PO3YNHHWNKOM
(mexcTtpaH 70,
nonicop6ar 80,
HaTpito xnopuag,
HaTpito
avrigpodocar

roToBOro
npoaykTy,
NepBUHHY
yMaKoBKy,
KOHTPO/Ib SKOCTI
Ta Bunyck cepii);
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHuiA
3a BTOPUHHY

BHECEHHSAM iHthopMaLii LLoAo 3a3HaYEHHS OAUHULbB
BMMIpIOBaHHA y cucteMi Sl. 3amiHa po3giny
«[padhiuHe 0hopMIEHHS YNaKoBKN» Ha pO3fin
«MapkyBaHHs1» MKA J13: 3anponoHoBaHo: Po3gin
«MapKyBaHHs»: 3rifHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS. BBeieHHS 3MiH NpOTArom 6-Tn
MicSLiB Nicns 3aTBEpPAYKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
avrigpat, 1 N po3uuH yMaKoBKY)
HaTpito rigpokcuay,
BOAA ANS iH'EKL);
3'eHYBa/IbHUI
efleMeHT, Tonkn ans
IH'EKLiN y KAPTOHHIN
ynakoBLi
100. OEKAPUC Tabnetku no 50 mr no BAT YropwuHa BAT "leneoH YropwmHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6866/01/01
2 Tabnetkn y 6nictepi; "l'epeoH PixTep", PymyHis 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenma
no 1 6nictepy B PixTep" YropwmHa Ta thapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHeCeHi B
KapTOHHI ynakoBLi (Bunyck cepii, TEKCT MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby
0hopMNIEHHS LLIOAO 3a3HaYeHHs MKHapOAHUX MO3Ha4YeHb
cepTuqikaTis OAMHULb BUMIPIOBAHHSA. TepMiH BBELEHHS 3MiH -
AKocTi); MeaeoH NpoTArom 6 MicsiLiB Nicns 3aTBEPIKEHHS
PixTep PymyHis
A.T., PymMyHis
(NoBHMIA LYKN
BMPOGHMLTBA
roToBOI NPoAyKLi,
nakyBaHHs1,
KOHTpO/b cepii)
101. OEKAPUC Tabnetku no 150 wmr, BAT YropwuHa BAT "leneoH YropwmHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/6866/01/02
no 1 Tabnetuiy "l'epeoH PixTep", PymyHis 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenma
6nictepi, mo 1 PixTep" YropwmHa Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHM BHECEHI B
6nicTepy B KapTOHHiIl (Bunyck cepii, TEKCT MapKyBaHHS YNaKkoBKM NiKapCbKoro 3acoby
ynakosLij othopMneHHs LLIOAO 3a3HaYeHHs MKHapOAHUX MO3HAYeHb
cepTuqikaTie OAMHWLb BUMIpIOBaHHS. TepMiH BBEAEHHS 3MiH -
AKocTi); MegeoH NPOTArom 6 MicsLiB Micns 3aTBepPIKEHHS
PixTep PymyHis
A.T., PymyHis
(NoBHMIA LMKN
BMPOGHULITBA
roToBOI NpoAyKu,ii,
nakyBaHHs,
KOHTpOb cepii)
102. OEKCAMETAS3 PO3uunH AN4 iH'ekuiin, 4 | ToBapucTts YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/5274/02/01
OH mr/mn, no 1 mn a6o no 03 BUNYCK cepil: 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuenmom
2 mn B amnyni; no 5 06MexeHo ToBapuncTBo 3 Ta hapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHSA
amnyn B naduj; no 1 10 0bMeXeHo TEKCTY MapKyBaHHS ynakoBKW ikapCbKoro 3acoby 3
M abo no 2 Mn B Bignosigan BiANoBigasIbHICTIO BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHS OANHULb
amnyni; no 5 amnyn'y BHICTIO «[ocnigHnii BMMIiptoBaHHA y cuctemi Sl. 3amiHa p. «IpadciuHe
6nicTepi, no 1 "focnigHnin 3aBof «HLJIC», 0hOpM/IEHHS YNakoBKM» Ha p. «MapkyBaHHs» MKA
6nicTepy B nauui; no 1 3aB0of, YKpaiHa; BCi N3; 3anponoHoBaHo: MapkyBaHHs. BignosigHo fo
M B amnyni; no 10 "rHuIC! cragii 3aTBEPKEHOr0 TEKCTY MapkKyBaHHs. TepMiH
amnyn B nauui BMPOGHMLITBA, BBE/EHHS 3MiH - NPOTArom 6 micALiB nicns
KOHTPO/b AKOCTI, 3aTBEPMAKEHHS
BUMYCK Cepii:

ToBapucTtso 3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0bMeXeHoto
BiANoBiga/IbHICTIO
«dapmaueBTnyHa
KomnaHis
«30p0B'A»,
Ykpaina
103. AEHTOKIHA Tabnetkn no 150 AnbneH HimeuunH [Loitue HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/5193/01/01
TabneTok y hNakoHi; dapma a Xomeonari-YHioH 3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii peuyenma
no 1 dpnakoHy B M6X AXY- 3aci6. 3MiHM y BUpO6HULTBI. 3amiHa abo BBeAEHHS
KapTOHHIli KopoobLi ApuHaiimiTTens [04aTKOBOT AiNbHUL BUPOGHMLTBA AN YaCTUHN
Mv6X & Ko. KT, a60 BCbOro BUPOGHMYOro npoLecy rotoBoro
HimeuunHa nikapcbKoro 3acoby (AiNbHULA, Ha AKil
a6bo npoBoAATbLCA 6yAb-sKi BUPOOHWYI cTagil, 3a
[Op. T'yctas KnsitH BUHSATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
v6X & Ko. KT, NepBUHHOIO Ta BTOPUHHOIO NakKyBaHHA, ANA
HimeuyunHa HecTepWIbHUX Jlikapcbknx 3aco6iB). CynyTHSA 3MiHa

- 3MiHK 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI
AiNbHUL BUPOGHULTBA A/18 YacTUHU abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (AiNbHWLUSA 415 BTOPUHHOTO NakyBaHHS)-
3MiHu 3 SKoCTi. FoToBMIA NiKapcbkuii 3aci6. 3MiHW y
BMPOBOHULTBI. 3amiHa abo BBeAEHHS A04ATKOBOT
AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (fibHULUA AN18 NePBUHHOIO NakyBaHHS) -
BBEAEHHSA A0AATKOBOI BUPOBGHMYOT AinbHuL - [p.
lyctas KnsiiH TM6X & Ko. KI, HimeuunHa.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA NiKapPCbKUi
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHS BMPOGHMKA, LLO BiAnoBigae
3a BBE3€eHHS Ta/abo Bunyck cepii) - Bkioyatroun
KOHTPONb/BUNPOGYBaHHSA cepii. lofaBaHHSA
BUpo6HUKa - Ap. MNyctas KnsiiH TM6X & Ko. K,
HimeuyumHa. 3miHu | TMny - 3MiHW 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. 3MiHa
po3Mipy cepii (BKItOYatoun gianasoH po3mipy cepii)
roTOBOrO JlikapCbKOro 3acoby (36ibLueHHs Ao 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
BBE/JEHHSI PO3Mipy Cepii FOTOBOro NiKapcbKoro
3acoby 4/151 HOBOI AiNbHULi BUPOGHMLUTBA p.
l'yctaB KnaitH TM6X & Ko. KI, HimeyunHa. fitoua
pegakuis: Deutsche Homoeopathie-Union DHU-
Arzneimittel GmbH & Co. KG: Batch sizes
(example): Batch size 1: 200,000 tablets = 20.0 kg
Batch size 2: 1,000,000 tablets = 100.0 kg Batch
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
size 3: 8,000,000 tablets = 800.0 kg; MponoHoBaHa
pepakuis: Deutsche Homoeopathie-Union DHU-
Arzneimittel GmbH & Co. KG: Batch sizes
(example): Batch size 1: 200,000 tablets = 20.0 kg
Batch size 2: 1,000,000 tablets = 100.0 kg Batch
size 3: 8,000,000 tablets = 800.0 kg Dr. Gustav
Klein GmbH & Co. KG: Batch sizes (example):
Batch size 1 (minimum): 1,000,000 tablets = 100.0
kg Batch size 2 (maximum): 8,000,000 tablets =
800.0 kg
104. ANA3EMNEKC® PO34unH N8 iH exuii, 5 AT Nartsis BCi cTagii CnosayuuH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15321/02/01
Mr/mMAa no 2 M B "Kasiuekc" BMPOBHNYOTrO a/ Natsis 3MiHW | TUNY - BHECEHHSA 3MiH A0 po3ainy MKA: peyenmom
amnyni; no 5 amnyn B npouecy, Kpim MapkupoBka HoBa pefakuis Mapkuposka
YapyHKOBIli ynakoBLi BUMYyCKY cepii: CornacHo yTBepXAeHHOMY TEKCTY MapKMPOBKU.
(nigaoHi); no 2 abo 66 XBM dapma 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
YapyHKOBUX YyNaKkoBOK c.p.o., NiKapCcbKoro 3acoby LoA0 3a3Ha4eHHs
(nigooHiB) y nayui 3 CnoBayuunHa; MDKHapPOAHMNX NO3HAYEHb OAMHULL BUMIpPIOBAHHS.
KapToHYy BMPOGHUK, SKWiA TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
Bignosigae 3a 3aTBepKEHHS
BMNYCK cepil,
BK/IHOYA0YM
KOHTPO/b
cepii/BunpobysaH
HA: AT "IpiHgekc”,
Nartsist
105. ANTOKCUH- Tabnetku no 0,25 wr, ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4231/01/01
340POB'A no 10 TabneTtok y 03 06MEXeHOo 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
6nicTepi; no 5 06MeXeHo BiANoBiga/IbHICTIO Ta hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
6nicTepiB y KAPTOHHIl 10 "®GapmMaLeBTUYHa TEKCTY MapKyBaHHS ynakoBK/ NiKapCbKoro 3acooy 3
Kopob6ui; no 50 Bignosigan KOMMNaHis BHECEHHSM iHhopMaLii LWOA0 3a3HaYeHHS OAMHULb
Tabnetok y 6nictepi; bHICTIO "3p0pos'a” BMMIpIOBaHHsA y cuctemi Sl, iHpopmalii woao
no 1 6nictepy B "®apmates TOBAPHOro 3HaKy, SIOroTUNy KOMNaHii Ta iHWoT
KapTOHHI/ kopobLi; no TMYHa TeXHi4HOT iHdhopMaLii. BHeceHHs1 3MiH 40 po3ainy
50 TabneTok y KOMnaHis “MapkyBaHHA" MKA J13: 3anponoHoBaHo:
6nicTepax "3p0pos'a” MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0
TEKCTYy MapKyBaHHA. BBefeHHA 3MiH NpPOTAroM 6-x
MicsLIB Nicnsa 3aTBEpPAKEHHS
106. ANKNO®EHAK | renb 50 mr/rno 40 r MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 6e3 UA/0708/02/02
reno y Tybi "Ximcpapms "Ximchapmsasos 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
anoMiHieBilA; no 1 Ty6i aBo/, "YepsoHa 3ipka" Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
y nauyui 3 KapToHy; No "YepBoHa 00 po3gainy “MapkyBaHHs" MKA 113"
100 r rento y Ty6i 3ipka” 3anponoHoBaHo: MapkyBaHHs. 3rigHo i3

namiHartHiii; no 1 Ty6i
y nayui 3 KapToHy

3aTBEPMAKEHNM TEKCTOM MapKyBaHHS. OHOBMEHHS

TEKCTY MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby 3

BHECEHHSM iHchopMmalii LLoA0 3a3HaYEHHS OAUHULbB
BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NpoTArom 6-Tn MicALB NiCNs 3aTBEPAKEHHS




81

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
107. AIOKOP 160 TabneTku, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8318/01/01
NAiBKOBOO "ACIHO Crapt" 3MiHuM | TUNY - nogaHHA oHoBneHoro CEP Ne R1- peyernmom
060/10HKOI0, MO 160 YKPAIHA" CEP 2012-338-Rev 00 ans A®| BasncapraH Bif Bxe
mr/12,5 wr; no 10 3aTBepxeHoro BupobHuka «Divi's Laboratories
TabneTtok B 6nicTepi; Limited», IHAisa; 3MiHK | TUNY - NO4AHHSA OHOB/IEHOTO
no 1, no 3, no 4 a6o CEP Ne RO-CEP 2014-008-Rev 01 gnsa Adl
no 9 6nicTtepis y nauui BancapTtaH Big BXe 3aTBepKeHOro BMpPOGHMKa
3 KapTOHY «SECOND PHARMA CO., LTD.», Kutaii; 3minu |
TUNY - BBEAEHHA a/lbTEPHATUBHOI METOANKN
BMNpo6yBaHHA An15 N. «N-HITpo30ANMETUNAMIH» Ta
«N-HiTpo3oAveTUNaMiH» B METOAN KOHTPOIO
AKocTi Ta cneyudikauiio A®| BancaptaH BUpoOHMKa
N3 TOB «®apma CtapT». [laHa MeToanKa
po3pobneHa TOB «®apma CtapT» Ta npoBejeHa
Baslifauis MeToaukv; 3MiHu | TUny - nogaHHs
oHoBneHoro CEP Ne R1-CEP 2012-338-Rev 01 gnsa
A®| BancapTaH Bif, BXe 3aTBepAXeHoro
BUpo6HMKa «Divi's Laboratories Limited», IHgjs;
3MiHM | TURY - NogaHHa oHoBneHoro CEP Ne R1-
CEP 2014-008-Rev 00 ana A®l BancapTaH Bif BxXe
3aTBEepAKeHoro BmpobHnka «SECOND PHARMA
CO., LTD.», KuTaii; 3miHu | Tuny - BBEAEHHS
anbTepHaTMBHOI METOAVKM BUNPOGYBaHHA A1s M.
«N-HiTpo3omeTunderinamiH (NMPA)» Ta «N-
HiTpo3oambyTunamiH (NDBA)» B METOAM KOHTPO/THO
AKOCTi Ta cneyndikauito A®| BancaptaH BUPO6HMKaA
N3 TOB «®apma CtapT». [laHa MmeToamka
po3pobneHa TOB «dapma CtapT» Ta npoBegeHa
Ba/lifaLis METOANKM
108. AIOKOP 80 TabneTkn, BKPUTI TOB Ykpaina TOB "dapma Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/8318/01/02
NAiBKOBOO "ACIHO Crapt” 3MiHuM | TUNY - NnogaHHA oHoBneHoro CEP Ne R1- peyenmom
060/10HKO10, Mo 80 YKPATHA" CEP 2012-338-Rev 00 gna A®l BancaptaH Bif Bxe

mr/12,5 mr; no 10
Tabnetok B 6nicTepi;
no 1, no 3, no 4 abo
no 9 6nictepis y navuj
3 KapToHY

3aTBepxeHoro BupobHuka «Divi's Laboratories
Limited», IHAia; 3MiHX | TUNY - NOAAHHSA OHOB/IEHOTO
CEP Ne RO-CEP 2014-008-Rev 01 gnsa A®l
BancapTtaH Big BXe 3aTBepKeHOro BUpPO6HMKa
«SECOND PHARMA CO., LTD.», Kutaii; 3minu |
TUNY - BBELEHHS a/lbTePHATVBHOI METOAMKN
BMNPOGYBaHHs N5 N. «N-HITpo3ognMeTnAaMiH» Ta
«N-HiTpo30aueTNIaMiH» B METOAMN KOHTPOSIO
AKOCTI Ta cneundikavio Al BancaptaH BUPO6HMKaA
N3 TOB «®apma CtapTt». [laHa MeToanka
po3pobneHa TOB «®apma CtapT» Ta npoBejeHa
Baslifauis MeToauku; 3MiHK | Tuny - NoAaHHsA
oHoenieHoro CEP Ne R1-CEP 2012-338-Rev 01 ans
A®| BasicapTaH Bif, BXe 3aTBepXeHoro
BMPO6HMKa «Divi's Laboratories Limited», IHgjs;
3MiHuM | Tuny - nogaHHsA oHoBreHoro CEP Ne R1-
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

CEP 2014-008-Rev 00 ana A®l BancapTaH Bif BXe
3aTBepAKeHoro BupobHnka «SECOND PHARMA
CO., LTD.», Kutait; 3miHun | Tuny - BBe4EHHS
aflbTepHaTMBHOI METOAVKM BUNPOBYBaHHA 415 M.
«N-HiTpo3omeTundgeHinamiH (NMPA)» Ta «N-
HiTpo3oambyTunamiH (NDBA)» B MeTOAM KOHTPOSIO
AKocTi Ta cneyudikauiio A®| BancapTaH BUpo6HUKa
[N13 TOB «®apma CrtapT». [laHa MeToauKa
po3pobneHa TOB «®apma CtapT» Ta npoBegeHa
Ba/lifalis METOAMNKM

109.

AIOKOP COJTO
160

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, N0 160
Mr; no 10 TabneTok y
6nictepi; no 1 a6o 3,
abo 4, a6o 9
6nicTepiB y KAPTOHHIl
nauuj

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - nogaHHA oHoBreHoro CEP Ne R1-
CEP 2012-338-Rev 00 gnisa A®| BasicapTaH Bif BXe
3aTBepKEeHOro BUpo6HuKa «Divi's Laboratories
Limited», IHAis; 3MiHK | TURNY - NOAAaHHS OHOBIEHOTO
CEP Ne RO-CEP 2014-008-Rev 01 gnia Adl
BancapTtaH Big BXe 3aTBepKeHoro BUpo6Huka
«SECOND PHARMA CO., LTD.», Kutai; 3miHu |
TUNy - BBEEHHS a/lbTepHaTUBHOT METOANKN
BMNPO6YBaHHA 4115 N. «N-HITpo3oAUMETUNAMIH» Ta
«N-HITpo3oaneTnIaMiH» B METOAUN KOHTPOJTHO
AKocTi Ta cneyudikauiio A®| BancapTaH BUpo6HUKa
[N13 TOB «®apma CrtapT». [laHa MeToamKa
po3pobneHa TOB «dapma CtapT» Ta npoBegeHa
Bavlijauisa MeToauku; 3MiHK | Tuny - NoAaHHs
oHoBssieHoro CEP Ne R1-CEP 2012-338-Rev 01 gnsa
A®| BancapTaH Bif BXe 3aTBEpXEHOro
BMpO6HKKa «Divi's Laboratories Limited», IHgjs;
3MiHuM | TUNY - nogaHHA oHoBneHoro CEP Ne R1-
CEP 2014-008-Rev 00 ana A®l BancapTaH Bif BXe
3aTBepAKeHoro BupobHuka «SECOND PHARMA
CO., LTD.», KuTaii; 3miHu | Tuny - BBEAEHHS
anbTepHaTMBHOI METOAMKM BUNPOOYBaHHA ANs M.
«N-HiTpo3omeTundeHinamiH (NMPA)» Ta «N-
HiTpo3oam6yTunamiH (NDBA)» B MeTOAM KOHTPOSIO
AKocTi Ta cneyudikauiio A®| BancapTaH BUpoOHMKa
N3 TOB «®apma Crapt». lJaHa MeToauka
po3pobneHa TOB «®apma CtapT» Ta npoBejeHa
BaUlifaLis METOANKN

3a
peyenmom

UA/11341/01/01

110.

AIOKOP COO
80

TabneTku, BKpUTI
N1iBKOBOIO
060n10Hkot0, No 80 wmr;
no 10 Tabnetok y
6nictepi; no 1 a6o 3,
abo 4, abo 9
6nicTepiB y KApTOHHIl
nauuj

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - NogaHHa oHoeneHoro CEP Ne R1-
CEP 2012-338-Rev 00 gnsa Adl BancapTaH Bif BXe
3aTBepxeHoro Bupo6bHuka «Divi's Laboratories
Limited», IHAis; 3MiHK | TUNY - NOJAaHHSA OHOBNEHOTO
CEP Ne RO-CEP 2014-008-Rev 01 gnisa A®I
BancapTaH Bif BXe 3aTBepAKEHOro BUpPobHMKa
«SECOND PHARMA CO., LTD.», Kutait; 3minu |
TUMY - BBEEHHS a/IbTEePHATUBHOT METOAMKN

3a
peuyenmom

UA/11341/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMNpo6yBaHHA An15 N. «N-HITpo30ANMETUNAMIH» Ta
«N-HiTpo30oaueTNIaMiH» B METOAMN KOHTPOSIHO
AKocTi Ta cneyudikauiio A®| BancaptaH BUpoOHMKa
N3 TOB «®apma CtapT». [laHa MeToamKa
po3pobneHa TOB «®apma CtapT» Ta npoBejeHa
Baslifauis MeToaukv; 3MiHu | TUny - nogaHHs
oHoBneHoro CEP Ne R1-CEP 2012-338-Rev 01 gnsa
A®| BancapTaH Bif, BXe 3aTBepAXeHOoro
BUpO6HMKa «Divi's Laboratories Limited», IHgjs;
3MiHM | TURY - NoaaHHa oHoBneHoro CEP Ne R1-
CEP 2014-008-Rev 00 ana A®l BancapTaH Bif BXe
3aTBEepAKeHoro BmpobHnka «SECOND PHARMA
CO., LTD.», KuTaii; 3miHu | TUny - BBEAEHHS
aNbTepHaTUBHOI METOAMKN BUNPOGYBaHHA A1s M.
«N-HiTpo3omeTunderinamiH (NMPA)» Ta «N-
HiTpo3oambyTunamiH (NDBA)» B METOAM KOHTPO/THO
AKoCTi Ta cneyndikauito A®| BancaptaH BUPO6HMKaA
[N13 TOB «®apma CtapT». [laHa MeToamka
po3pobneHa TOB «dapma CtapT» Ta npoBegeHa
Ba/lifaLis METOANKM

111.

JIPOPC 160

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOH0, 5 Mr/160
mr; no 10 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepy B KAPTOHHii
nauuj

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNY - NnogaHHA oHoBneHoro CEP Ne R1-
CEP 2012-338-Rev 00 gna A®l BancaptaH Bif Bxe
3aTBepxeHoro BupobHuka «Divi's Laboratories
Limited», IHAia; 3MiHX | TUNY - NOAAHHSA OHOB/IEHOTO
CEP Ne RO-CEP 2014-008-Rev 01 gnsa A®l
BancapTtaH Big BXe 3aTBepKeHOro BMpPo6HMKa
«SECOND PHARMA CO., LTD.», Kutaii; 3minu |
TUNY - BBELEHHS a/lbTePHATVBHOI METOAMKN
BMNPOGYBaHHs N5 N. «N-HITpo3ognMeTnAaMiH» Ta
«N-HiTpo30aueTNIaMiH» B METOAMN KOHTPOSIO
AKOCTI Ta cneundikauito Al BancaptaH BUpPO6HMKaA
N3 TOB «®apma CtapT». [laHa MeToamKa
po3pobneHa TOB «®apma CtapT» Ta npoBejeHa
Baslifauis MeToauku; 3MiHK | Tuny - NoAaHHsA
oHoenieHoro CEP Ne R1-CEP 2012-338-Rev 01 ans
A®| BasicapTaH Bif, BXe 3aTBepXeHoro
BMPO6HMKa «Divi's Laboratories Limited», IHgjs;
3MiHM | TUny - nogaHHA oHoBreHoro CEP Ne R1-
CEP 2014-008-Rev 00 ona A®| BanicapTaH Bif BXe
3aTBepAKeHoro BupobHnka «SECOND PHARMA
CO., LTD.», Kutaii; 3miHun | Tuny - BBe4EHHS
anbTepHaTMBHOI METOAVKM BUNPOBYBaHHA 415 M.
«N-HiTpo3omeTundgeHinamiH (NMPA)» Ta «N-
HiTpo3oam6yTunamiH (NDBA)» B METOAM KOHTPOSIO
AKoCTi Ta cneyudikauiio A®| BancapTaH BUpo6HUKa
[N13 TOB «®apma CrtapT». [laHa MeToamKa
po3pobneHa TOB «®apma CtapT» Ta npoBejeHa

3a
peyerimom

UA/12365/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BBaligaLis MeToankm

112.

AlPOPC 80

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKO0, 5 Mr/80
Mmr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepy B KAPTOHHii
nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - nogaHHA oHoBreHoro CEP Ne R1-
CEP 2012-338-Rev 00 gnisa APl BasicapTaH Bif BXe
3aTBepKEeHOro BUpobHuKa «Divi's Laboratories
Limited», IHAis; 3MiHK | TUNY - NOJAaHHS OHOBIEHOTO
CEP Ne RO-CEP 2014-008-Rev 01 gnia Adl
BancapTtaH Big BXe 3aTBepKeHoro BMpo6Huka
«SECOND PHARMA CO., LTD.», Kutai; 3miHu |
UMy - BBEEHHS a/lbTepHaTUBHOT METOANKN
BMNPO6YBaHHA 4115 N. «N-HITpo30AUMETUNAMIH» Ta
«N-HITpo3oaneTnIaMiH» B METOAUN KOHTPOJTHO
AKocCTi Ta cneyudikauiio A®| BancapTaH BUpo6HUKa
[N13 TOB «®apma CtapT». [laHa MeToanKa
po3pobneHa TOB «®apma CtapT» Ta npoBegeHa
Bavlifauisa MeToauku; 3MiHK | Tuny - NoAaHHs
oHoBssieHoro CEP Ne R1-CEP 2012-338-Rev 01 gnsa
A®| BancapTaH Bif BXe 3aTBEpXEHOro
BMpO6HKKa «Divi's Laboratories Limited», IHgjs;
3MiHuM | TUNY - nogaHHA oHoBneHoro CEP Ne R1-
CEP 2014-008-Rev 00 ana A®l BancapTaH Bif BXe
3aTBepAKeHoro BupobHuka «SECOND PHARMA
CO., LTD.», KuTaii; 3miHu | Tuny - BBEAEHHS
anbTepHaTMBHOI METOAMKM BUNPOOYBaHHA ANs M.
«N-HiTpo3omeTundeHinamiH (NMPA)» Ta «N-
HiTpo3oambyTunamiH (NDBA)» B MeTOAM KOHTPOSIO
AKocTi Ta cneyudikauiio A®| BancapTaH BUpoOHMKa
N3 TOB «®apma Crapt». lJaHa MeToauka
po3pobneHa TOB «®apma CtapT» Ta npoBejeHa
BaUlifaLis METOANKN

3a
peyenmom

UA/12365/01/02

113.

AIPOPC XL

TabneTku, BKpUTI
N1iBKOBOIO
o6onoHkoto, 10
Mmr/160 mr; no 10
Tabnetok y 6nictepi;
no 1 abo 3 6rictepn B
KapTOHHI naywi

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - NogaHHa oHoeneHoro CEP Ne R1-
CEP 2012-338-Rev 00 gnsa Adl BancapTaH Bif BXe
3aTBepxeHoro Bupo6bHuka «Divi's Laboratories
Limited», IHAis; 3MiHK | TUNY - NOJAaHHSA OHOBNEHOTO
CEP Ne RO-CEP 2014-008-Rev 01 gnisa A®I
BancapTaH Bif BXe 3aTBepAKEHOro BUPO6HMKa
«SECOND PHARMA CO., LTD.», Kutait; 3minu |
UMy - BBEEHHA a/IbTepHATUBHOT METOANKN
BMNPoO6YyBaHHA A1 N. «N-HITpo30ANMETUNAMIH» Ta
«N-HiTpo30oaueTNIaMiH» B METOAMN KOHTPOSIHO
SIKOCTi Ta cneundikayito A®l BancaptaH BUPOGHMKa
[N13 TOB «®apma CrtapT». [laHa MmeToamKa
po3pobneHa TOB «®apma CtapT» Ta nposefeHa
BavliJauis MeToauKN; 3MiHU | TUMy - NOAAHHS
oHossieHoro CEP Ne R1-CEP 2012-338-Rev 01 gnsa
A®| BasicapTaH Bifj BXe 3aTBEpPKEHOIO

3a
peuyenmom

UA/12365/01/03




85

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMpOGHMKa «Divi's Laboratories Limited», IHgjs;
3MiHuM | TUNY - nogaHHA oHoBneHoro CEP Ne R1-
CEP 2014-008-Rev 00 ana A®l BancapTaH Bif BXe
3aTBepMAKeHoro BupobHuka «SECOND PHARMA
CO., LTD.», KuTaii; 3miHun | TUny - BBEAEHHS
anbTepHaTMBHOI METOAMKM BUMPOOYBaHHA ANs M.
«N-HiTpo3omeTundeHinamiH (NMPA)» Ta «N-
HiTpo3oam6yTunamiH (NDBA)» B METOAM KOHTPOSIO
AKocTi Ta cneyudikauiio A®| BancaptaH BUpoOHMKa
N3 TOB «®apma CtapT». [laHa MeToanKa
po3pobneHa TOB «®apma CtapT» Ta nposejeHa
BavlifaLis MeTOANKN
114. AOKTOP NbOASHUKN, N0 4 TOB YkpaiHa HOHIK IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: Ne 1, Ne 16, UA/2408/01/01
MOM® 3l NbOASAHUKM Y CTPUNI; "[I>XOHCOH | dapmacbloTukan 3MiHu | TUnYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ne 20, Ne 24
CMAKOM no 5 ctpunis y [DKoHCOH Nab6opaTtopis Ta thapmakoHarnsgy (iHwWi 3miHm) — 6e3
MAJTMHA KapTOHHIA KopobLi; no YkpaiHa" (BiogineHHs 3MiHV BHeCeHi B TEKCT MapKyBaHHS YNakoBKu peyenma;
8 NbOASAHUKIB Y dipmn "Ox. B. NiKapcbKoro 3acoby LWoA0 3a3Ha4YeHHAM Ne 100 - 3a
6nicTepi; no 2 abo no Kemikans eHg MiXXHapPOAHWX NO3HAaYeHb O4MHULb BUMIPIOBAHHS. peyenmom
3 6nictepu B PapmacbloThKan3 BHeceHHs 3MiH [0 po3giny «MapkyBaHHA» MKA
KapTOHHIA Kopoo6Lii; no nta.") N3: 3aTBEpAXeHO: MapKnposka. 3anpornoHoBaHoO:
1 nboAsAHVIKY B NAiBLj; MapkyBaHHA.
no 100 nboasHuKIB B BignosigHO [0 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
nnisLi y 6aHui BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEpMKEHHS. 3MiHM | Tuny - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKA (BNaCHMKa PeECTPaLiiHOro NocBigYEHHS).
3MiHa agpecy 3asBHMKa: 3MiHM BHECEHI B PO34in
"Micue3HaxomKeHHs 3adBHMKA" B IHCTPYKLiO AR
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
115. AOKTOP NbOAAHNKM, Mo 4 TOB YkpaiHa FOHiK IHAis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: Ne 1, Ne 16, UA/2411/01/01
MOM® 3l NbOASHUKM Yy CTpUNi; "[XOHCOH | dapmacbloTukan 3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ne 20, Ne 24
CMAKOM no 5 ctpunis y JKOHCOH JNlabopaTtopis Ta hapmakoHarnsagy (iHwi 3miHu). — 6e3
nonyHuul KapTOHHiiA KopobLyi; no YkpaiHa" (BigAineHHn 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu peyenma;
8 NboASHUKIB y dipmn "Ox. B. niKapcbKoro 3acoby o040 3a3HauYeHHs Ne 100 - 3a
6nicTepi; no 2 abo no Kemikans eHg, MDKHaPOAHUX NO3HAYeHb OAUHULb BUMIPIOBaHHS. peyernmom
3 6nictepu B dapmacbloTnKans BHeceHHs 3MiH [0 po3giny «MapkyBaHHs» MKA
KapTOHHI/ KopobLi; no Nt N3: 3aTBepakeHo0: MapknpoBka. 3anpornoHOBaHo:

1 NbOSAHUKY B NNiBL;
no 100 nboAsAHVKIB B
nniByi y 6aHui

MapKyBaHHs.

BignosigHo A0 3aTBEPAXKEHOTO TEKCTY MapKyBaHHS.
BBegeHHs 3MiH NpOTAroM 6-Tu MicsAuiB nics
3aTBepKeHHs. 3MiHY | Tuny - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
3asiBHMKa (B/1aCHMKA PeECTPALiAiHOrO NOCBIAYEHHS).
3MiHa agpecu 3asBHMKa. 3MiHV BHECEHI y po3/in
"3asBHMK" B IHCTPYKLitO 4718 MeAMYHOro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aCTOCyBaHHSA NiKapcbkoro 3acooy.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPKEHHS.
116. AOHA® NMopoLoK AN MEOA HimeyuunH PotTadapm N14. IpnaHgis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/0878/01/01
OP&/ILHOIO PO3UUHY, dapma a 3MiHK | TNy - 3MiHW WoAo 6e3nekn/edPeKTUBHOCTI peuenmom
no 20 a6o 30 caie 3 M6X eHg Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
NOpPOLLKOM B Ko. KI 0o po3giny “MapkyBaHHsA" MKA N13;
KapTOHHIli KopooLi 3anponoHoBaHo: MapkyBaHHs. Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHs. OHOB/EHHS
TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
BHECEHHSAM iHGhopMaLii LWOA0 3a3HAYEHHS OAMHULD
BMMIiptOBaHHA y cuctemi Sl. TepmiH BBEL,EHHS 3MiH
NPOTAroM 6 MicALiB Micns 3aTBEPIKEHHS
117. Aonono KOHLieHTpaT Ans [-p Pegpi'c IHAis HATKO ®APMA IHAis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/17269/01/01
PO34MHY A5 IHQY3IN, JTabopatopi NIMITEL 3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peyenmom
ninocoMasbHui, 2 c Ntg, Ta papmakoHarnagy. 3MiHu y KOpoTkiii
mr/mn; no 10 mn (20 XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
mr) a6o 25 mn (50 mr) MapKyBaHHS Ta iHCTPYKL,ii 4S5 MeguyHoro
KOHUeHTpaTy y 3aCTOCyBaHHS reHepUYHUX/TiIGPUAHMX/6IoNoAIGHNX
thnakoHi; no 1 nNikapcbKunx 3aco6iB Nicns BHeCEHHA Tiei camol
(pNakoHy B KApPTOHHIl 3MiHN Ha ped)epeHTHMIA Nnpenapar (3MiHa He
KOpoO6Li noTpebye HaflaHHSA XOAHNX HOBMX A0AATKOBUX
[aHnX) - 3MiHW BHECeHi [j0 IHCTPYKUIT ans
MeMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby y
po3zin "MokasaHHA" Ta po3ainu:
"MpoTunokasaHHA", "Cnocid 3acTocyBaHHA Ta
no3un”, "MobivHi peakuii” BignoBigHo A0 iHdopmau;i
pechepeHTHOro nikapcbkoro 3acoby Doxorubicin
Hydrochloride Liposome Injection (B YkpaiHi He
3apeecTpoBaHunil) BBegeHHS 3MiH NPOTSArom 6-tn
MicsLIB NicNsa 3aTBEpPAKEHHS
118. AOPMIKIHA, Tabnetkn, no 150 AnbneH HimeuuunH [Loitue HimeuunHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 6e3 UA/4951/01/01
Tabnetok y cpriakoHi; dapma a Xomeonari-YHioH 3MiHW | TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NliKapCbKunii peyenma
no 1 chnakony y v6X OXYy- 3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa ab0 BBEAEHHS
KapTOHHI KOpO6Li ApuHaimiTTeNb [04aTKOBOT AiNbHULI BUPOBGHMLTBA AN YACTUHN
M6X & Ko. K, ab0 BCbOro BUPOHGHMYOro MpoLecy rotoBoro
HimeuyunHa nikapcbKoro 3acoby (AiNbHULS, Ha AKil
abo npoBoAATLCA Oy Ab-AKi BUPOOHWYI cTagil, 3a
[Op. M'yctaB KnsinH BMHATKOM BWMYCKY CEpiii, KOHTPOJIIO SKOCTI,
v6X & Ko. KT, NepBUHHOIO Ta BTOPUHHOMO NakyBaHHA, ANA
HimeuunHa HecTepusIbHUX Nikapcbkux 3acobiB) - BBEAEHHS

[0[aTKOBOT BUPOGHMYOI AinbHuli - Ap. M'ycTtas
Knsiih TM6X & Ko. KI, HimewunHa. CynyTHS 3miHa -
3MiHu 3 siKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHN y

BMPO6HMLTBI. 3amiHa abo BBEAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOGHMYOro NpoLiecy roToBoro Nikapcbkoro




87

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

3aco0y (AinbHWLA AN BTOPUHHOTO NakKyBaHHS) -
3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBEAEHHA A04aTKOBOI
AiNbHULI BUPOBHMLTBA [/18 YacTHK abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (4iNbHMUSA 418 NepPBUHHOTO NakyBaHHS).
3MmiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO fliKapCbKOro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA, L0 BiANoOBigae
3a BBE3€EHHS Ta/abo Bunyck cepii) - Brioyatroun
KOHTPONb/BMNPOGYBaHHS cepii. JloaaBaHHsA
BMpOGHUKa - [p. MNyctaB KnsitH Mm6X & Ko. KT,
HimeuumnHa. [litoua pegakuis BupobHuk, kpaiHa:
[Joiye XomeonarTi-YHioH AXY-ApuHaiimiTTenb
'M6X & Ko. Kr'., HimeuunHa 3anponoHoBaHa
pefakuis BupobHuk, kpaiHa: Joiiue XomeonarTi-
YHioH OXY-ApuHaimittens Mm6X & Ko. KT,
HimeuunHa a6o
[p. F'yctas KnsinH TmM6X & Ko. KIM, HimeuunHa.
3MiHU BHECEHI y po3ainin "Bupo6HuK" Ta
"MicLe3HaxomkeHHs BUPOGHMKa Ta iioro agpeca
MiCLiA NPOBAKEHHS AiS/IbHOCTI" B iIHCTPYKLiO ANs
MeANYHOro 3aCTOCYBaHHS y 3B"A3KY 3 BBEEHHAM
[0AaTKOBOTrO BUPOBGHWMKA Ta SIK HaCifokK -
3aTBEPKEHHS TEKCTY MapKyBaHHS 151 HOBOTO
BMPO6HMKa. Po3Mipy cepii (BkIoyatoum gianasoH
po3Mipy cepil) roToBOro NikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPIXEHUM PO3MIPOM) - BBEAEHHS PO3Mipy
cepil roToBOro nikapcbkoro 3acoby A5 HOBOI
AinbHWU BUpobHuuTBea Ap. MNyctas KnsitH Mv6X &
Ko. KI', HimeuunHa. [itoua pegakuis Deutsche
Homoeopathie-Union DHU-Arzneimittel GmbH &
Co. KG: Batch sizes (example): Batch size 1:
200,000 tablets = 20.0 kg. Batch size 2: 1,000,000
tablets = 100.0 kg. Batch size 3: 8,000,000 tablets
= 800.0 kg. NponoHosaHa pepakuis Deutsche
Homoeopathie-Union DHU-Arzneimittel GmbH &
Co. KG: Batch sizes (example): Batch size 1:
200,000 tablets = 20.0 kg Batch size 2: 1,000,000
tablets = 100.0 kg. Batch size 3: 8,000,000 tablets
=800.0 kg. Dr. Gustav Klein GmbH & Co. KG:
Batch sizes (example): Batch size 1 (minimum):
1,000,000 tablets = 100.0 kg. Batch size 2
(maximum): 8,000,000 tablets = 800.0 kg

119.

ENINEH

PO34MH ANS iH'EKUIi,

MEZA AB

Lseuis

€BpochiHc Papma

[Janis/

BHECEHHS 3MiH [10 peecTpauiiiHux maTtepianis:

3a

UA/14932/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
FOHIOP 0,15 mr/go3y; no 2 mn A/IC, [OaHis Himeuunna/ 3MiHM | TRy - 3MiHKM 3 AkocTi. CepTudikar peyenmom
PO34KHY Y (komnaHis, Lo CuwA/ BignosigHocTI/TE-cepTudpikat BignosigHocCTi
nonepeaHL0 Bignosigae 3a HigepnaHg, €Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
HamnoBHEHiI pyyLj; No npoBefeHHs " HOBOro abo OHOB/IEHOTO cepTudiikata
1 nonepefHbO KOHTPOJIO SIKOCTI); BiANoBIAHOCTI ab60 BUYyYeHHs cepTudikaTa
HamnoBHEHiIN pyyL,i B MEJOA ®apma BiANOBIAHOCTI €Bponeiickkin hapmakonei: ana Adl;
Ty6i; no 1 Ty6i B 'm6X eHg Ko. KT, AN BUXiAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
KOpoOLi 3 KapTOHY HimeuyunHa NPOAYKTY, LU0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI
(BMPOGHMK, A®I; oA fONOMIXHOT pevoBuHU (cepTudikar
BiANOBIgabHNI BiANOBIAHOCTI EBponeiickbkil hapmakonei) -

3a BUnNyck cepir);
Mepigian Megikan
TekHooaxuc,
IHk., CLLA
(BMPOGHMK,
BignoBiganbHui
3a BUPOGHULITBO
Hepo3gacoBaHol
npoaykuii
(nigroTtoBka,
acenTnyHa
inbTpauis,
HanoBHEHHS Ta
yKynopka));
Mepigian Megikan
TekHonoaxuc,
IHK., CLLA
(BMPOGHMK,
BiANOBIgaIbHUIA
3a TeCTyBaHHA Ta
KOMM/IeKTaL,jto);
MM b.B.
(MaHyhakTypuHr
MakiHr ®apmaka),
HigepnaHan
(anbTepHaTuBHWiA
BUPOGHUK,
BiANOBIgaIbHUIA
3a MapKyBaHHs Ta
BTOPVIHHY
ynakoBky); MMd
b.B.
(ManydakTypiHr
Meke KUHT
dapmaka),
HigepnaHngu
(BUPOBHKK,
BiANOBIAAbHNI
3a MapKyBaHHs Ta

OHOoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOro
BMPOGHMKA -

MoaaHHA oHOBIEHOTo cepTudikaTy BiANOBIAHOCTI
€Bponelicbkiin hapmakonei ans A®I Big,
3aTBEpAKEHOro BUpo6HMKa Boehringer Ingelheim
Pharma GmbH & Co. KG, 3anponoHoBaHo: R1-
CEP 2009-274-Rev 00, oHOBNEHHS po3giny 3.2.S.6
cmcTema ynakoBkalykynopka; 3.2.S.7 cTabinbHiCTb;
3MiHM | Tuny - 3miHK 3 akocTi. CepTudiikat
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYyYeHHs cepTudikaTa
BiANOBIAHOCTI €Bponeiickkin hapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; oA fONOMIXHOT pevoBuHU (cepTudikar
BiAgnoBigHOCTI EBponelickkili hapmakonei) - Howi
cepTudikaT Bif HOBOro BUPOBGHUKa (3amiHa abo
[ONOBHEHHS) - NoAaHHA cepTuddikaTy BignoBigHOCTI
€Bponeiicbkiit hapmakonei ana A®| Big HoBoro
BUpo6HuKa, RO-CEP 2016-232-Rev 00, SYN-TECH
CHEM. & PHARM. CO., LTD. Taiwan;
3anpornoHoBaHo: RO-CEP 2009-274-Rev 00
Adrenaline Name of the holder and production site
Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Strasse 173 55216 Ingelheim am Rhein
Germany R1-CEP 2009-274-Rev 00 Adrenaline
Name of the holder and production site Boehringer
Ingelheim Pharma GmbH & Co. KG Binger Strasse
173 55216 Ingelheim am Rhein Germany RO-CEP
2016-232-Rev 00 Name of the holder TRANSO-
PHARM Handels GmbH Bultbeck 5 22962 Siek
Germany Production sites: Production intermediate
Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Strasse 173 55216 Ingelheim am Rhein
Germany,Production of Adrenaline: SYN-TECH
CHEM. & PHARM. CO., LTD. 168 Kai Yuan Road
Hsin-Ying District 73055 Tainan City Taiwan; 3MiHK
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BTOPUHHY | TNy - 3miHKW 3 skocTi. CepTudikar
BignosigHocTI/I E-cepTudikar BignosigHoCTI

ynakoBky); POLL-
LOENBTA T'meX
eHa Ko. KT,
HimeuunHa
(anbTepHaTuBHWiA
BUPOGHUK,
BiANOBIgabHUIA
3a MapKyBaHHs Ta
BTOPVIHHY
yNakoBKy);
dapm/lor Papma
Norictuk 'm6X,
HimeuunHa
(anbTepHaTuBHWiA
BUPOGHUK,
BiANOBigabHNIA
3a MapKyBaHHs Ta
BTOPVIHHY
yNaKkoBKy);
®apm/lor dapma
JNopxicTik TM6X ,
HimeuunHa
(anbTepHaTuBHWiA
BUPOGHUK,
BiANOBIgabHUIA
3a MapKyBaHHs Ta
BTOPVIHHY
yNakoBKY)

€Bponeiickkin hapmakonei/moHorpadii. 3mMiHu,

HaLljioHanbHOT dhapmakonei aepxasu €C (3miHa y
npuBefeHHs Yy BiANOBIAHICTb A0 BMMor dY abo
HauioHanbHOI hapmakonel gepxasu €C) - AdI -

npuBefeHHs TecT Assay Y BifnoBigHICTb [0 BUMOT
EP (MoHorpadist Adrenaline (99.0-101.0%)); 3MiHu |

HauioHas1bHOI chapmakonei gepxasn €C (3miHa y

noB'si3aHi 3 HeOOXiJHICTIO NPUBEAEHHS Y
BigNoBiAHICTb A0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLwoi

cneuudikayii HechapmakoneiiHoro A®| ans
€Bponeiicbkoi chapmakonei, abo iHLWoi

OHOB/EHHS po3ainy 3.2.5.4.1 cneundikauis,

Tmny - 3MiHK 3 aKocTi. CepTudikar
BignoBigHocTi/IE-cepTudikat BigNoBigHOCTI
€Bponeiickkili hapmakonei/MoHorpadii. 3MiHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLwoi

cneuudikauii HechapmakoneiiHoro A®| ans
npuBeLeHHs y BiANOBIAHICTb A0 BuMor AdY abo
€Bponeiicbkoi thapmakonei, abo iHLwoi
HaujioHanbHoi chapmakonei gepxasu €C) - AdI -
OHOBNEHHSA po3ainy 3.2.S.4.1 cneyndpikauis, a
came TecT Specific optical rotation npusegeHHs y
BiZANOBIAHICTb [0 BMMOr MOHorpadii EP
(moHorpacpis Adrenaline (-50.0 to -54.00) (dried
substances)); 3miHu | TUny - 3miHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisx Ha A®l, abo BUXIAHWIA/NPOMIXHNIA
npoAyKT/pearenT, WO BUKOPUCTOBYHOTLCA Y NPOLECi
BUpo6HUUTBa AD| (BUYYEHHS HE3HAYHOrO
nokasHuka sIKoCTi (Hanpvknag, BUIy4YeHHs
3acTapifnioro nokasHUka)) - OHOBJIEHHS pPO34iny
3.2.S.4.1 cneuundikaLis, BuganeHo posgain
"Identification by color reaction" BignoBigHO BUMOT
USP moHorpadoii (2019), HasBHi TecTn Ans
iAeHTudikawjl, Wo BiANoBiAa0TL BUMOram
MoHorpadii EP; 3miHn | Tuny - 3miHn 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisx Ha A®l, abo BUXIAHWIA/NPOMIKHNIA
npoAyKT/pearenT, WO BUKOPUCTOBYHOTLCA Y NPOLECi
BUpo6HUUTBa AD| (BUYYEHHS HE3HAYHOrO
nokasHuka sIKoCTi (Hanpvknag, BUIy4YeHHs

3acTapisioro NokasHuKa)) - BUIY4YeHo 3i
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

cneuudikauii A®l napametp “Limit of adrenolone
(absorptivity)" BignosigHo Bumor USP moHorpadii
(2019); 3MmiHn | TMNY - 3MiHK 3 AKOCTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikauii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®l, abo BUXIAHWIA/NPOMIXHNIA
npoAyKT/pearenT, WO BUKOPUCTOBYHOTLCA Y NPOLECi
BUpPO6HMLUTBa AD| (LONOBHEHHA cnewmdikawii
HOBWM MOKa3HWKOM SKOCTi Ta BiANOBIAHUM
MeTOoA0M BUNPOBYBaHHS) - AOMNOBHEHHS
cneumnaikauii A®l Tectom Enantiomeric Purity (d-
Adrenaline) (? 3.0%) BianoBigHO A0 BUMOT
MoHorpadii USP

120.

ECMIA

TabneTku, no 5 mr, no
14 TabneToK y
6nicTepi; no 2 abo no
6 6nicTepiB y
KapTOHHI ynakoBLi

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TefeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKW fikapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
BUMIpIOBaHHA y cuctemi Sl. TepMiH BBEEHHS 3MiH
NpoTArom 6 MicsiLiB Nicns 3aTBEPIKEHHS

3a
peyenmom

UA/12984/01/01

121.

ECOATUN

renb, no 40 r y Ty6i,
no 1 Ty6i B nauui 3
KapTOHY

AT
"Nly6HMhap
et

YkpaiHa

AT "ly6Hncpapm"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis:
TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)

BunpaBneHHs1 TexHi4yHoi nomukn B MKA p.
"Cknag". BunpaBneHo TeXHIYHY NOMU/IKY B
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHs y po3gini
"Cknapg" Ta, BignoBigHO, B TEKCTI MapKyBaHHsI
yMakoBKM NikapcbKoro 3acoby. 3a3HayeHe
BUMpaB/IeHHS BiAnoBsigae matepiaiam
PeECTpaLHOIO AOCLE.

6e3
peyenma

UA/2105/01/01

122.

ETAUN3VNH

TabneTku, BKpUTI
060/10HKO10, No 50 Mr;
no 10 Tabnetok y
6nicTepi; no 5
6nicTepis y nayui 3
KapTOHY

AT
"OnaiiHdpap
"

Natsia

AT "OnaitHchapm"

Natsis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasisHeHNX JaHux Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0Co6M, BignoBiganbHOI 3a
34ilicCHeHHA hapMakoHarnaay; KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBifasIbHOT 3a
3[jicCHeHHs1 hapmakoHariaay (BKIYatum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - amiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
BiANOBIAa/IbHOT 38 hapmakoHarnsg B YkpaiHi.

3a
peyenmom

UA/3771/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MponoHoBaHa pepakuis: AHApi Mpuckoka. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOT
3a (hapmakoHarnsg B Ykpaini
123. EXIHALIEA Po3unH gna iH'ekuiii Bionoriwe HimeuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7368/01/01
KOMMNO3UTYM no 2,2 ma B amnyni; Xahnbmitre a Xannomittenb 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peyenmom
C no 5 amnyny Nb Xeesb Xeenb M'M6X Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
KOHTYPHIli YapyHKOBIi 6X 00 po3giny “MapkyBaHHS" B 3aTBepKeHnx MKA
ynakosLi; no 1 N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
KOHTYPHIl YapyHKOBIli [10 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
ynakoBLii B Kopobui 3 OHOB/IEHHS TEKCTY MapKyBaHHSi NEPBUHHOI Ta
KapToHy abo 2 BTOPVHHOI YNaKOBKM JliKapCbKOro 3acoby 3
KOHTYPHI YapyHKOBI BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHs OANHULb
ynakoBKU B KOpooL,i 3 BMMIpIOBaHHA y cucteMi Sl. BBeAeHHS 3MiH
KapTOHy; Mo 2,2 M B NpoTArom 6-Tn MiCALB MiCNA 3aTBEPAKEHHS
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX YNaKkoBOK
B KOpPOOLi 3 KAPTOHY
124. SAHIAIN® TabneTku, BKpUTI Pekopparti IpnaHgis Pekopparti ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11126/01/01
N1iBKOBOIO Aineng Ntp, IHpacTpia Ximvika e 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peuyenmom
060/10HKO10, M0 10 Mmr; dapmaceBTika Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
no 14 tabnetok y C.n.A. TEKCTy MapKyBaHHS YNakoBKU/ NikapCcbKoro 3acoby 3
6nicTepi; no 1, abo 2, BHECEHHSAM iHthopMmalLii LLOAO 3a3HAYEHHS OfUHULb
a6o 4, abo 7 BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3MiH
6nicTepiB y KapTOHHIl NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPLYKEHHS
KopooLi
125. SAHIAIN® TabneTkun, BKpUTI Pekopgaari IpnaHgjs Pekopgaari ITanisa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/11126/01/02
NAiBKOBOIO Ainenp Ntg IHpacTpia Ximvika e 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKO10, M0 20 Mr; $apmaceBTika Ta (hapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
no 14 TabneTtok y C.n.A. TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
6nicTepi; no 1, a6o 2, BHECEHHSM iHchopmalLii LWoA0 3a3HaYEHHS OAUHULbB
a6o 4, abo 7 BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
6nicTepiB Y KAPTOHHIl NpoTArom 6-Tn MicALB NicNs 3aTBEpPAXEHHS
Kopobui
126. SVNHEPUT® MOPOLLIOK ANs NEO [aHis Actennac ®apma | Higepnang BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/4359/01/01
NPUroTyBaHHSA dapma A/C lOpon B. B. " 3MiHK | TNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peuyenma
po3unHy AnA Ta thapmakoHarnsagy. BeegeHHns abo 3miHv o

30BHILLUHLOTO
3acTocyBaHHs; 1
NAacTMKOBUIA do1akoH
«A» 3 NOPOLLKOM
(epuTpomiyunHy 1,2 1
Ta UMHKy auetary,
aurigpary,
MiKpoHi3oBaHoro 0,36

y3ara/ibHeHUX JaHnx Npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
npo cuctemMy dpapmakoHarnsgy, amiHa
YMNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
3piicHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA
Bif] YNOBHOB&XEHOT 0co6u, BiANOBiJaIbHOI 3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
r) 4Ns NpUroTyBaHHSA 3[jicHeHHs1 hapmakoHariaay (BkIyatoum
pPO34nHy Ans KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
30BHILLHBOrO thaiina cuctemun thapmakoHarnsgy) - 3miHa
3acTocyBaHHs, 1 KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aBHMKA,
NIacTUKOBUIA dh1akoH BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
«B>» 3 PO34YMHHMKOM MponoHoBaHa pepgakuis: BeHrep Mliogmuna
(avizonponin cebakart, AHartoniiBHa. 3MiHa KOHTAKTHUX AaHWNX KOHTaKTHOI
eTaHon 6e3BofHMIA) 0Co6M YNOBHOBaXKEHOI 0COOY 3asiBHUKA,
no 30 mn ta BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
annikaTop (Kpuwka
NS NPUroTyBaHHA
nikapcbkoi hopmu Ta
[03yBaHHsA
0flepXXaHoro po3yunHy)
Y KapTOHHIil kopobui
127. 30META® KOHUeHTpaT ans Hosapric LLBeuapi ArEC M'm6X ABcTpisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8368/01/01
PO3UmnHY ANst iHdy3ilA, dapmva Al a IME[, ABcTpist LLIBeiiuapis 3MiHM | TUNY - 3BY)XEHHSA A0NYCTUMUX MEX peuenmom

4 mr/5mvn;no5mny
hnakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopo6u,i

(KOHTpPO/Ib AKOCTI
3a NOKa3HNUKOM
"CTepunbHicTb"(4
N5 BUPOGHMKA
®peseHiyc Kabi
v6X, MNpaw));
HoBapTic ®apma
LTeliH AT,
LLiBeiiuapis
(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);
®pe3seHiyc Kabi
ABCTpist TM6X,
ABCTpIs
(BUPOGHMLTBO,
nepBuHHe
nakyBaHHs);
®pe3seHiyc Kabi
ABCTpist TM6X,
ABCTpIs
(BizyanbHuii
KOHTPO/Ib
CTepnnizoBaHnx
dhnakoHiB (ana
BMPOGHMKA
®peseHiyc Kabi
ABcTpist TM6X,
Ipav)); PpeseHiyc
Kabi ABcTpis
vm6X, ABCTpist
(KOHTpO/Ib SKOCTI

napameTpiB cneuudikauii s BuNpobyBaHHA
«ABcop6Lis po3unHy» 3 ? 0,05 mAU Ha ? 0,03
mMAU; 3MiHK | TUNy - AoAaBaHHA HOBOrO MOKa3HMKa
cneumdikauii «F'epMeTuyHicTb hnakoHiB, 3
aonomoroto 6apeHuka» (USP);
3MiHM | TUMNY - 3MiHKX WOA0 NOCUNaHb Ha METOAMNKM
ans metogy "O6°em, LLLO BUTAraeTbCA"3 METOHO
rapMoHisaduji; 3anponoHosaHo: Determine the
volume in container in accordance with
Ph.Eur.2.9.17 «Extractable Volume», USP <697>
«Container Content for Injection»and JP, 6.05.
«Test for Extractable Volume of parenteral
preparations»; 3MiHu | TUMYy - 3MiHW 40 MeToaiB
KOHTPOJI0 AIKOCTi , & came NpuBefeHHs MeToay
BMNPOGYBaHHA."BuAMMI MexaHiuHi BKNOYEHHS" [0
Bumor EP, 2.9.40; USP <790>; 3miHu | Tuny -
NPOMOHOBAHO 3MiHW [0 METOZiB KOHTPOJO AKOCTI, &
came fo mMeToay "CTepu/bHICTb (ekcnpec-TecT)",
JeTanizaujis onucy MeToAuKU AN NPUBEAEHHS Y
BigNoBigHICTb A0 EP; 3MiHuK | TUNYy - 3MiHW A0
MeToAy BUNPOBYBaHHSA «laeHTudiKaLis, KiibkicHe
BM3HAYEeHHs Ta po3nafjaHHsa metogom BEPX». A
came 3amiHa BEPX i3 3BopoTHOI0 ha3zoto, 3 YP-
LEeTeKTYBaHHAM Npu 215 HM Ha LWBMAKICHY PIAVHHY
Xxpomatorpacito, 3 Y® - getektyBaHHAM npu 215
HM, peAakuiiHi npaBku
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3a NOKa3HNUKOM
"BakTepianbHi
€HOTOKCMHN" (AN
A1 BUPOOHMKA
®peseHiyc Kabi
AscTpia M'm6X,
Mpau)
128. IBYNPOM TabneTku, BKPUTI FOHina6, CWA TOB tOC Monbwa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1361/01/01
MAKC 060/10HKO10, No 400 an dapmalis, Benuka 3MiHKM | TNy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peyenma
Mr; no 6 TabneTok y Monbwa BpuTaHis Ta papmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
6nictepi, no 1 (BUPOBHKK, TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
6nicTepy B KapTOHHIl BiANOBIAabHNI BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
Kopob6ui; no 12 3a ynakoBky, BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 0
Tabnetok y 6nictepi; KOHTPONb Ta po3ainy «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
no 1 a6o no 2 BUNYCK cepii MapKyBaHHS: 3rigHO 3aTBEPA)KEHOTO TEKCTY
6nicTepy B KAPTOHHii roToBOro MapKyBaHHs. BBejeHHS 3MiH NPOTAroM 6-x micsuiB
Kopobui, no 24 NPOAYKTY); nicns 3aTBepKEeHHS
TabneTkn y hNakoHi, LLyechapm
no 1 cpnakoHy B Cepsices JlTa,
KapTOHHI Kopo6Lyi Benvka BpuTaHis
(BMPOGHMK,
BignoBiganbHui
3a BMPOGHULTBO,
KOHTPO/ib Ta
BUMYCK NPOAYKTY
in bulk)
129. IBYTAPZ, 300 Kancysm My6niuHe Ykpaina My6niuHe YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 6e3 UA/6013/01/01
NPOIOHIOBaHOT Aji No akuioHepHe akuioHepHe 3MiHu | TUNy - 3MiHW BHECEHI 40 IHCTpyKLii Ans peyenma
300 wr, no 10 kancyn TOBapPUCTBO TOBapUCTBO MeMYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby Ao
y 6nictepi; no 1 a6o 2 "HaykoBo- "HaykoBo- po3giniB "Ocob6MBOCTI 3acTocyBaHHs", "Cnoci6
6nictepn y nauui 3 BUPOGHNUM BUPOGHNUNIA 3aCTOCyBaHHA Ta A031" BifNOBIAHO 4,0 OHOB/EHOI
KapTOHY 7 ueHTp LeHTp iHchbopMmawii 3 6e3nekn 3acTocyBaHHA fitoyol
"BopLuarisc "BopLuariBcbkunii PEYOBUHN.
bKWIA XiMiKO- XiMiKO- BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns
thapmauesT thapmaueBTUYHUIA 3aTBEPKEHHS
NYHWIA 3aBog"
3asof”
130. I3IKNIH KOHUEeHTpaT A/1s INCEH PpaHuis BO®YP INCEH PpaHuin BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14703/01/01
OPa/ILHOIO PO3UNHY, KOHCbIOM IHOYCTPI 3MiHa 3asBHKKa (BNacHWKa peecTpaLiiitHoro peyenmom
6113bKo 176 Mn EP nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
KOHLeHTparty A XENCKEA, Ne 460). 3MiHK BHECEHO B iHCTPYKLtO AN
OpasIbHOr0 PO3UnHY y | AKLiOHEpHe Me[MYHOr0 3aCTOCYBaHHS /likapcbKoro 3acoby
NASALL; N0 2 MAALKA TOBapUCTBO 00 HaliMeHyBaHHSA Ta MiCLie3HaXOMKeHHS
Y KOMM/IEKTi 3 O4HUM cnpovieHor 3asBHVIKa (BBegeHHS 3MiH NpoTAroM 6 micAauis
CTakaH4MKOM 3 o Tuny nicns 3aTBepipkKeHHs); 3MiHW | Tuny - 3MiHK Wwoao

MipHOIO NiHi€t, Y
KapTOHHI Kopo6Lyi

6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
BBefeHHst a60 3MiHM [0 y3araslbHEHNX JaHUX NPO
cucteMy hapmakoHarnaay (BBegeHHs
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

y3aras/ibHeHUX JaHnx Npo cucTemy
thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa
[ANA 3ajiicCHeHHs1 hapMakoHarnsay B YKpaiHi, sKLLo
BOHa BiMiHHa Bif, yNOBHOBaXKEHOI 0co6!,
BiANOBIAANbHOI 32 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigasibHOT
3a hapmakoHarnsag,. 3miHa micus 34iRCHeHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu
hapmakoHarnsgy Ta ioro Homepa

131.

IMATEPO®

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 100
mr, no 10 TabneTok y
6nictepi, no 1 a6o 10
6nicTepiB y Kopobu,i 3
KapTOHY

leTepo
Na63
Nimiten

IHAjA

[eTepo /1a63
Nimiten

IHAjs

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Onuc Ta cknag. 3miHa y cknagi (4onomMikKHUX
peyoBMHax) roToOBOrO JlikapcbKoro 3acoby (CMakoBi
no6asku abo 6apBHUKK) - [lofaBaHHS, BUTYYEHHS
ab0 3aMiHa - BUyYeHHS 3i ckiagy Nikapcbkoro
3acoby 6apBHMKIB: 3as1i3a okcug XoBTuii (E 172) Ta
3asi3a okcug, YepBoHuii (E 172), o o6ymoBieHo
3MiHOIO NNIBKOBOrO NokpuTTs 3 Opadry yellow
03F82597 Ha Opadry White 03F58763, Ak Hac/nifok
3MiHKM y cneyudpikauii Ta metogax M3 y yacTuHi
30BHILUHLOrO BUIAAY; 3MiHW | TUNy - 3MiHK 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MiHa y cknagi (4oNoMiKHMUX pevoBUHaxX) roToBoro
nikapcbKoro 3acoby (CmakoBi o6aBku abo
6apBHUKN) - 36iNbLIEHHS a60 3MEHLLEHHS - 3MiHa
KiNbKiCHOro ckiagy rotoBoi CyMmillli ANsi HARHECEHHS
nAiBKOBOro NokpuTTs Opadry

3a
peyenmom

UA/15837/01/01

132.

IMATEPO®

TabneTku, BKpUTI
N1iBKOBOIO
060n10Hkot0, o 400
mr, no 10 TabneTok y
6nictepi, no 1 a6o 10
6nicTepiB y Kopobu,i 3
KapTOHY

letepo
Na63
Nimiteq

IHAis

[eTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHK | TUNY - 3MiHK 3 AKOCTi. TOTOBWIA NiKapCbKiA
3aci6. Onuc Ta cknag,. 3miHa y cknagi (4OMOMIKHUX
peyoBMHax) roTOBOrO JlikapcbKoro 3acoby (CMakoBi
[ob6aBkun abo 6apBHYKYM) - lofaBaHHs, BUNYYEHHS
ab0 3aMiHa - BUIyYeHHs 3i ckiiady Nikapcbkoro
3acoby 6apBHUKIB: 3asi3a okcmg xoBTuii (E 172) Ta
3a1i3a okcmg, YepBoHuii (E 172), Lo 06yMOBIeHO
3MiHO0 MIBKOBOrO NokpuTTs 3 Opadry yellow
03F82597 Ha Opadry White 03F58763, Ak Hacnifok
3MiHM y crneumdikauii Ta meTogax M3 y yacTuHi
30BHILUHLOIO BUMMIAAY; 3MiHW | TUMY - 3MiHK 3
AKocTi. [0TOBWiA Nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y cknagi ([oNOMiIXHUX peyoBuHax) roToBoro
nikapcbKoro 3acoby (CMakoBi 4o6aBku abo

3a
peuyenmom

UA/15837/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6apBHUKN) - 36iNbLIEHHSA a60 3MEHLLIEeHHS - 3MiHa
KiNbKiCHOro ckiiagy rotoBoi Cymillli ANsi HARHECEHHS
nAiBKOBOro NokpuTTs Opadry
133. IMYHOKIHA Tabnetkn no 150 AnbneH HimeuunH [Loitue HimeuuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/5397/01/01
Tabnetok y hNakoHi; dapma a Xomeonari-YHioH 3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii peuyenma
no 1 dpnakoHy B M6X AOXY- 3aci6. 3MiHM y BUpO6HULTBI. 3amiHa abo BBeAEHHS
KapTOHHIli KopoobLi ApuHaiimiTTens [04aTKOBOT AiNbHUL BUPOBGHMLTBA ANS YaCTUHN
Mv6X & Ko. KT, a60 BCbOro BUPO6GHMYOro npoLecy rotoBoro
HimeuunHa nikapcbKoro 3acoby (AiNbHULA, Ha AKil
a6bo npoBoAATbLCA 6yAb-sKi BUPOOHMYI cTagil, 3a
[Op. T'yctas KnsitH BUHATKOM BUMYCKY Cepili, KOHTPOIO AKOCTI,
v6X & Ko. KT, NepBUHHOIO Ta BTOPUHHOIO NakKyBaHHA, ANA
HimeuyunHa HecTepWIbHUX Jlikapcbknx 3aco6iB). CynyTHSA 3MiHa
- 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK

y BUpOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI
AiNbHUL BUPOGHULTBA A8 YacTUHU abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco0y (AinbHULSA AN BTOPUHHOIO NakyBaHHS); -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOBOHULTBI. 3amiHa abo BBeAEHHS A04ATKOBOT
AiNbHULI BUPOBHMLTBA [/19 YacTuHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (fibHULUA AN18 NEPBUHHOIO NakyBaHHS) -
BBEAEHHSA A0AATKOBOI BUPOGHMYOT AinbHuL - [p.
l'yctaB KnsaiiH TM6X & Ko. KI, HimeuunHa; 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHMKa, LLO Bignosigae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPO/L/BUNPOGYBaHHSA cepil - AoAaBaHHSA
BMpo6HUKa - Ap. MNyctas KnsiiH TM6X & Ko. K,
HimeuumnHa; 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
po3Mipy cepii (BK/ItOYatoun gianasoH po3mipy cepii)
roTOBOrO JlikapCbKoro 3acoby (36ibLueHHs Ao 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
BBE/JEHHSI PO3Mipy Cepii FOTOBOro NiKapcbKoro
3aco6y 4/15 HOBOI AiNbHMLi BUPOGHMLTBA Jp.
l'yctaB KnaitH TM6X & Ko. KI, HimeyunHa. fitoua
pegakuis: Deutsche Homoeopathie-Union DHU-
Arzneimittel GmbH & Co. KG: Batch sizes
(example): Batch size 1: 200,000 tablets = 20.0 kg
Batch size 2: 1,000,000 tablets = 100.0 kg Batch
size 3: 8,000,000 tablets = 800.0 kg; NponoHoBaHa

pepakuis: Deutsche Homoeopathie-Union DHU-

Arzneimittel GmbH & Co. KG: Batch sizes
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(example): Batch size 1: 200,000 tablets = 20.0 kg
Batch size 2: 1,000,000 tablets = 100.0 kg Batch
size 3: 8,000,000 tablets = 800.0 kg Dr. Gustav
Klein GmbH & Co. KG: Batch sizes (example):
Batch size 1 (minimum): 1,000,000 tablets = 100.0
kg Batch size 2 (maximum): 8,000,000 tablets =
800.0 kg
134. IHTANINT- cnpei ans potosol TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3937/02/02
340POB'A NMOPOXHUHWU, No 30 mMn 03 06MexeHo 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma
POPTE y 6as1oHi 3 k1anaHom- 06MexeHo BiANoBiAa/IbHICTIO Ta hapmakoHarnsagy (iHwi 3miHu) - 3aMmiHa po3giny
Hacocowm; no 1 6anoHy 10 "®apmMaLeBTnyHa «[padhiuHe 0hOpMIEHHS YNAKOBKN» Ha pO3fin
3 HacagKoto- Bignosigan KoMnaHis «MapkyBaHHsA» B MKA /13: 3arBepaxeHo:
posnuaoBayem Ta bHICTIO "3p0pos'a” FPA®IYHE OPOPMJIEHHA YIMAKOBKW I'padiivuHe
3aXMCHUM KOBMa4KOM "®apmaLes 0hOpMEHHS YNaKoBKY BiANOBIAAE HafaHoOMy
y KOpo6Lji 3 KapTOHY; TUYHa rpaciyHoMy 306paXKeHHI0 YNakoBKM.
no 50 Mn y doNakoHi: KOMnaHis 3anponoHosaHo: MAPKYBAHHSA BignosigHo ao
no 1 chnakoHy 3 "3popos'a” 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOB/IEHHSA
Opa/ibHUM TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
pO3NVNIOBaSIbHUM yNakoBKN NiKapCbKOro 3acoby 3 BHECEHHAM
NPUCTPOEM Ta iHchbopmauii LLo0 3a3HAYEeHHA OAMHNLb
3aXMCHMM KOBMavKoM BMMIpIOBaHHS y cuctemi Sl. BBeAeHHS 3MiH
Y KOpOoO6LUji 3 KAPTOHY NPOTAroM 6-TW MicsAUIB NiCNs 3aTBEPAYKEHHS.
135. IHTANINT- cnpei ans potoBof ToBapucTs YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: Ges UA/10947/01/01
340POB'A NOPOXHUHM 1Mo 30 MmN 03 06MEXeHOo 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS peyenma
®DOPTE 3 y 6asioHi 3 kanaHom- 06MeXeHo BiNOBifa/IbHICTIO yNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSM
POMALLKORO Hacocom, no 1 6anoHy 10 "®apmMaLeBTUYHa iHchopmauii LWoAo 3a3HaYeHHS OANHNLE
3 HacagKoto- Bignosigan KOMMNaHis BMMIpIOBaHHSA y cuctemi Sl. 3amiHa po3giny
posnuoBayvem Ta bHICTIO "3p0pos'a” «["pahiuHe ohopmNEeHHS ynakoBKu» Ha po3fin
3aXUCHUM KOBMaykom "®apmates «MapkyBaHHs1» B MK#A J13: 3anponoHoBaHo:
Y KOpOO6Lj 3 KAPTOHY; TMYHa MAPKYBAHHSA BignoBigHo A0 3aTBEpPAKEHOTO
no 50 Mn y dhnakoHi 3 KOMnaHis TEKCTY MapKyBaHHSA. TepMiH BBEEHHA 3MiH
3aXUCHUM KOBMAYKOM; "3p0pos'a” npoTArom 6 micAuiB nicns 3aTBepkKeHHs
no 1 chsiakoHy 3
opasibHUM
PO3NUNOBASILHUM
NPUCTPOEM Ta
3aXMCHUM KOBMa4KoM
Y KOpO6LUi 3 KApTOHY
136. IHOOMNPEC TabneTkun, BKpUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/2153/01/01
NAiBKOBOO akuioHepHe akuioHepHe 3MiHK | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuenmom
060/10HKO0, N0 2,5 Mr | TOBapuCTBO TOBapucTBo Ta hapmakoHarnsgy. 3miHa y KopoTkili
no 10 Tabnetok y "HaykoBo- "HaykoBo- XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
6nicTepi; no 3 BMPOGHUYN BMPOGHUYNIA MapKyBaHHA Ta IHCTPYKLii ANA MeguyHoro
6nicTepy B nayui 7 LeHTp LeHTp"bopLuarisc 3aCTOCYBaHHA Ha MifgcTasi perynspHo
"Bopuarisc bKWIA XiMiKO- OHOB/THOBAHOrO 3BITY 3 6e3neky NikapcbKoro
bKWA XiMiKO- hapmaLeBTUYHNI 3aco6by, abo gocnimkeHb 3 6e3neku 3acTocyBaHHSA
thapmauesT 3asof" nikapcbKoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
VNYHWIA ab60 K pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3asog” npoBefeHUX BiANOBIAHO A0 NNaHy negiatpuiHNX
pocnigpkeHb (PIP) (iHWi 3MiHW) - 3MiHW BHECEHO A0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis: "Ocob6nmnBoCTi
3acTocyBaHHsA", "Mo6ivHi peakuii” Woao 6e3neku
3acTOCYBaHHS Ail040i peYOBUHM TigpoxaopTrasug,
BiANOBIAHO A0 pekomeHaauin PRAC\EMA.
BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
3aTBEPKEHHS
137. IHOAOUUMA Tabnetku no 20 AnbneH HimeuunH [Loitue HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/6740/01/01
Tabnetok y 6nictepi; dapma a Xomeonari-YHioH 3MiHM | TUNy: 3MiHK 3 AKOCTi. FTOTOBWIA NiKapCbKMii peuyenma
no 3 6nictepn y M6X OXY- 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
KapTOHHIli KopoobLi ApuHaiimiTTens iMnopTepa/3miHu, Lo CTOCYIOTLCA BUNYCKY cepii Ta
Mv6X & Ko. KT, KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
HimeuunHa (3amiHa abo AofaBaHHA BUPOOHUKA, L0 BigNOBIgae
a6bo 3a BBE3€eHHS Ta/abo Bunyck cepii) - Bkoyaroun
[Op. F'yctas KnsinH KOHTPONb/BUNPOGYBaHHSA cepii. lofaBaHHSA
v6X & Ko. K, BMpO6HUKa - [p. MNyctas Knsint M'v6X & Ko. KT,
HimeuunHa

HiMeuuunHa. 3miHm | Tuny: 3MiHun 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa
ab0 BBefEeHHA A04AaTKOBOT AifIbHUL BUPOBHMLTBA
NS YacTHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO JliKapcbKoro 3acoby (AiNnbHULSA, Ha SKii
npoBoAATLCA By Ab-Ki BUPOOHWYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTI,
NepBMHHOTO Ta BTOPMHHOTO NakyBaHHS, A1
HecTepu/bHUX NiKkapcbknx 3acobis). CynyTHSA
3MiHa: 3MiHU 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6.
3MiHM Y BUpO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA AN YACTUHN
ab0 BCbOro BUPOGHNYOTo NpoLiecy roToBoro
nNiKkapcbKoro 3acoby (AiNbHWULA 415 BTOPUHHOTO
nakyBaHHs1). 3MiHW 3 AKOCTIi. [0TOBWUIA NikapCbknii
3aci6. 3MiHM y BUpobHULTBI. 3aMiHa ab0 BBEAEHHS
[04aTKOBOI Ai/TbHUL BUPOBHULITBA /15 YACTUHU
a60 BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWUS 415 NePBUHHOMO
nakyBaHHs) - BBELleHHS 10AAaTKOBOT BUPOGHUYOIT
AinbHuui - Ap. MNyctas Knsith M'm6X & Ko. K,
HimeuumHa. 3miHm | Tvny: 3MiHK 3 siKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
po3Mipy cepii (BKItOYatoun gianasoH po3mipy cepii)
roTOBOrO NikapcbKoro 3acoby (3MeHLeHHs go 10
pasiB. 3MEHLLEHHS po3mipy cepii FOTOBOro
NikapcbKoro 3acoby A5 HOBOI AiNbHUL
BMpOo6HMUTBA [p. N'ycTas Knsiii TM6X & Ko. KT,
HimeuumHa. 3miHm | Tvny: 3MiHK 3 sikocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLUTBI. 3MiHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
po3mipy cepii (Bkto4arouM fianasoH po3mipy cepii)
roTOBOrO Nikapcbkoro 3acoby (36inblweHHsa o 10
pasiB NOPIBHAHO i3 3aTBEPMAXEHUM PO3MIPOM) -
36iNbLUEHHSI PO3MIpY Cepii rOTOBOrO /iKapCbKOro
3acoby 4151 HOBOI AiNbHULi BUpobHMUTBa p.
l'yctaB Knaid M'm6X & Ko. KI, HimeuynHa.
138. IH®YNTAH PO34unH ANs iHdysil TOB "lOpis- YkpaiHa TOB "tOpis- Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/11955/01/01
10 mr/mn no 20 mn, 50 Papm” [OFTo Vi 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuenmom
mn, abo 100 mn B Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B
nAsAwWLi, no 1 nasawui TEKCT MapKyBaHHS yNakoBKW NiKapCbKOro 3acoby
B MayLi 3 KapTOHYy LOA0 3a3HAaYEHHSI MDKHAPOAHMX NO3HAYeHb
OAVHWLb BUMIPOBaHHS. TEPMiH BBEAEHHS 3MiH:
NPOTAroM 6 MiCALiB 3 AaTh 3aTBEPKEHHS
139. ITPAKOHA30/1 | kancynu no 100 mr, no | ToBapucTB YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peEECTpaLiiiHuX maTepianis: 3a UA/5356/01/01
4 xancynu y énictepi; 03 06MEXeHOo 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
no 1 6nictepy B naui 06MexXeHo BigNOBifa/IbHICTIO Ta hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
3 KapToHy; no 15 10 "®apma falid" [0 po3giny “MapkysaHHsA" MKA N13:
Kancyn y 6nictepi; no Bignosigan 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
1 a6o no 2 6nictepu B bHICTIO 3aTBEPAKEHOrO TEKCTY MapkyBaHHS OHOB/IEHHS
naJui 3 KapToHy "Papma TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
Naiidp” BHECEHHSM iHhopMaLii LWOA0 3a3HAYEeHHS OAMHULb
BUMIipOBaHHSA y cuctemi Sl
140. ITPYHTAP kancynu no 100 wmr, no AHaHTa Benvka ApTypa IHAis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/2248/01/01
4 abo 15 kancyn y Megikeap BputaHis dapmacbloTikans 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi, no 1 nra. MBT. N14., IHAIS; Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
6nicTepy B KapTOHHii MapkcaHc ®apma [0 po3giny «MapkyBaHHa» MKA /13 :
Kopobui Nta., IHais 3anponoHoBaHo: MapkyBaHHs Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHS. 3MiHU
BHECEHI B TEKCT MapKyBaHHS yNakoBKW NikapCbKoro
3aco0y WoA0 3a3Ha4YeHHA MiXKHapPO4HMX NO3HaYeHb
OAMHULIb BUMIPIOBaHHS. BBEEHHSA 3MiH NPOTAroM
3-x MicsLiB nicnsA 3aTBEpAYKEHHS
141. KABIHTOH Tabnetkv no 10 mr no BAT YropwmHa BAT "lepeoH YropLumHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/4854/01/01
DPOPTE 15 TabneTok y "TefeoH PixTep" 3MiHM | TUMNY - OHOBJ/IEHHS TEKCTY MapKyBaHHS peyernmom
6nicTepi; no 2 abo 6 Pixtep" YyNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
6nicTepiB y KAPTOHHIl iHhopMaUii LWoa0 3a3HauYeHHs 0ANHNLb
ynakoBLi BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS 3MiH:
NPOTAroM 6-T1 MiCALIB MiC/SA 3aTBEPIKEHHS 3MiH
142. KAMETOH- cnpeii OpoMyKO3HWI ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/2288/01/02
340POB'A no 25 r y 6anoHi 03 06MmexXeHo 3MiHK | TRy - 3MiHW WoAo 6e3nekn/edPeKTUBHOCTI peuyenma
POPTE 3abe3neyeHomy 0bMexeHo BiANOBIAA/TIbHICTIO Ta hapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
KnanaHom-Hacocom, 10 "®apmavueBTnyHa 0o po3giny “MapkyBaHHsA" MKA N13:
HacajKoto- Bignosigan KOMnaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo ao
po3nuaoBayem Ta bHICTIO "3popos's” 3aTBEPKEHOrO TEKCTY MapKyBaHHSA. OHOBJ/IEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aXMCHUM KOBMaykom; | "dapmaues TEKCTY MapKyBaHHS yrnakoBKW ikapCbKoro 3acoby 3
no 1 6aoHy y TUYHa BHECEHHSAM iHhopMaLii LWoA0 3a3HAYEHHS OANHULb
KOpo6L,i 3 KapTOHY; NO KOMNaHis BMMIipIOBaHHA y cuctemi Sl. BBeaeHHs 3MiH
40 r y donakoHi 3 "3popos'a” NpoTArom 6-Tu MicALiB Nicns 3aTBEpPAKEHHS
opasibHUM
PO3NUNIOBASIbHAM
NPUCTPOEM Ta
3aXMCHUM KOBMaYKoM;
no 1 dpnakony y
KOpo6L,i 3 KAPTOHY
143. KAHCUNAA3® niodpinizar Ana Mepk Wapn | Leeliuapi | Nla6opaTopii Mepk ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2841/01/01
PO3UnHY ANs iHAY3il i loym A LWapn i foym HigepnaHg, 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
no 50 mr; 1 donakoH y IAEA TmM6X LLin6bpe, ®paHuis " Ta hapmakoHarnsagy. BunyyenHs (cuna i) -
KapTOHHIli KopooLi (3a NoBHUM BWUIYYEHHSI cunu Aii 70 Mry donakoHi. 3miHu
uuknom); Mepk BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
Wapn i Joym B.B., 3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis
HigepnaHan "Cknag'", "Cnocib 3acTocyBaHHs Ta [03n".
(BTOPUHHA BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
ynakoBka, [103BiN 3aTBEPAKEHHSA
Ha BMNycK cepii)
144. KAPBAMASENI | Tabnetkn no 200 mr ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7327/01/01
H-340POB'A no 10 TabneTtok y 03 BMPOGHULTBA, 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenmom
6nicTepi; no 2 06MeXeHo KOHTPO/1b SIKOCTI, Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHU BHECeHi B
6nicTepiB y KAPTOHHIl 10 BUMYCK Cepii: TEKCT MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby
Kopob6ui; no 20 Bignosigan ToBapucTBO 3 LL0Z0 3a3HAYEHHST MiXXKHAPOAHNX NO3HAYEHb
Tabnetok y 6nictepi, bHICTIO 06MexeHo OAVHULB BUMIPIOBaHHA. 3amiHa po3giny «IpadivHe
no 1 6nictepy y "dapmaLes BiANOBIAA/TIBHICTIO 0hOPM/IEHHS YNAKOBKM» Ha PO34in «MapKyBaHHs»
KapTOHHI KOpOOLii TMYHa "®hapMaueBTNYHaA B MK#A N13: 3anponoHoBaHo: MAPKYBAHHA
KomnaHis KomnaHis BignosigHo [0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSI.
"3p0pos'a” "3p0pos'a”,
YKpaiHa; BCi TepMiH BBEAEHHS 3MiH: NPOTSArom 6 MicsuiB micas
cragji 3aTBEPKEHHSA
BMPOGHMLITBA,
KOHTPO/Tb SIKOCTI:
ToBapucTBO 3
06MEXeHOI0
BigNOBiga/IbHICTIO
"®APMEKC
IPYMN", YkpaiHa
145. KAPAOIOAAPOH | po3uvH Ans iH'exuin, ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/1713/01/01
-3400POB'A 50 mr/mn no 3 mn B 03 06MeXeHo 3MiHM | TUNY - BHECEHHS 3MiH [0 po3ainy peuenmom
amnyni no 10 amnyn y 06MexeHo BiANOBIAA/IBHICTIO “MapkyBaHHsA" MKA J13; 3anponoHoBaHo:
KapTOHHI KOopoo6Li; no 10 "®apmaveBTuyHa MAPKYBAHHSA BignosigHo f0 3aTBEPAXEHOr0O
3 mn B amnyni, no 5 Bignosigan KomnaHis TEKCTY MapKyBaHHs1. OHOBMIEHHS TEKCTY
amnyn y énictepi, no bHICTIO "3popos'a” MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby 3
1 a6o 2 6nictepu y "®apmaues BHECEHHSM iHchopMmalii LLoA0 3a3HaYEHHS OAUHULbB
KapTOHHIlA KopooLi TUYHA

KOMNaHis

BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH




Ne
n/n

Hassa

Popma sunycky

3asiBHUK

KpaiHa

100

JNliKapcbKo20
3acoby

(nikapcbka gpopma,
ynakosKa)

"3p0poB'a”

3asiBHUKa

Bupo6Huk

KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

146.

KAPTAH

PO34unH opasibHuiA 1

JEMO CA

Ipeuis

LEMO CA

peuis

npoTArom 6-Tu MicAUiB Nicns 3aTBEpPAKEHHS

147.

KAPTAH

r/10 mn no 10 mn B
amnyni; no 10 amnyn
Y KapTOHHiIi nayui

PO3YMH ANS iH'eKLiin

dPapmacbioT
nKan
IHpacTpi

[EMO CA

Ipeuis

dapmacbloTUKan

IHpacTpi

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpavuiiiHoro nocBig4eHHs1). 3MiHa Ha3BM
3a8BHMKa. 3MiHW | TUNY - AAMIHICTPaTWUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBaPKEHHSA AiSNbHOCTI BUpoOHUKa/imnopTepa
rOTOBOrO /iKapCbKoro 3acoby, BKIYaoun AiflbHUL
BUMYyCKy cepii abo MicLie NPOBEAEHHS KOHTPO/IIO
AKOCTI. (AiSNIbHICTB, 3a SKy BiANoBifae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepild).
3MiHa Ha3BM BUPOOHWMKa, 6€3 3MiHK Micus
BMPOOHULTBA. 3MiHW BHECEHI B iIHCTPYKLiO AN
MefM4HOro 3actocyBaHHs f13 y p. "BUpo6HumK".

6e3
peuyenma

UA/15595/02/01

148.

KADODETIH

nolr/5Smnno5wmns
amnyni; no 5 amnyn y
KapTOHHIA ynakoBL,i

TabneTkun, BKpUTI

PapmacbioT
nKas
IHoacTpi

LEMO CA

dapmacbloThKan

IHgacTpi

peuis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHW | TNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu 3asBHUKA (BlaCHUKA
peecTpauiiiHoro nocBig4eHHs1). 3MiHa Ha3BK
3aaBHMKA. 3MiHW | TNy - AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI BUPO6HUKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIYaoun AiflbHUL
BMNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/THO
AKOCTI. (AiS/IbHICTB, 3a SKy BiAnosigae
BMPOGHMK/IMNOPTEp, BKIHOYAOUN BUMYCK CEPINA).
3MiHa Ha3BM BUPOOHMKA, 6e3 3MiHM Micus
BMPOOHMLITBA. 3MiHW BHECEHI B iHCTPYKLil0 ANA
MefIM4HOro 3actocyBaHHs /13y p. "BUpPOBHUMK".

3a
peuyenmom

UA/15595/01/01

Konae

N/1iBKOBOIO
060/10HKOI0, N0 10
Tabnetok y 6nictepi;
no 1 6nictepy B nauui
KapTOHHiiA

AJIKANOIL,
Af Ckon'e

Pecny6nik
a lMiBHi4yHa
MakefoHi
A

ANKANOIL, AL

Ckon'e

Pecny6nika
MiBHiYHA
MakefoHist

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHs abo 3miHv o
y3ara/ibHeHNX JaHnx npo cucTemy
chapmakoHarnsgy (BBeAeHHs y3araibHeHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa

YNOBHOB&XEHOI 0c06u, BiANOBIAA/IbHOT 3a
34iicHeHHA hapMakoHarnagy; KOHTaKkTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XeHOT 0co6Mu, BiANOBiJaIbHOI 3a
3pjlicHeHHs hapmakoHarnagy (Bkyarym
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - amiHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBiga/ibHOT

3a thapmakoHarnag.
MponoHoBaHa pefakuis: Aue KyamaHoBCKi. 3MiHa

KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu

3a
peyenmom

UA/9711/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3as1BHVIKA, BignoBiAabHOI 3a dhapmakoHarnsg
149. KETOPO/1AK- Tabnetku no 10 mr no ToBapucTs YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4961/02/01
340POB'A 10 TabneTok y 03 FPYIM", YkpaiHa 3MiHV | TUNY - BHECEHHS 3MiH [0 pO3Ainy peyenmom
6nicTepi; no 1 abo no 06MexeHo (Bci cTagii “MapkyBaHHS" MK J13; 3anponoHoBaHo:
2 6nictepu B 10 BMpPOBHULTBA, MAPKYBAHHSA BignosigHo A0 3aTBEpKEHOr0
KapTOHHI Kopoo6Lii; no Bignosigan KOHTPO/Ib SKOCTI); TEKCTY MapKyBaHHSA. OHOB/IEHHSA TEKCTY
30 Tabnetok y bHICTIO ToBapucTBo 3 MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KOHTeliHepi; no 1 "®apmaues 06MmexXeHo BHECEHHSAM iHGhopMaLii LWOA0 3a3HAYEHHS OAMHULb
KOHTeliHepy B TUYHa BiANOBIAA/TIbHICTIO BMMIpIOBaHHS y cuctemi Sl. BBeAeHHs 3MiH
KapTOHHIli KopoobLi KOMnaHis "GapmMaueBTNYHa NPOTArom 6-TV MiCALIB MiCNs 3aTBEPOYKEHHS
"3popos'a” KOMnaHis
"3p0pos'a”,
YkpaiHa (BCi
cragji
BMPOGHMLITBA,
KOHTPO/Tb AKOCTI,
BMNYyCK cepii)
150. KNAPUTPOMIL, | TabneTku, BKpUTI ToBapucTs YKpaina ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/9712/01/01
NH-340POB'A NNiBKOBOO 03 06MexeHo 3MiHM | TUNY - BHECEHHS 3MiH [0 po3Ainy peyenmom
06010HKOt0, N0 250 06MexeHo BiANOBIAA/TIBHICTIO “MapkyBaHHa" MKA /13: 3anponoHoBaHo:
Mr 10 7 Tab/neTok y 10 "®apmaueBTnyHa MAPKYBAHHSA BignoBigHo Ao 3aTBEpAKEHOT0
6nicTepi; no 2 Bignosigan KOMnaHis TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
6nicTepy B KAPTOHHIiA BHICTIO "3p0opos'a” MapKyBaHHS yNakoBKU NiKapcbKoro 3acoby 3
Kopob6ui; no 10 "®bapmaues BHECEHHSM iHhopMaLii LWOAO0 3a3HaYeHHS OAVMHULb
Tabnetok y 6nictepi; TUYHA BUMIpIOBaHHA y cuctemi Sl. TepMiH BBE,E€HHS 3MiH
no 1 6nictepy B KoMnaHis - NPOTArOM 6 MiCALIB MiCNA 3aTBEPIKEHHS
KapTOHHI KOpOOLii "3p0poB'sa”
151. KNAPUTPOMIL, | tabnetku, BKpuUTI ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/9712/01/02
NH-340POB'A NAiBKOBOO 03 06MeXeHo 3MiHM | TUNY - BHECEHHS 3MiH [0 po3ainy peuenmom
060n0Hkot0, No 500 06MexeHo BiANOBIAA/IBHICTIO “MapkyBaHHa" MKA /13: 3anponoHoBaHo:
Mr no 7 TabneTtok y 10 "®GapmMaueBTNyYHa MAPKYBAHHSA BignosigHo f0 3aTBEPAXEHOr0O
6nicTepi; no 1 abo no Bignosigan KOMnaHis TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
2 6nictepu B bHICTIO "3popos'a” MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby 3
KapTOHHI/ Kopobui; no | "dapmaues BHECEHHSM iHchopmalLii LWoA0 3a3HaYEHHS OAUHULbB
10 TabneTok y TUYHa BUMIpIOBaHHA y cucteMi Sl. TepMiH BBEEHHS 3MiH
6nicTepi; no 1 KOoMnaHis - NPOTArOM 6 MiCALIB MiCNA 3aTBEPAKEHHS
6nicTepy B KAPTOHHIl "3popos'a”
Kopobui
152. KNOBECKIH Kpem 0,05 % no 251y ToBapucTs YkpaiHa ToBapucTBO 3 YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13134/01/01
Ty6i; mo 1 Ty6i y 03 0bMexeHot 3MiHM | TRy - 3aMiHa po3giny «IpadiyHe peyenmom
KOpoOLi 3 KapTOHY o6MexeHo BigNoBigasIbHICTIO 0(hOpMNIEHHS YNAKOBKM» Ha po3ain «MapKyBaHHs»
10 "PapmaueBTnyHa B MKA /13: 3anponoHoBaHo: MAPKYBAHHA
Bignosigan KOMMNaHis BignoBigHo 40 3aTBEPAXXEHOIO TEKCTY MapKyBaHHS.
bHICTIO "3popos'a”, OHOBNEHHA TEKCTY MapKyBaHHA ynakoBKu
"®apmaues YkpaiHa (Bci NikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLi Wwoao
TMYHa cTagii 3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
KOMnaHis BMPOBHULTBA, BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
"3popos's” KOHTPO/Ib SIKOCTI,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BWMNYCK Cepil; BCi 3aTBEPIKEHHS
cragji

BMPOGHMLITBA,

BMNyCK cepii);

ToBapucTBO 3

06MeXeHo0

BigNoBiga/IbHICTIO
"®APMEKC
rPYN", Ykpaina
(KOHTPO/Ib SIKOCTI)
153. KNOHA3EMAM | Ttabnetkn no 0,5 mrno | TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4532/01/01
IC 10 TabneTok y 03 [04aTKOBOIO 3MiHM | TURY - 3MiHK 3 AKOCTI. FOTOBMIA NiKaPCbKN peyenmom
6nicTepi; no 5 [04aTKOBO BiANoBiAa/IbHICTIO 3aci6. KOHTpos1b rOTOBOrO NiKapCbKoro 3acoby (iHLwi
6nicTepiB y naui 10 "IHTEPXIM" 3MiHK) - CyNyTHSA 3MiHa
Bignosigan - 3MiHu 3 aKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHK
bHICTIO Yy BUPOOHULTBI. 3MiHM BUNpo6yBaHb abo

"IHTEPXIM O0oNyCTUMUX MeX, BCTAHOB/IEHNX Y creundikaLisx,

"

nifg Yac BUPOOHULTBA FOTOBOrO NiKapCbKOro 3acoby
(iHWi 3MiHW) - YTOYHEHHA hopMyNtoBaHHSA
HOpMyBaHHS TecTy "OAHOPIAHICTb 4030BaHMX
OAMHMLB", YTOYHEHHS] Ha3B peakTMBIB y TecTax
«CynpoB.igHi foMiLKn» Ta «KifbkKiCHe BU3HAYEHHS»
y MKA N3 (i3 BignoBigH1mMn 3miHaMun y
cneundikauii Ta METOANL KOHTPOO SKOCTI
npoMikHOro npoaykTy "Hepo3sdacoBaHi Tabnetkn")
Ta MKA «Bu3HavyeHHs 0fHOPIAHOCTI BMICTY Aitoyoi
PEeYOBUHM B MPOMIKXHMX NPOAYKTax NikapcbKoro
3acob6y KnoHasenawm IC, Tabnetku no 0,5 mr, 1 wmr, 2
Mr». YTOUYHEHHSI BUZY AeTekTopa y MeToauLi
BMKOHaHHSA TecTy «CynpoBigHi gomiwku» y MKA
N3: Y®-pgetekTop 3aMicTb Ai0AHO-MaTPUYHOro
AeTekTopa; 3MiHW | TUMY - YTOYHEHHA METOAUKN
BUKOHAHHSA TecTy «OAHOPIAHICTb A030BaHNX
OAVHWLb>» Y METOAMLI KOHTPOSIKO AKOCTi NPOMIXXHOTO
npoaykTy «Hepo3sacosaHi TabneTtkm» Tay MKA
«Bun3HayeHHs ogHOPIAHOCTI BMICTY Ajitoyoi
PeYoBUHM B MPOMIKHUX NPOAYKTax NikapcbKoro
3acoby Knonasenam IC, Tabnetku no 0,5 mr, 1 mr, 2
Mr», @ caMe: YTOYHEHHS B npoLeaypi NpUroTyBaHHsA
BMNPOGYBAHOrO PO34MHY Ta y PO3PaxyHKOBIl
doopMyni; 3MiHK | TURY - 3MiHK y cneuudikauii Ta
MeToAax KOHTPOSI0 SAKOCTi AONOMIXHOT PEYOBUHN
NaKTo3n MoHorigpar (3a nokasHuKamu
«PO3UMHHICTbY, «lgeHTudikayis», «OnTnyHa
rycTUHa»), KasibLjto cTeapaT (3a nokasHukamu
«PO34YMHHICTb»,«KNCNOTHICTb a60 NYXHICTb»,
«KiflbKiCHE BU3HAYEHHS KabLiilo»), KpOXMaslb
KapTonasiHUiA (3a NoKasHMKamy «PO3YMHHICTb»,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
«[liokeng, cipku») Ta XenaTuH (3a nokasHvKam
«lpeHTudikauisi») y 38 83Ky 3 NPUBEAEHHAM
cneumdikaLin Ta METOZAIB KOHTPOJIO AKOCTI Y
BiANOBIAHICTL A0 BUMOr EBponelicbkoi hapmakonei
Ta J®Y pioyvoi pepakuii
154. KNOHA3EMNAM | TabneTtku no 1 mr no ToBapucTs Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/4532/01/02
IC 10 TabneTok y 03 [0[aTKOBOIO 3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii peyenmom
6nictepi; no 5 [04aTKOBO BiANoBiAa/IbHICTIO 3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby (iHwi
6nicTepiB y nauui 10 "IHTEPXIM" 3MiHM) - CynyTHS 3MiHa
Bignosigan - 3miHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
bHICTIO y BUPOGHULTBI. 3MiHM BUNPOGYBaHb abo
"IHTEPXIM [OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneundikaLlisix,

"

nif, yac BUPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(iHLWi 3MiHW) - YTOYHEHHSA hOpMYNtOBaHHSA
HOpMYBaHHs TecTy "OAHOpIAHICTb [030BaHNX
OAVHMLL", YTOYHEHHS Ha3B pPeakTUBIB y TecTax
«CynpoBigHi foMilKn» Ta «KifbkicCHe BU3HAYEHHS»
y MKA N3 (i3 BignosigHumu 3miHamu y
cneumdikauii Ta MeToAmMLi KOHTPOJIHO AKOCTI
NPOMiXHOro nNpoaykTy "HeposdacosaHi TabneTkun™)
Ta MKA «Brn3HauyeHHs 04HOPIAHOCTI BMICTY Aitoyoi
PeyYoBUHM B MPOMIKHUX NPOAYKTax NikapcbKoro
3acoby Knonasenam IC, Tabnetku no 0,5 mr, 1 mr, 2
M. YTOUHEHHS BUAY AeTeKkTopa y MeToamui
BUKOHaHHSA TecTy «CynpoBigHi fAoMiwku» y MKA
N3: Y®-petekTop 3aMicTb Ai0AHO-MATPUYHOIO
AeTeKkTopa; 3MiHW | TUMY - YTOYHEHHS METOAUKM
BUKOHAHHSA TecTy «OAHOPIAHICTb A030BaHNX
OAVHULb>» Y METOAULL KOHTPOSIKO SAKOCTi NPOMIXKHOIO
npoaykTy «HeposdacoBaHi Tabnetkm» Ta'y MKA
«Bu3HayeHHsA 04HOPIAHOCTI BMICTY AitoyOi
PeYoBUHM B MPOMIKHUX NPOAYKTax NikapcbKoro
3acoby Knonasenam IC, Tabnetkm no 0,5 mr, 1 mr, 2
Mr», & came: YTOUHEeHHs B npoLefypi NpUrotTyBaHHsA
BMNPOBYBAHOr0 PO34MHY Ta y PO3PaxyHKOBIl
chopmyni; 3miHM | TMRY - 3MiHKM Y cneuudikauii Ta
MeTofax KOHTPOSIO AKOCTi AOMOMIKHOT PeHOBUHN
NaKkTo3n MoHorigpar (3a nokasHukamu
«PO3UnHHICTbY», «lgeHTudikayis», «OnTuyHa
rycTuHa»), KasibLjlo cTeapar (3a nokasHukamu
«PO3UMHHICTb»,«KNCMOTHICTL 260 NYXHICTb»,
«KiflbKiCHE BU3HAYEHHS KasbLiilo»), KpOXMaslb
KapTONNSAHWIA (3a NOKa3HUKaMn «PO3YNHHICTb»,
«[liokcnz, Cipku») Ta XenaTuH (3a NokasHukam
«lgeHTudikalis») y 38 A3Ky 3 NpUBEAEHHAM
cneuudikauin Ta MeTOAIB KOHTPOJIKO AKOCTi Y
BiANOBIAHICTL A0 BUMOr EBponelicbkoi hapmakonei
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ta A®Y pitouoi pepakuii

155.

KNOHASENAM
IC

TabneTku No 2 Mr no
10 TabneTok y
6nicTepi; no 3
6nictepn y nauui

ToBapucTs
03
[04aTKOBO
10
Bignosigan
BHICTIO
"IHTEPXIM

"

YkpaiHa

ToBapucTBO 3
[04aTKOBOIO
BiZANOBIfANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK 3 SKOCTI. FOTOBMIA NiKaPCbKNi
3aci6. KOHTpos1b rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHK) - CyNyTHSA 3MiHa
- 3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOOHULTBI. 3MiHM BUNpo6yBaHb abo
O0oNyCTUMUX MeX, BCTAHOB/IEHNX Y creundikalisx,
nif Yac BUpPOOHULTBA FOTOBOrO NiKapCbKOro 3acoby
(iHWi 3MiHW) - YTOYHEHHA hopMyNtoBaHHSA
HOpMyBaHHS TecTy "OAHOPIAHICTb 4030BaHMX
OAVHMLb", YTOYHEHHS] Ha3B peakTMBIB y TecTax
«CynposigHi foMiLKn» Ta «KinbkicCHe BU3HAYEHHS»
y MKA N3 (i3 BignoBigH1Mn 3miHaMu y
cneundikauii Ta METOANL KOHTPOSO SKOCTI
NpoMiKHOro npoAykTy "Hepo3sdacoBaHi Tabnetkn")
Ta MKA «Bu3HavyeHHs 0fHOPIAHOCTI BMICTY Aitoyoi
PEeYOBUHM B MPOMIKXHMX NPOAYKTax NikapcbKoro
3acoby KnoHasenawm IC, Tabnetku no 0,5 mr, 1 wmr, 2
Mr». YTOUYHEHHSI BUZY AeTekTopa y MeToauLi
BMKOHaHHSA TecTy «CynpoBigHi gomiwku» y MKA
N3: Y®-pgetekTop 3aMicTb Ai0AHO-MaTPUYHOro
AeTekTopa; 3MiHW | TUMY - YTOYHEHHA METOAUKN
BUKOHaHHSA TecTy «OAHOPIAHICTb A030BaHNX
OAVHWLb>» Y METOAMLI KOHTPOSIKO AKOCTi NPOMIXXHOTO
npoaykTy «Hepo3sdacosaHi TabneTtkm» Tay MKA
«Bun3HaueHHs ogHOPIAHOCTI BMICTY Ajitoyoi
PeYoBUHM B MPOMIKHUX NPOAYKTax NikapcbKoro
3acoby Knonasenam IC, Tabnetku no 0,5 mr, 1 mr, 2
Mr», @ caMe: YTOYHEHHS B npoLeaypi NpUroTyBaHHsA
BMNPOGYBAHOrO PO34MHY Ta y PO3PaxyHKOBIl
dhopMyni; 3MiHK | TURY - 3MiHK y cneuudikauii Ta
MeToAax KOHTPOSI0 AKOCTi AOMNOMIXHOT PEYOBUHN
NaKTo3n MoHorigpar (3a nokasHuKamu
«PO3UMHHICTbY, «lgeHTudikayis», «OnTuyHa
rycTUHa»), KasibLjto cTeapaT (3a nokasHukamu
«PO34YMHHICTb»,«KNCNOTHICTb a60 NYXHICTb»,
«KiflbKiCHE BU3HAYEHHS KabLiilo»), KpOXMaslb
KapTonasiHUiA (3a NoKasHMKamMy «PO3UYMHHICTb»,
«[liokcng, Cipku») Ta XenaTuH (3a nokasHukam
«lpaeHTudikalisi») y 38 A3Ky 3 NPUBEAEHHAM
cneumdikaLin Ta METOAIB KOHTPOJO SKOCTI Y
BiANOBIAHICTL A0 BUMOr E€Bponelicbkoi hapmakonei
Ta J®Y pioyvoi pepakuii

3a
peyenmom

UA/4532/01/03

156.

KnoniaorprPen
b

TabneTkn, BKPUTI
060/10HKO0, N0 75 Mr

ToBapucts
03

YkpaiHa

BUPOBHMLTBO 3
npoaykuii in bulk,

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis:
3MiHM | TMNY - 3MiHKM Woa0 6e3nekn/eddeKTUBHOCTI

3a
peyenmom

UA/15618/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 10 Tabnetok y 06MexeHo BUWMYCK Cepii: Ta dhapmakoHarnsgy (iHwi 3MiHU) - OHOB/IEHHSA
6nictepi; no 1 a6o 3 10 ToBapucTBO 3 TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
6nicTepy B KAPTOHHIN Bignosigan 06MexeHo BHECEHHAM iH(hopmalLii LLOAO 3a3HAYEHHS OAUHULD
nauui bHICTIO BigNoBiga/IbHICTIO BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH Ao
"®apmaues "®apmaueBTnyHa po3ziny “MapkyBaHHsA" MKA J13”; 3anponoHoBaHo:
TUYHa thipma "BepTekc", MapkyBaHHs. BignoBigHo 40 3aTBEpAKEHOro
hipma YkpaiHa; TEKCTY MapKyBaHHS. TepMiH BBEEHHS 3MiH —
"BepTtekc" BUPOOHULTBO npoTAarom 3 MicsiLiB Nicns 3aTBepPIKEHHS
npoaykuii in bulk:
TOB "®APMEKC
IPYMN", Ykpaina
157. KNOCAPT® TabneTkn, BKPUTI TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/8765/01/01
NAiBKOBOO "KYCYM PAPM" 3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
060/10HKO10, N0 25 Mr PAPM" Ta hapmakoHarnsagy (iHWi 3mMiHW) - BHECEHHS 3MiH
no 14 tabnetok y [0 po3giny “MapkyBaHHs" MKA N3:
6nicTepi, no 1, 2 abo 3anponoHoBaHo: MAPKYBAHHSA 3rigHo i3
6 6nicTepis B 3aTBEPMKEHNM TEKCTOM MapKyBaHHS. OHOBNEHHS
KapTOHHI ynakoBLi TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro 3acoby 3
BHECEHHAM iHdhopMaLii LWoA0 3a3Ha4YeHHs OAMHULb
BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
NpoTArom 6-Tn MiCALB MiCNs 3aTBEPAKEHHS
158. KNOCAPT® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/8765/01/02
nAiBKOBOO "KYCYM PAPM" 3MiHKM | TURYy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO10, M0 50 Mmr, DAPM" Ta hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
no 14 tabnetok y 0o po3giny “MapkyBaHHs" MKA N13:
6nicTepi, no 1, 2 abo 3anponoHosaHo: MAPKYBAHHSA 3rigHo i3
6 6nicTepis B 3aTBEPKEHNM TEKCTOM MapKyBaHHS. OHOB/IEHHS
KapTOHHIA ynakoBL,i TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
BHECEHHSAM iH(hopMmalLii LLOAO 3a3HAYEHHS OAUHULb
BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPYKEHHS
159. KNOCAPT® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 3a UA/8765/01/03
M/1iBKOBOIO "KYCYM PAPM" 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
060/10HKO10, No 100 PAPM" Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
Mr no 14 TabneTok y [0 po3sginy “MapkysaHHsA" MKA N13:
6nicTepi; no 1, no 2 3anponoHoBaHo: MAPKYBAHHSA 3rigHo i3
a6o no 6 6nictepis y 3aTBEPKEHNM TEKCTOM MapKyBaHHSA. OHOBJ/IEHHS
KapTOHHIlA ynakosL; TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
no 10 Tabnetok y BHECEHHSM iHchopMmaLii LLoA0 3a3HaYEHHS OAUHULbB
6nicTepi; no 3, no 9 BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
abo no 10 6nictepis y NpoTArom 6-Tn MicALB NicNs 3aTBEpPAXEHHS
KapTOHHI/ ynakoBsL,i
160. KONAPEKC® Tabnetkv no 12 nakcoCmit Benwvka "nakcoCwmiTKnaiiH Ipnangis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/2675/01/01
Tabnetok y 6nictepi; KnsiiH BpuTaHis [aHrapsaH IcnaHis 3MiHKM | TUNYy - 3MiHK 3 aKocTi. CepTudikaT peuyenma
no 1 6nictepy B KoHcblomep Nimiteq, lpnaxgis BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI Kopo6Lyi Xenckep (BMpPOGHMLTBO 3a €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
(FOK) NOBHWUM LMK/IOM); HoBOro abo OHOB/MEHOro cepTudpikata
TpengiHr CMIiTKnAliH Bivem BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
Nimiteq C.A., IcnaHist BiANOBIAHOCTI €Bponeiickkili hapmakonei: ana Adl;
(Bignosigae 3a 015 BUXIAHOTO MaTepiany/peareHTy/npoMixKHOro
NepBUHHY, NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHNLTBI
BTOPUHHY A®I; Ans fONOMIXHOT peqyoBuHU (cepTudikar
ynakoBKY, BiANoBIAHOCTI EBponeiickbkilt hapmakonei) -
KOHTPO/b SKOCTI OHoBeHWT cepTudpikat Big, y)Ke 3aTBEPLKEHOIO
(Tinbkn BMPOGHUKA -
Mikpo6ionoriuHa noJilaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
ynucToTa), BUMYyCK €sponelicbkin hapmakonei Ne R1-CEP 2003-179-
cepii) Rev 03 ans gitouoi pevoBuHu Phenylephrine
hydrochloride Big BXe 3aTBepKeHOro BUpobHUKa
Malladi Drugs & Pharmaceuticals Limited Unit-3,
IHais
161. NAKTOKCUN® PO34unH NS iHQy3ild; TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11814/01/01
no 200 mn a6o no 400 Papm” Papm” 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
MY nAawi; no 1 Ta thapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHeCeHi B
NAAWLI B navyi 3 TEKCT MapKyBaHHS YNakoBKM JikapCbKOro 3acoby
KapTOHY LLIOAO 3a3HaYeHHs MKHApOAHUX MO3Ha4YeHb
OAVHVLb BUMIPIOBaHHS. TepMiH BBeAEHHS 3MiH
NpoTArom 6 MicsiLiB Nicns 3aTBEPIKEHHS
162. NAKTYBIT® cupon, 3,335 r/5 mn, TOB "tOpisi- Ykpaina TOB "HOpis- YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/12566/01/01
no 100 mn a6o 200 Papm” Papm” 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
My chnakoHax Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
noniMepHux; no 1 TEKCTY MapKyBaHHS yrakoBKW ikapCbKoro 3acoby 3
hnakoHy B navui* 3 BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHS OANHULb
KapTOHY 3 BMMIiptoBaHHA Y cuctemi Sl. TepmiH BBELEHHS 3MiH
MapKyBaHHSAM npoTArom 6 MicALiB Nicna 3aTBep)KeHHS
YKpPaiHCLKOH MOBOIO.
*(MoXnvBe gofatkose
BK/1afaHHsA B nauky
MipHOro MPUCTPOLO);
no2wmn,5mny
KOHTeliHepax
04HOA,030BMX; No 10
KOHTelHepiB y nayuj
163. NAMIBNN® Tabnetkv no 250 wmr; HoBaprTic LLiBeruapi HoBapTic ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/1005/02/01
no 14 tabneTtok y dapma Al a MpogakwH M6X, 3MiHM | TUNY - BHECEHHS 3MiH [0 po3ainy peyenmom

6nictepi; no 1
6nicTepy B kOpo6Li

HimeuunHa
(BMpPOGHMLTBO,
KOHTPO/b AKOCTI,
nakyBaHHs1,
BMMYCK cepii)

“MapkyBaHHA" MKA J13”: 3anponoHoOBaHo:
MapkyBaHHs. 3rilHO 3aTBEP)KEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
iHhopMaUii LWoA0 3a3HauYeHHs 0ANHMLb
BMMIipIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

npoTArom 6 micsLiB nicns 3aTBepaKeHHs

164.

NAHIFEC

PO34MH opasibHWMiA, 50
mr/mn; no 60 mn B
KOHTeliHepi; no 1
KOHTelHepy 3
[L03YHOUMM LLNPULOM Y
nauti 3 KapToHy; No
200 MmN B KOHTelHepi,
no 1 KoHTeiHepy 3
MipPHAM CTaKaH4YMKOM
y nauui 3 kKapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemct
BO "Cnepko
YkpaiHa"

YkpaiHa

CninbHe
YKpPaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK 3 SKOCTI. FOTOBMIA NiKaPCbKNi
3aci6. KOHTpOnb roToBOro MikapcbKoro 3acoby.
3MiHa y meTofax BUNpo6yBaHHs roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS) -
BHECEHHS 3MiH 40 MeTOopiB KOHTPOJIKO AKOCTI
NiKapcbKoro 3acoby 3a NokasHNKom «KinbkicHe
BM3HaYeHHS. KapbouucTeiH,
mMeTunnaparigpokcmbeH3oar, nakTamHuii
KapboUuMCTeiH, HeifeHTUMIKOBaHI JOMILLKN», a
came BUAASIEHHS YaciB YTPUMYBaHHS MikiB, SKi
HasiexaTtb po3ynHy nnaue6o. He BpaxoByBaTty Miku
3 Yacom yTpumMaHHA meHLue 0,5 yacy yTprMaHHsa
KapbouucTeiny (Miku MeTunnaparigpokcnbeHsoary
Ta L-uncreiny)

6e3
peuyenma

UA/11561/01/01

165.

NAHOTAH® T

Kpansi O4Hi, po34nH
no 2,5 mn 'y dp1akoHi;
no 1 dpnakoHy y nauui
3 KapTOHY

AT
"Papmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asBHUKa (BNacHUKa
peecTpaLiiniHOro Noceig4eHHs) 3MiHa Ha3BK
3asBHVKa. BBeeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS
AisnbHOCTI BUPOOHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUAKUM Ai/TbHUL| BUNYCKY
cepii abo micLe NpoBefeHHS KOHTPOJIHO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPOOHMK/iMMopTep,
BK/IIOYAOUM BUMYCK Cepili) 3MiHa Ha3Bu Ta agpecu
BMPOGHUWKa, 6€3 3MiHM MicLs BUPOOHMLTBA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS. 3MiHK | Ty - 3MiHW Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) BHeceHHs 3MiH Ao p. MapkyBaHHss MKA /13:
3arBepkeHo: Bianosigae HagaHoOMy TEKCTY
MapkyBaHHS 3anponoHoBaHo: 3rigHoO
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA OHOB/IEHHSA
TEKCTY MapKyBaHHs yrakoBKW ikapCbKoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl. BBefieHHsA 3MiH
NpPOTSArom 6-TM MiCALIB NiC/1A 3aTBEPAKEHHS.

3a
peyenmom

UA/14936/01/01

166.

NANPOHEKCT
KOMBI

Kpanni o4Hi, pO34uH,
(50 mkr+5 mr)/mn; no
2,5 mn 'y donakoHi-
KpanenbHuui; no 1

Hekctdhapm
M6X

Pecny6nik
a AscTpist

PA®APM CA

peuis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro
nocsigyeHHs) (TepMiH BBeAEHHS 3MiH NpOTArom 6-
TW MiICALIB Nicasa 3aTBEPAXEHHSA); 3MiHW | Tvny -

3a
peyenmom

UA/17840/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

chnakoHy-kpanenbHuLj
Y KapTOHHIli kopobLi

3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHn fo
y3araslbHeHVX gaHux npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOI 0cobu, BigNoBifanbHOI 3a
3[jicCHeHHs1 hapMakoHaraay (Bkyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - AaHi Wwoao
cucTemMu dhapmakoHarnsgy, Wo HagaHi 3asiBHUKOM
y 3B 513Ky 3i 3MIHOIO 3asBHVKa BiANOBIAAIOTH
BMMOraMm fjilo4oro 3aKoHOAaBCTBa; 3MiHU | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - OHOBIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopMaLii LWoA0 3a3HAYEHHS OANHULD
BMMiptoBaHHA y cuctemi Sl (TepmiH BBEAEHHSA 3MiH
NpoTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS)

167.

NATPUIN®

TabneTtku, Lo
auncneprytotbes no 50
mr, no 10 TabneTok y
6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopobui

CTAOA
ApuHaimiTt
enb Al

HimeuunH
a

BUMNYCK Cepiid,
KOHTPO/b/BMNPO6
yBaHHS cepii:
CTAOA
ApuHaiimiTTens
Arl, HimeyuuHa;
BUPOGHMLTBO
Hepo3dacoBaHor
0 NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPO6
yBaHHS cepiii:
CTENNA®APM
IK.B. KO., NTA. -
marPo3ain 1,
B’eTHawm;
BUPOGHMLTBO
Hepo3sdacoBaHor
0 NPOAYKTY,
KOHTPONb/BUNPO6
yBaHHS cepiii:
"Xemodhapm" All,
Bpwau, Bigain
BMPO6HMYaA

Himeuumnna/
B’eTHam/
Cepbis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOYAKUM Ai/IbHULi BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a SKy BignoBigae BUpo6HUK/iMnopTep,
He BK/THYaoumn BUMYCK Cepiid) - 3miHa
HaliMeHyBaHHs Ta afpecu BUpPO6HMKa
Bi4noBiAa/IbHOro 3a BUPOGHULITBO
Hepo3acoBaHOro NpoAykTy, NepBUHHE Ta
BTOPVHHE NakKyBaHHSA, KOHTPO/b/BUNPOGYBaHHS
cepiid, 6e3 3MiHM MicLii BAPOGHMLITBA

3a
peyenmom

UA/3919/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

ninbHuus Wabau,
Cep6is;
nepBuHHe Ta
BTOPUHHE
nakyBaHsi:
"Xemodhapm" All,
Cepbis

168.

NATPUIN®

TabneTtku, Lo
AncnepryroTbesa no
100 wmr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyi

CTAOA
ApuHaimiTT
enb Al

HimeuunH
a

BUMNYCK Cepiid,
KOHTPO/b/BMNPO6
yBaHHS cepii:
CTAOA
ApuHaiimiTTens
Ar, HimeyuuHa;
BUPOGHMLTBO
Hepo3dacoBaHor
0 NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPO6
yBaHHS cepiii:
CTENNA®APM
IK.B. KO., NTA. -
marPo3ain 1,
B’eTHawm;
BUPOBHMLTBO
Hepo3sdacoBaHor
0 NPOAYKTY,
KOHTPONb/BUNPO6
yBaHHS cepiii:
"Xemodhapm" All,
Bpwau, Biggin
BMPOGHMYA
ninbHuus Wabau,
Cepbis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHsi:
"Xemodhapm" ALl
Cepbis

Himeuumnna/
B’eTHam/
Cepbis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL| BUNYCKY
cepii abo micue NpoBefeHHST KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a SKy BignoBigae BUpo6HUK/iMnopTep,
He BK/THYaoUmn BUMYCK Cepiid) - 3miHa
HaliMeHyBaHHs Ta afpecu BUpPO6HMKa
Bi4NoBiAa/IbHOro 3a BUPOGHULITBO
Hepo3acoBaHOro NPoAyKTy, NepBUHHE Ta
BTOPWHHE NakKyBaHHSA, KOHTPO/b/BUNPOGYBaHHS
cepiid, 6e3 3MiHM MicLii BAPOGHMLITBA

3a
peyenmom

UA/3919/01/03

169.

NATPUIN®

TabneTtku, Lo
aucnepryroTses no 25
mr, no 10 TabneTok y
6nictepi; no 3
61icTepy B KApTOHHil
KOpOoO6Li

CTALA
ApuHaiimMiTT
enb Al

HimeuunH
a

BUMYyCK cepili,
KOHTPOL/BUMNPOG
yBaHHs cepiii:
CTAOA
ApuHalimiTTenb
Al', HimeyunHa;
BMPOGHMLTBO
Hepo3dacoBaHor

Himeuunna/
B’eTHam/
Cepbis

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHK | TUNy - AGMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
AisnbHOCTI BUPOOHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BK/IOUAKUM Ai/TbHUL| BUNYCKY
cepii abo micue NpoBeAeHHSI KOHTPOJIHO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPOGHMK/iMMopTep,
He BK/IKYa4mn BUMYCK Cepiii) - 3miHa

3a
peyenmom

UA/3919/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0 NPOAYKTY, HaViMeHyBaHHs Ta afpecu BUPO6HMKa
nepBrHHe Ta BiAnoBiAa/IbHOro 3a BUPOGHULITBO
BTOPUHHE Hepo3acoBaHOro NPoAyKTy, NepPBUHHE Ta
nakyBaHHs, BTOPVHHE NakKyBaHHSA, KOHTPO/b/BUNPOGYBaHHS
KOHTPONb/BUNPO6 cepiid, 6e3 3MiHM MicLit BUPOGHMLITBA
yBaHHSs cepiii:
CTENNA®APM
IK.B. KO., NTA. -
marPo3ain 1,
B’eTHawm;
BUPOOHULTBO
Hepo3sdacoBaHor
0 NPOAYKTY,
KOHTPONb/BUNPO6
yBaHHSs cepiii:
"Xemodpapm" AL,
Bpwau, Biggin
BMPOGHMYA
ninbHuus Wabau,
Cep6is;
nepBuHHE Ta
BTOPVIHHE
nakyBaHs:
"Xemodhapm" All,
Cepbis
170. NALEPAH Tabnetku no 2,5 mr; CaH IHAis CaH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/17764/01/01
no 7 TabneTtok y dPapmacbioT dapmacbloTUKan 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
6nicTepi; no 2 a6o 4 nkan IHpacTpi3 NlimiTeq, Ta papmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
6nicTepy y KapTOHHiIl IHoacTpi3 TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
KOpOoo6Li Nimiten BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULbB
BUMIpIOBaHHA y cuctemi Sl. TepMiH BBE,E€HHS 3MiH
- NPOTAroM 6 MicALUiB NicNsa 3aTBEPAKEHHS
171. NALEPAH TabneTkn no 5 mr; no CaH IHais CaH IHgis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17764/01/02
7 TabneTtok y 6nictepi; | ®apmMacbioT PapmacbloTukan 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peuenmom
no 2 a6o 4 6nictepn y nKan IHpacTpi3 Nimiteq, Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
KapPTOHHIn KOpooL,ji IHoacTpi3 TEKCTY MapKyBaHHS YNakoBKW /ikapCbKOro 3acoby 3
Nimitepn BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHS OANHULb

BMMIiptoBaHHA Y cuctemi Sl. TepmiH BBELEHHS 3MiH
- MPOTAroM 6 MicAUiB Nicnsa 3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
172. NALUEPAH Tabnetku no 10 mr; no CaH IHais CaH IHgis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/17764/01/03
7 Tabnetok y 6nictepi; | ®apmacbioT PapmacbloTukan 3MiHK | TUNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peuenmom
no 2 a6o 4 6nictepn y nkan IHpacTpi3 Nimiteq, Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
KapTOHHIli Kopoobui IHpacTpi3 TEKCTYy MapKyBaHHS YNakoBK/ NiKapCcbKoro 3acoby 3
Nimiteq BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEeHHS OAMHUL
BMMIiptOBaHHA y cuctemi Sl. TepmiH BBE,EHHS 3MiH
- NPOTAroM 6 MicALIB MiCNA 3aTBEPKEHHS
173. NEBOMILIETUH | kpanni ouHi 0,25 % no TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5515/01/01
10 mn y donakoHax "BIO®APM BIO®APMA" 3MiHW | TUNY - BBEAEHHS A04ATKOBOrO po3Mmipy cepii | peyenmom
nnactnkosmx Ne 1 A" roTOBOrO JlikapCbKoro 3acoby; 3anponoHoBaHo: 25
000 chnakoHiB; 15 000 chnakoHis. BBefeHHS 3MiH
nNpoTArom 3-x MicALIB MiC/A 3aTBEPLKEHHS
174. NEBOMNPO® PO34uH ANs iHQy3il, TOB YkpaiHa [ouipHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11924/01/01
500 mr/100 mn, no "KoHapk nignpUeEMCTBO 3MiHM | TUNY - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI peyenmom
100 mn a6o no 150 IHTenmeq" "dhapmatpeing" Ta hapmakoHarnsgy. 3miHa y KopoTkii

M/ y KOHTeliHepi; no 1
KOHTeliHepy B
nonieTueHoBOMYy
nakeTi B KOpooLi

XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii 415 MeANYHOro
3aCTOCYBaHHSA Ha MigcTaBi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nic/ispeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBefeHnx BigNoBIAHO [0 NNaHy negiaTpuyHmX
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHECEHI 10 IHCTPYKLIT 418 MeANYHOro
3acToCyBaHHS NikapCbKoro 3acoby y po3gin
"MokazaHHs". Cnig BpaxoByBaTy OiLjiiHi
pekomeHAaLi LLoA0 HaNEXHOro 3aCTOCYBaHHS
aHTNGaKTepiiHMX 3ac06iB" Ta po3ainm
"OcobnmBOCTI 3acTocyBaHHA", "Cnoci6
3acTOCyBaHHA Ta [03K" (K HacnifAoK 3MiH
nokasaHb), "lNob6iyHi peakuii" BignoBigHO A0
OHOBJIEHOI iHhopMaLii oA 6e3nekun gjiryol
peyoBuHW. BBEAEHHSA 3MiH NPOTAroM 3-X micsuis
nicnsa 3aTBEPAKEHHS; 3MiHK | TUny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4151 MEANYHOTO
3aCTOCyBaHHS Ha MiAcTaBi peryssipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
abo K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
NpoBeAEeHVX BigMNoBigHO 40 MaHy negiaTpuydHnx
pocnimkerb (PIP) (3MiHY y3rogXeHo 3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

KOMMNETEHTHUM YNOBHOBEXKEHVIM OPraHoM) - 3MiHW
BHECEHI [0 IHCTPYKLUi ANna MeauyHoro
3aCTOCyBaHHA MikapcbKoro 3acoby y po3gin
"Oco61BOCTI 3aCTOCyBaHHS" BigMNoBigHO A0
OHOBNEHOI iHthopMaLii Woao 6e3neku Aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTSAroM 3-X micsuis
nicns 3aTBepmKeHHs; 3MiHu | Tuny - 3MiHu Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy. 3miHa
Y KOPOTKIi XapakTepucTui fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHOro
3aCTOCyBaHHS Ha MigcTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBefeHnX BigNoBiAHO A0 NnaHy nefiaTpUyHmX
pocnipxeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHUM YNOBHOB&XEHVM OPraHOM)- 3MiHN
BHECEHI [0 iHCTPYKLiT 4719 Mean4HOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ainu
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peakwii”
BiANOBIAHO [0 OHOBNEHOT iHhopMaLii Wwoao
6e3neku Aitoyoi pevoBuHY (BBegeHHA 3MiH
NpPOTAroM 3-x MiCSILB NIiCNA 3aTBEPAKEHHS); 3MiHM |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpUyHmX
pocnipxeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHECEHI [0 iHCTPYKLiT 4519 MeAn4HOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
"Oco611BOCTI 3acTOCyBaHHS" BigNoBigHO A0
OHOB/IEHOI iHChopMaLii LoA0 6e3nekn AoNoMIKHOT
peyoBuHY (BBEAEHHS 3MiH NPOTAroM 3-X MicsiLiB
nicns 3aTBepAkKeHHs)

175.

NEBO®/IOKCA
LMH 250

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 250
mr, no 20 TabneTok y
6nictepi, no 5
6nicTepiB Y KAPTOHHIl

Makneogc
dapmacbioT
nKauic
Nimiteq

IHAjA

Makneoac

PapmMacboTHKanc

Nimiten

IHAjs

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3aras/ibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
npo cuctemy dpapmakoHarnsay, amiHa

3a
peyenmom

UA/15003/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

ynakosui; no 10
Tabnetok y 6nictepi,
no 9 a6o 10 6nicTepis
Y KapTOHHIi1 ynakoBLi

YMNOBHOB&XEHOI 0c06W, BiANOBIAa/IbHOT 3a
3piicHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa ANs 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
3[jicHeHHs hapmakoHaragy (BKIyatumn
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a 3gjiicHeHHs chapmakoHarnsgy: NponoHoBaHa
pegfakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M,
BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapmakoHarnsagy.
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0CO6U
3a8BHVKa, BiANOBIAAILHOI 38 34iiCHEHHS
thapmakoHarnagy B YkpaiHi: NponoHoBaHa
pepakuis: MHiTeubka Jllob6oB BanepiiBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMNOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a 3[jlicHeHHs chapmakoHarnsgy B YkpaiHi. 3miHa
HoMepa MacTep-chaina cuctemy chapmakoHarnsay

176.

NEBO®/IOKCA
LMH 500

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 500
mr; no 20 TabneTok y
6nictepi; no 5
6nicTepiB y KAPTOHHIl
ynakosLi; no 10
Tabnetok y 6nictepi;
no 9 a6o 10 6nicTepis
Y KapTOHHIi1 ynakoBLi

Makneogc
dapmacbioT
nKauic
Nimiteq

IHAjA

Makneoac

PapmMacboTHKanc

Nimiten

IHAjs

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHKM | TURy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnaay (BBefileHHs y3araslbHeHUX JaHux
npo cucteMy dpapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAa/IbHOT 3a
3piicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsgy 3asBHUka Ans 34iNCHEeHHs
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOBaXeHOT 0co6u, BiANOBiAa1bHOI 3a
3[jicHeHHs hapmakoHaraay (BKIyatumn
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - amiHa
YNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a 3fiiicHeHHsA dhapmakoHarnsagy: MponoHoBaHa
pegpakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHNX YNOBHOBA&XEHOI 0Co6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0CO6U
3asBHVKa, BiANOBIAAIbHOI 38 34iiCHEHHS
hapmakoHarnsagy B YkpaiHi: MponoHoBaHa
pepaxuis: MHiTeubka Jllob6oB BanepiiBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMNOBHOBaXeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a 34jiicCHEHHs chapMakoHarnsay B YkpaiHi. 3MiHa

3a
peyenmom

UA/15003/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Homepa MacTep-chaiina cuctemun chapmakoHarnsgy

177.

NEBO®/IOKCA
LMH 750

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, N0 750
Mmr o 10 TabneTok y
6nictepi; no 10
6nicTepiB y KApTOHHIl
ynakoBLi

Makneopc
dPapmacbioT
vkasnc
Nimiteq

IHAis

Makneogac

PapmacboTUKac

Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHunx npo cucremy
thapmakoHarnsgy (BBeeHHs y3arasilbHeHUX faHux
npo cuctemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOI 0C06M, BignoBigansHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifasibHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
(paiina cuctemmn chapmakoHarfisgy) - 3miHa
YMNOBHOBaXeHOT 0c0bM 3as1BHMKA, BignoBiganbHOT
3a 3fiiicHeHHs dhapmakoHarnsgy: MponoHoBaHa
pepakuis: Dr. Ashish Mungantiwar. 3miHa
KOHTaKTHUX [aHNX YMOBHOBaXEHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXKEHOT 0CO6U
3as1BHYKA, BigNoBiga/bHOI 3a 3A4iCHEHHSI
thapmakoHarnsgy B YkpaiHi: MponoHoBaHa
pegakuisi: MHiTeubka llo6oB BanepiiBHa. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOT 0cobu
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigasibHOI
3a 3gjiicHeHHs chapmakoHarnsagy B YkpaiHi. 3miHa
HOMepa MacTep-thaiina cuctemm hapmakoHariagy

3a
peyenmom

UA/15003/01/03

178.

NEBO®IOKCA
LUMH-AAPHULSA

PO34KH ANna iHdysili, 5
mr/mn no 100 mny
hnakoHi, no 1
chnakoHy B nauuj

MpAT
"®apmaueB
TUYHA
ipma
"NapHnua”

YkpaiHa

MpAT

"®apmaueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUii AN MegUYHOro
3aCTOCyBaHHS Ha MifcTaBi peryssipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviiiHvin nepios,
abo SK pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
NpoBeAeHVX BignoBigHO A0 MaHy negiaTpuydHnx
pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBAXKEHVM OPraHom) - 3MiHW
BHECEHI [0 iHCTPYKLi AN MeguyHoro
3acToCyBaHHS NiKapCbKoro 3acoby y po3ain
"Oco6/1MBOCTi 3aCTOCyBaHHS" BIAMNOBIAHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3nekn Aitoyoi peHoBUHN
(BBefeHHs 3MiH npoTsarom 6-Tu MicsLiB nicns

3a
peyenmom

UA/15919/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPMAKEHHS); 3MiHM | Tuny - 3MiHW Woa0
6e3nekn/edekTUBHOCTI Ta hapMakoHarnisgy. 3miHu
Y KOPOTKIi XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MenyHOro
3acToCyBaHHA reHepuYHNX/ribpuaHnx/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/is BHECEHHSA TiEl camol
3MiHM Ha pechepeHTHWI npenaparT (3MiHa He
noTpebye HafiaHHSA XOAHNX HOBUX A0AATKOBUX
[aHnX) - 3MiHW BHECEHI [0 IHCTPYKUIii Ans
MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
po3ainu: "MNokasaHHA", a TakoxX y po3ainu:
"®apmakoTepaneBTuyHa rpyna” (yTOYHeHHs Ha3BMu),
"®apmakonorivHi BractmsocTi”, "lMpoTunokasaHHs",
"B3aemopis 3 iHWMMKM NiKapcbknmy 3acobamu Ta
iHWI BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHsa rpyaar”, "Cnocib 3actocyBaHHs Ta
posn", "MepepnosysaHHs", "Mo6iyHI peakuii”
BiANOBIAHO A0 iH(OpMaLii WoA0 MeguyHoro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(Tavanic, solution for Infusion, 5 mg/ml He
3apeecTpoBaHuii B YKpaiHi) (BBefgeHHs 3mMiH
NpOTArom 6-Tv MicALIB NicAA 3aTBEPIKEHHS)
179. NEBO®JIOKCA | Tabnetku, BKpUTI ToBapucTs Ykpaina ToBapucTBO 3 YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/9075/01/02
LUWH- o60onoHkoto, no 500 03 06MexeHo 3MiHM | TUMY - BHECEHHS 3MiH 40 po3Ainy peyenmom
340POB'A Mr o 7 a6o no 10 06MeXeHo BiANoBiAa/IbHICTIO “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
TabneTtok y 6nictepi, 10 «®dapmaueBTNyHA MAPKYBAHHSA BignosigHo o 3aTBEpAKEHOT0
no 1 6nictepy B Bignosigan KOMnaHis TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
KapTOHHIli KopooLi BHICTIO «30,0pOB‘sA» MapKyBaHHS YNakoBKM /ikapCbKoro 3acoby 3
"®apmaues BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULbB
TUYHA BUMIpIOBaHHA y cuctemi Sl. TepMiH BBE,E€HHS 3MiH
KOMnNaHis - NPOTAroM 6 MicALUiB NicNsa 3aTBEPAKEHHS
"3popos'a”
180. NEBO®JIOKCA | Tabnetku, BKpUTI ToBapucTs YKpaina ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/9075/01/01
LINH- o060n0Hkot0, No 250 03 06MexeHo 3MiHM | TUNY - BHECEHHS 3MiH [0 po3Ainy peyenmom
340POB'A mr no 10 TabneTok y 06MexeHo BiANOBIAA/TIBHICTIO “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
6nictepi, mo 1 10 «®dapmaueBTnyHa MAPKYBAHHSA BignoBigHo o 3aTBEpAKEHOT0
6nicTepy B KapTOHHiIl Bignosigan KOMnaHis TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
Kopobui bHICTIO «30,0pOB‘sA» MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby 3
"®apmaueB BHECEHHSM iHhopMaLii LWOA0 3a3HaYeHHS OAMHULb
TUYHA BUMIpIOBaHHA y cuctemi Sl. TepMiH BBEEHHS 3MiH
KoMnaHis - NPOTArOM 6 MiCALIB MiCNA 3aTBEPKEHHS
"3popos'a”
181. NIBEPATTI® TabneTkun, BKpUTI TOB YkpaiHa Na6opaTopioc Icnanis BHeceHHs 3MiH 10 peecTpaviliHix maTtepianis: 3a UA/16408/01/01
NAiBKOBOO "BOPBAPT NleoH dapma, 3MiHu | TUnYy - 3MiHK Woao 6e3nekn/etdeKTUBHOCTI peuenmom
o6onoHkoto, 0,02 mr/3 | C PAPMA" C.A. Ta thapmakoHarnsagy (iHwi 3miHu) - OHOBNEHHSA

M, No 28 (24+4)
Tabnetok y 6nictepi,

TEKCTY MapKyBaHHS yrakoBKW ikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii LWoA0 3a3Ha4YeHHS OAVHUL
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 6nictepy pasom 3 BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3miH Ao
KauieHJapHoo po3ainy MKA: MapkyBaHHs. [litoya pefakuis:
LLKa1oto, TpuMayem MapkyBaHHSA. TeKCT MapKyBaHHA 415 NePBUHHOI,
ans énictepy y BTOPWHHOT YNakoBKW, & TakoX TEKCT MapKyBaHHS
KOpoOLi 3 KapTOHY KasieHJapHol WKanu Ta TpuMada ans bnictepy.
MponoHoBaHa pegakuis: MapkyBaHHs. BignosigHo
[0 3aTBEPAKEHOI0 TEKCTY MapKyBaHHS.
182. NIAOKAIH- PO3YMH ANS iH'EKLiA, ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7525/01/01
340POB'A 100 mr/mn, no 2 mn B 03 06MexeHo 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
amnyni; no 10 amnyn 06MexeHo BiANoBiAa/IbHICTIO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
Y KapTOHHii1 kopobu,i 3 10 "papmMaueBTNYHa 00 po3ainy “MapkyBaHHs” MKA N13:
neperopogkamu; no 2 Bignosigan KOMNaHis 3anponoHoBaHo: MAPKYBAHHSA BignosigHo go
M1 B amnyni, no 5 bHICTIO "3p0pos'a” 3aTBEPKEHOr0 TeKCTY MapKyBaHHS. OHOBNEHHS
amnyn y énictepi, no "®apmaves TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
2 6nictepu B TUYHa BHECEHHSAM iHthopMmalii LLoAO 3a3HaYEHHS OAUHULbB
KapTOHHIA KopobLi; no KOMnaHis BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
2 mn B amnyni, no 10 "3po0poB'a” NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPKEHHS
amnyn y énictepi, no
1 6nicTepy B
KapTOHHIli KopoobLi
183. NIAOKAIH- PO34MH AN1s iH'EKLiA, ToBapucTs Ykpaina ToBapuncTBO 3 YKkpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/7525/01/02
340POB'A 20 mr/mn, no 2 mn B 03 06MexeHo 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peuenmom
amnyni; no 10 amnyn 06MexeHo BiANOBIAA/TIBHICTIO Ta chapmakoHarnsagy (iHWwi 3MiHW) - BHECEHHS 3MiH
Y KapTOHHIlA Kopobui 3 10 "®apMaueBTNYHaA 00 po3giny “MapkyBaHHs” MKA N13:
neperopogkamu; no 2 Bignosigan KOMnaHis 3anporoHoBaHo: MAPKYBAHHSA BignosigHo no
M B amnyrni, no 5 BHICTIO "3p0pos'a” 3aTBepKEHOro TeKCTy MapKyBaHHA. OHOBIEHHSA
amnyn y 6nictepi, no "®bapmaues TEKCTY MapKyBaHHS YNakoBKW /ikapCbKOro 3acoby 3
2 6nictepu B TUYHA BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHSA OANHULb
KapTOHHIiA KopobLyi; no KoMnaHis BUMIpPIOBaHHSA y cuctemi Sl. BBefieHHsA 3MiH
2 mn B amnyni, no 10 "3p0poB'a” NPOTArom 6-Ty MIiCAILiB MiCNs1 3aTBEPAYKEHHS
amnyn y 6nictepi, no
1 6nicTepy B
KapPTOHHI KOpOObLii
184. NIOOKAIH- cnpeii 10% gns ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/7525/02/01
3400POB'A MiCLLeBOro 03 06MeXeHo 3MiHu | TMny - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peyenmom
3acTocyBaHHs no 38 T 0bMexeHo BiAMNOBIAA/TbHICTIO Ta chapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
y thnakoHi; no 1 10 "®apmMaLeBTUYHa «[padhiuHe 0hOpPM/IEHHS YNAKOBKN» Ha pO3fin
hnakoHy signosigan KoMnaHis «MapkyBaHHA» B MKA J13: 3arBepaxeHo:
3abe3neyeHomy BHICTIO "3popos'a” TPA®IYHE OPOPMJ/TIEHHA YNAKOBKW MpadpiuHe
KnanaHoM-Hacocom, "dapmaLes 0hopMNEHHS KOPOOKM AOAAETLCA.
Hacafkoto- TUYHA 3anponoHoBaHo: MAPKYBAHHA BignosigHo Ao
posnuniosayemM KomnaHis 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNIEHHS
ropn1oBoto abo "3popos'a” TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
HacafKoto- BHECEHHAM iH(hopmalii LLOoAO 3a3HAYEHHS O4UHULD
posnunioBayem y BUMIpIOBaHHA y cuctemi Sl. BBefeHHsA 3MiH
KopoOLji 3 KapTOHY NPOTAroM 6-Tu MicALB NiC/IA 3aTBEPAKEHHS.
185. nisnHonPun- Tabnetkn no 5 mr no TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3a UA/4968/01/01
ACTPADAPM 10 TabneTok y "AcTpadap "ACTPA®APM" TeXHi4yHa nomuska (3rigHo Hakazy MO3 Big peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 1, 2, 3, 6, m" 23.07.2015 Ne 460) - TEXHIYHY NOMWSIKY
9 abo 10 6nictepiB y BMNPaB/IeHO B TEKCTI MapKyBaHHSA BTOPUHHOT
KOpOO6Li 3 KaPTOHY yMakoBKM LLOAO KaTeropii Bignycky;
3anponoHosaHo: 14. KATEIOPIA BIANYCKY
Bignyckatu 3a peuentom. OTnyckaTb No peLenTy.
3asHayeHe BUNpaBEeHHA BigNoBigae maTepianam
peecTpauiiHoro Jockbe
186. nisnHonrPun- Tabnetku no 10 mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4968/01/02
ACTPAD®APM 10 TabneTok y "AcTpadap "ACTPA®APM" TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
6nicTepi; no 1, 2, 3, 6, M" 23.07.2015 Ne 460) - TeXHIYHY NOMUSIKY
9 abo 10 6nictepiB y BMNPaB/IEHO B TEKCTI MapKyBaHHSA BTOPUHHOT
KOpPOOGLii 3 KapTOHY yMakoBKM LLOAO KaTeropii Bignycky;
3anponoHoBaHo: 14. KATEIOPIA BIANYCKY
Bignyckatu 3a peuenTtom. OTnyckaTb No peLenTy.
3asHayeHe BMNpaBeHHN BigNoBigae maTepianam
peecTpauiiHoro Aocbe
187. nisnHonPun- Tabnetku no 20 mMr no TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [J0 peECTpaLjiiiHuX maTepianis: 3a UA/4968/01/03
ACTPADAPM 10 TabneTok y "AcTpachap "ACTPAGAPM" TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peuyenmom
6nicTepi; no 1, 2, 3, 6, M" 23.07.2015 Ne 460) - TeXHIYHY NOMUSIKY
9 abo 10 6nicTepiB y BMMpPaB/IEHO B TEKCTi MapKyBaHHSA BTOPUHHOI
KOpOO6Li 3 KAPTOHY yNakKoBKM LLOA0 KaTeropii Bignycky;
3anpornoHosaHo: 14. KATEIOPIA BIANYCKY
Bignyckatu 3a peuentom. OTnyckatb No peuenTy.
3a3HayeHe BUMpaB/IEHHS BigNOBigae MaTepianam
peecTpauiiHoro Jocbe
188. NIHE3ONIANH PO34KH ANna iHdysild, 2 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/11948/01/01
mr/mn no 300 mny "lannudap "rannudapm” 3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTUBHOCTI peyenmom
nAawWLi; no 1 naswui M" Ta (papmakoHarnsgy. 3MiHu y KOpoTkiii

B nauuj

XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSI reHepUYHUX/TIGPUAHMX/6IoNoAIGHNX
NiKapcbKnx 3acobiB Nic/is BHECEHHA TiEl camol
3MiHM Ha pechbepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHSA XOAHNX HOBUX A0AATKOBUX
[JaHnX) - 3MiHW BHECEeHi 10 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro 3acoby y
po3ainu "dapmakosoriyHi BNacTuBocTi",
"MokasaHHs" (YTOYHEHHS iHcbopmaLiii),
"MpoTunokasaHHsa", "B3aemogis 3 iHLWMMK
nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aEMOSiiA",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta Ao3u", "Mo6iyuHi peakwyji” 3rigHo 3
iHbopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOrO Jlikapcbkoro 3acoby (3VIBOKC,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PO34MH ANs iHdysii, 2 mr/m)
189. NIHENIA, pO3umnH ans iHdysiii 2 | TOB "HOpis- YkpaiHa TOB "Opis- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12541/01/01
mr/mn, no 300 mny dapm” dapm” 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/epeKTUBHOCTI peyenmom
KOHTelHepi Ta thapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHeCeHi B
noniMepHomy y TEKCT MapKyBaHHS yNakoBKW NiKapCbKoro 3acoby
BaKyyMHiil moniMepHil LL0A0 3a3HAYEHHST MiXXKHAPOAHNX NO3HAYEHb
ynakosLi; no 1 OAVHVLb BUMIPIOBaHHS. TepMiH BBeAEHHS 3MiH
nosiMepHomy NpoTArom 6 MicsiLiB Nicns 3aTBEPIKEHHS
KOHTEeWHepy y
BaKyyMHiii noniMepHiii
ynakoBLi y naywi 3
KapTOHY
190. NO3AN® TabneTku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/9435/01/01
nnroc 060/10HKO10, Ne10, "CaHodi- Pecny6nika TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom
Ne30 (10x3), Ne90 ABEHTIC 23.07.2015 Ne 460) - BUNpaBieHHS TEXHIYHOT
(10x9): no 10 YkpaiHa" NOMUJIKM Y cneumadikaLii Ta MeTofi KOHTPO/I0
Tabnetok y 6nictepi; SIKOCTi 3@ NOKA3HMKOM «laeHTudpikalis» ans
nol,3a6o9 No3apTaHy Kanito Ta rigpox10poTias3nay nos’sizaHa
6nicTepiB y KApTOHHIl 3 nepeks1afoM Ta nepeHeceHHsAM iHdhopMaLii Wwoao
KOpoo6L; mMeTogiB ifeHTUdikaLlii, a came BiKOpPeKToBaHWA
Ne30 (15x2), Ne90 OnMC NPONOHOBAHOr0 METoAY NPOMNOHYETHLCA 3rigHO
(15x6): no 15 3 HaBeAEeHO NOCNILOBHICTIO ONUCY Y BiANOBIAHNX
TabneTtok y 6nictepi; po3ginax opuriHa/IbHOro peecTpauiiHoro focke Ta
no 2 abo 6 6nictepiB y NOMWJIKM LLOAO0 Ay61t0BaHHS PO3paxyHKOBOT
KapTOHHI Kopo6Lyi dhopMy/nn y TekCTi meToankn «KinbkicHe
BM3HAYEHHA fl03apTaHy Kanito Ta
rigpoxnopoTiasugy». Takox y 38’A3Ky 3
HeBiANoBIAHICTIO iHAhopMaUiT (Pi3HOUMTAHHS) Y
MeXax OfHOro AOKYMeHTa NPONOHYETLCA
BUMPaB/IEHHS TEXHIYHOI NOMUAKM g4na N4 inby
crneundikavii Ta MeToAi KOHTPOJIK0 3a NOKA3HUKOM
«lpgeHTudikaLis» Ans xiHoniHOBOro »osToro (E
104) ta MNoHco 4 R (E 124).
3a3HayeHe BUMNpaB/IeHHA BiANOBigae MaTepianam
peecTpaLiiHoro Aocke
191. JNNIOHIOKAIH® PO34mnH ANs iH'ekuiin, 5 | TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/12900/01/02
Mr/mn no 5 mny Papm” Papm” 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuenmom
thnakoHi; no 1 a6o no Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B
5 chnakoHiB y nauui; TEKCT MapKyBaHHS ynakoBKM NiKapCbKOro 3acoby
no 5 mn B amnyni; no OO0 3a3HaYeHHS MDKHapOAHMX NOo3HaYeHb
10 amnyn y nauuy; OAMHULIb BUMIPIOBAHHSA. TepMiH BBEAEHHS 3MiH
no 20 MmN y ¢pr1akoHi; npoTsArom 6 micsiB nicns 3aTBepKeHHS
no 5 chnakoHiB y
naJui; no 50 mny
thnakoHi; no 1
pNakoHy B nauvuj
192. NOHIOKATH® PO3YMH ANS iH'EKi, TOB "tOpis- YkpaiHa TOB "lOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/12900/01/01
2,5 mr/mn no 200 mny Papm” dapm"” 3MiHM | TNy - 3MiHK Woa0 6e3nekn/edpeKTUBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
naswKax Ta dpapmakoHarnagy (iHwi 3MiHu) - 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKW NiKapCbKOro 3acoby
LLIOAO 3a3HaYEHHS MDKHApOAHUX NMO3HAYeHb
OAVHWLb BMMIpOBaHHS. TepMiH BBEAEHHS 3MiH:
npoTarom 6 MicsLiB 3 AaTV 3aTBepPAKEHHSA
193. NOPATEK® cnpeii HasaNbHWIA, TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/17398/01/01
[o3oBaHwnii 0,05 %, no | "BAJIAPTIH "Mikpochapm” 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenma
10 r y chnakoHi 3 PAPMA" Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
posnuntoBayem, no 1 TEKCTy MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby 3
th1aKoHy y KapTOHHil BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHsA OAMHULb
nauui BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 10
posginy “MapkyBaHHs" MKA J13"; 3anponoHoBaHo:
MapkyBaHHs. BignosigHO 40 3aTBEpAKEHOro
TEKCTy MapkyBaHHA. BBefeHHA 3MiH NpPOTAroM 6-x
MicsILiB nicns 3aTBEpAYKEHHS
194. NOPAEC® TabneTky BKpUTI HOBEN TypeyunH HOBE/ INAY TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/11552/02/01
060/10HKOt0 N0 5 Mr, INAY a CAHAI BE 3MiHY | TUny - 3MiHK Woo 6e3neku/edeKTUBHOCTI peyenma
no 10 TabneTtok y CAHAI BE TIAKAPET A.LL. Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
6nicTepi, no 2 abo 3 TIDKAPET TEKCTy MapKyBaHHS YNakoBKU/ NikapCcbKoro 3acoby 3
6nicTepy y KapTOHHiIl A.LL. BHECEHHSAM iH(hopMmalLii LLOAO 3a3HAYEHHS OAUHULb
ynakoBLUi BMMIpPIOBaHHS Y cucteMi Sl. BHECEHHS 3MiH [0
po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHsi. BBeeHHS1 3MiH NpoTArom 3-x MicsiuiB
nicns 3aTBepayKeHHs
195. MAAJTIOKC® CyCneHsis opasibHa, TOB Ykpaina Eli. HaTtTepmaHH HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis: be3 UA/10145/01/01
MIHI Ne20: no 4,3 mn (6r1)y "CaHodi- eHg Caiii. T'm6X, ITanisa 3MiHM | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKApCbKNii peyenma
calue; no 20 cawe y ABeHTIC HimeyunHa,; 3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNPO6YBaHb
KapTOHHI Kopobuj YkpaiHa" CaHodpi C.n.A,, abo fonyCTUMUX MeX, BCTAHOB/IEHNX Y
ITanis cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO

nikapcbKoro 3acoby (BU/TyYEHHsSI HECYTTEBOIO
BMNPoBYyBaHHA B NPOLECI BUPOBGHULTBA) - BUTYYEHO
HeCyTTEBOro BUNPOBYBaHHS, KOHTPO b TYO
romoreHiszaTtopa, Ha ctagii lll. logaBaHHA okcuay
a/IOMIHII0 Ta Nepekncy BOAHI0 BUPOBHUYOro
npotecy; 3MiHu | Tuny - 3MiHK 3 AKocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNpo6yBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHNX
y cneyudikauisix, nig yac BUPOOGHULTBA FOTOBOrO
niKapcbkoro 3acoby (iHWi 3MiHW) - BUOAIEHO HUXKHIO
[onycTUMy Mexy 3a nokasHukoM «KisbkicHe
BU3HAYEHHS BMICTY Nepekncy BOAHIO» Ha cTagii
VIIl. JopaBaHHA cMaky BUpOBGHMYOro npouecy
(3anponoHoBaHo: Assay of Max. 0.017%)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
196. MAIrHEMAKC- PO34MH OpasibHWiA No ToBapucTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/16940/01/01
340POB'A 10 mn npenaparty y 03 06MeXeHo 3MiHK | TUNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peuyenma
dhnakoHi 3i ckna, obMexeHo BiANOBIAA/TIBHICTIO Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B
repMeTnyHo 0 "dapmaLeBTnyHa TEKCT MapKyBaHHS yNakoBKW NiKkapCbKOro 3acoby
yKynopeHomy Bignosigan KomnaHis 00 3a3HaYeHHSI MDKHaPOAHMX NO3HaYeHb
NMPOGKOI r'yMOBOIO 3 BHICTIO "3p0pos'a, OAVHWLb BMMIPOBaHHS. BHECEHHS 3MiH [0 po3giny
HacTynHUM "®apmaues YKpaiHa “MapkyBaHHS" MKA J13: 3anponoHoBaHo:
06KaTyBaHHAM TUYHa (KOHTPO/Ib SIKOCTI, MAPKYBAHH$. BignoBigHO A0 3aTBEPKEHOIO
KOBMaykom KOMnaHis BMNYCK cepil); TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH:
anoMiHieBMM; Mo 5 "3p0poB'a” ToBapucTBO 3 npoTArom 6 MicsLiB 3 AaTy 3aTBEPAXKEHHS
(h/1aKOHIB Y KOHTYpHIlA 06MeXeHo
YapyHKOBIli ynakoBLyj, BiANOBIAA/TIbHICTIO
Mo 2 KOHTYPHI "®APMEKC
YapyHKOBI YNaKkoBKU Y rPYMN", Ykpaina
KOpo6L,i 3 KapTOHY (Bci cTagii
BMPOGHMLITBA,
KOHTPO/1b SIKOCTI)
197. ME3ATOH PO3YMH ANS iH'EKLi, TosapucTs YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/0511/02/01
10 mr/mn, no 1 mn B 03 BUNYCK Cepil: 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
amnyni; no 10 amnyn 0o6MmexeHo ToBapucTBO 3 Ta thapmakoHarnsgy (iHWi 3miHW) - 3MiHW B TEKCTI
y nayui; no 1 mn B 10 06MexeHo MapKyBaHHS1 yNakoBKW fikapcbkoro 3acoby LLoAo
amnyni; no 10 amnyn Bignosigan BiZANOBIfANbHICTIO 3a3HavyeHHs MbKHapOAHUX No3HavYeHb OANHULb
y 6nictepi; no 1 bHICTIO "[ocnigHnii 3aBof BUMIpPIOBaHHSA. BHeCeHHs 3MiH 40 p. «MapKyBaHHsI»
6nictepy y mauyi; no 1 | "JocnigHuii "THUACY, MK4;
M1 B amnyni; no 5 3aBof, YKpaiHa; BCi 3anponoHoBaHo: MapkyBaHHs. BignosigHo fo
amnyn y énictepi; no "rHUIC cragji 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH
2 6nictepu y nayu,i BMPOGHMLITBA, BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
KOHTPO/Tb AKOCTI, 3aTBEPAKEHHSA
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoIo
BiANOBiAa/IbHICTIO
"PapmaueBTnyHa
KomnaHis
"3popos'a",
Ykpaina
198. MEHOBA3VH poO34nH ans AT YkpaiHa AT "ly6Hnchapm" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/8824/01/01
30BHILLHLOrO "Ny6Hnap 3MiHu Il T1ny - 3MiHK 3 aKocTi. A®l. BupobHuuTBO. peyenma
3acToCyBaHHs, Mm" 3MiHa BUpO6BHMKa BMXIAHOTO/MPOMIXXHOro
CnMpTOBWiA; No 40 Mn NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
a6o 100 mny BMPOGHUYOMY npotieci A®l, abo 3miHa BUPOGHUKa
onakoHax (BKtOUAOUM, ge HeobXxigHO, MicLe MPOBEAEHHS

KOHTpO0 siKOCTi) ADI (3a BiACYTHOCTI cepTudikara
BiZJNOBIAHOCTI EBpoONeNCchbkilt thapmakonei y
3aTBEPAKEHOMY [OCLE)(BBEAEHHS HOBOIO

BMpOGHUMKa A®| 3 HagaHHAM MacTep-haiina Ha

A®I) - BBEAEHHA A0AATKOBOrO BUPO6HUMKaA An1a API

MeHTon (JleBoMeHTON) «Apopa ApomarTikc MBT.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ntp.», IHgisa. 3anponoHoBaHo: «KAN3EH
OPTAHIKC», IHaia «Apopa Apomartikc MBT. /IT4.»,
IHais
199. MEPTEHIN TabneTku, BKpUTI BAT YropwuHa BMPOGHMLITBO, YropwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11705/01/02
NAiBKOBOO "l'epeoH KOHTPO/b AKOCTI 3MiHKM | TURy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuenmom
060/10HKOI0, N0 5 Mr Pixtep" Ta BUNycK cepil: Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B
no 10 Tabnetok y BAT "TefeoH TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
6nictepi; no 3 PixTep" LI0A10 3a3HAYEHHS MiXXHAPOAHMX NO3HAYEHb
61icTepy B KAPTOHHI OAVHWLb BUMIPIOBaHHS. 3aMiHa rpadiyHoro
ynaxoBLi 0(hOpPMNIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBiAHNMM
3MiHamu go po3ainis MKA N3 (po3gin
«[padpnyeckoe opopmneHne
ynakoBkn»(CoOTBETCTBYET NpeACTaB/IEHHOMY
rpadmyeckomy N306padkeHNo ynakoBKu) 3aMiHEHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEPAXKEHOrO
TEeKCTY MapKyBaHHs1)). TepMiH BBe,eHHS 3MiH
npoTArom 6 micAuiB nicns 3aTBepaKeHHs
200. MEPTEHIN TabneTku, BKpUTI BAT YropwuHa BMPOGHMLITBO, YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11705/01/03
nAiBKOBOO "TefeoH KOHTPO/b AKOCTI 3MiHK | TURy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO10, M0 10 Mr PixTep" Ta BMNYCK cepil: Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHM BHECEHI B
no 10 Tabnetok y BAT "TeneoH TEKCT MapKyBaHHS YNaKoBKM NiKapCbKoro 3acoby
6nicTepi; no 3 PixTep" LLIOAO 3a3HaYeHHs MKHapOAHUX NO3HAYeHb
6/1icTepy B KApTOHHil OAVHWLb BUMIPIOBaHHS. 3amiHa rpaduiyHoro
ynaxoBLi 0(hOpPMIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHSA yNakoBOK 3 BiAMNOBIAHUMY
3MiHamu go po3ginisa MKA 13 (po3gin
«[padpnyeckoe opopmneHne
ynakoBku»(CooTBeTCTBYET NpeAcTaB/ieHHOMY
rpacmyeckomy n306padkeHno ynakoBKku) 3aMiHeHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEPAKEHOrO
TEKCTY MapKyBaHHs)). TepMiH BBE,EHHSA 3MiH
NpOTSArom 6 MicsiLiB Micisi 3aTBEPAKEHHSI
201. MEPTEHIN TabneTku, BKpUTI BAT YropwuHa BMPOBHULTBO, YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11705/01/04
nAiBKOBOO "TefeoH KOHTPO/b SKOCTI 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO0, N0 20 Mr Pixtep" Ta BUNycCK cepil: Ta hapmakoHarnagy (iHwi 3MiHu) - 3MiHN BHECEHI B

no 10 TabneTtok y
6nictepi; no 3
6nicTepy B KAPTOHHIN
ynaxoBLi

BAT "TefeoH
PixTep"

TEKCT MapKyBaHHS yNakoBKW NiKapCbKoro 3acoby
LLIOA0 3a3HaYeHHs MKHapOAHUX NO3HAYeHb
OAVHMLb BMMIpIOBaHHSA. 3amiHa rpadpivyHoro

0(hOpMNIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMY
3miHamu go po3ginis MKA N3 (po3gin
«[padpnyeckoe opopmneHne
ynakoBku»(CooTBETCTBYET NpeAcTaB/IeHHOMY
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
rpadounyeckomMy n306paxeHuno ynakoBky) 3aMiHEHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEPAKEHOIO
TEKCTY MapKyBaHHs1)). TepMiH BBEAEHHS 3MiH
npoTArom 6 micsLiB nicns 3aTBepaKeHHs
202. METU30/10H Kpem Ans ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12727/01/01
30BHILLHLOTO 03 BMPOGHULTBA, 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peyenma
3acTocyBaHHs, 1 Mr/r 06MexeHo KOHTPO/1b SIKOCTI, Ta thapmakoHarnsgy (iHwi 3miHW) - 3MiHU BHeCeHi B
no 15ry 1y6i; no 1 10 BMNYCK cepil: TEKCT MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby
Ty6i y kOpobui 3 Bignosigan ToBapucTBO 3 LOA0 3a3HAYEHHST MiXXKHAPOAHNX NO3HAYEHb
KapToOHY bHICTIO 06MexeHo OAVHWLB BUMIPIOBaHHA. 3amiHa po3giny «IpadivHe
"®apmaves BiANoBiAa/IbHICTIO 0(hOpMNIEHHS YNAKOBKM» Ha po3ain «MapKyBaHH»
TUYHa "®apmMaleBTNYHa B MK#A /13: 3anponoHosaHo: MAPKYBAHHA
KomnaHis KomnaHis BignosigHo [0 3aTBEPKEHOT0 TEKCTY MapKyBaHHSI.
"3popos'a” "3popos'a",
YkpaiHa; BCi TepmiH BBEAEHHSA 3MiH: MPOTAroM 6 Micauis nicns
cragii 3aTBEPKEHHSA
BMPOBHULTBA,
BUWMYCK Cepii:
ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"®apmavueBTnyHa
KoMnaHis
"3p0pos'a”,
YkpaiHa,;
KOHTPO/b SIKOCTI:
ToBapucTBO 3
06MeXeHoIo
BiANOBiAa/IbHICTIO
"®APMEKC
PYI", YkpaiHa
203. METUNYPALU Tabnetku no 0,5 r no NAT YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/6754/01/01
n 10 Tabnetok y ctpuni; | "MoHdapm" 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
no 1 ctpuny B Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
nanepoBoOMY KOHBEpTI; “I'padhiuHe ohopMIEHHS YNakoBKU” Ha po3ain
no 10 TabneTtok y “MapkyBaHHA" B MKA J13: 3anpornoHoBaHo:
cTpuni; no 2 a6o 10 MapkyBaHHS. 3riiHO 3aTBEPAKEHOr0 TEKCTY
CTpuniB y navui 3 MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
KapToHy; no 10 YNaKoBKM /iKapCbKOro 3acoby o0 3a3HaYeHHs
Tabnetok y 6nictepi; MDKHapOAHMX NO3HAYeHb OAMHULLb BUMIPIOBAHHS.
no 1, a6o no 2, abo no BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
10 6nicTepiB y nauui 3 3aTBEPAKEHHS
KapToHy; no 10
TabneTok y cTpunax
ab6o y brictepax
204. METPOHIAA30 | po3uvH Ans iHdyaiit [ouipHe YkpaiHa [ouipHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4555/01/01
n 0,5%, no 100 mny nignpuemct nignpueMCTBO 3MiHM | Tuny - 3MiHK Woo 6esnekn/eddeKTUBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTEliHepi i3 BO "®dapmatpeig"” Ta chapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
nonisiHinxnopuay a6o | "®apmatpe «PA®PIYHE OPOPMJ/IEHHA YTMAKOBKW» Ha
3 noninponinexy B ng" po3gin «sMAPKYBAHHSA» y MKA N3:
nnisi 3anponoHoBaHo: MAPKYBAHHS. Y BignosigHocTi i3
3aTBEPAKEHNM TEKCTOM MapKyBaHHS. 3MiHU
BHECEHI B TEKCT MapKyBaHHS yNakoBKW NiKapCbKoro
3aco0y WoA0 3a3Ha4YeHHA MiXKHapPO4HMX NO3HaYeHb
OVHULIb BUMIPIOBaHHS. BBEIEHHSA 3MiH NPOTAroM
6-TV MicALiB NiCNA 3aTBEPLKEHHS
205. METPOHIAA30 | Ttabnetku no 250 wmr; ToBapucTs YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/6100/01/01
n-3aorPoB'A no 10 TabneTtok y 03 BMPOBHULTBA, 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS peyenmom
6nicTepi, no 2 0bMexeHo KOHTPO/Ib SIKOCTI, yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
6nicTepy y KapTOHHil 10 BUNYCK Cepil: iH(hopMaUiT LWLoA0 3a3HAYEeHHSA OAVHULD
Kopobui; no 20 Bignosigan ToBapucTBO 3 BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 10
Tabnetok y 6nictepi, bHICTIO 06MexeHo po3giny “MapkyBaHHa" MK /13: 3anponoHoBaHo:
no 1 6nictepy y "®apmaues BiZANOBIfANbLHICTIO MAPKYBAHHS#A BignosigHo [0 3aTBepaKeHOoro
KapTOHHIA KOpO6L TMYHa "®apmaLeBTnyHa TEKCTy MapKyBaHHS. BBefileHHSA 3MiH NpoTAroM 6-Tu
KoMnaHis KoMnaHis MicsILiB nicns 3aTBEpAYKEHHS
"3p0poB'a” "3p0pos'a”,
YKpaiHa; BCi
cragii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI:
ToBapucTBO 3
06MeXeHoIo
BiANoBiAa/IbHICTIO
"®APMEKC
PYI", YkpaiHa
206. MOMEAEPM® kpem, L mr/rno 15r TOB "bayw YkpaiHa dapmsasof MonbLa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/10968/02/01
a6o no 30 r y Ty6i; no Xenc" €nbtha A.T. 3MiHM | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peuyenmom
1 Ty6i B KAPTOHHiIl Ta hapmakoHarnsgy (iHwWi 3mMiHW) - OHOBJIEHHS
KopooLi TEKCTY MapKyBaHHS ynakoBK/ NiKapCbKoro 3acooy 3
BHECEHHSM iHhopMaLii LWOA0 3a3HaYeHHS OAVMHULb
BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS 3MiH:
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHSA 3MiH
207. MOMOPAUNKA PO3YMH ANS iH'EKUi, Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8257/01/01
KOMMNO3UTYM no 2,2 M1 B amnyni; XalinbmiTre a XaiinbMmiTTens 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuenmom
no 5 amnyny Nb Xeesb Xeenb Mv6X Ta hapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH
KOHTYPHIll YapyHKOBIi vM6X [0 po3ainy “MapkyBaHHs" B 3aTBepkeHnx MKHA

ynakosLi; no 1

KOHTYPHI1 YapyHKOBIlA
ynakoBLji B kopobu,i 3
KapToHy; no 2,2 MmN B
amnyni; no 5 amnyn'y
KOHTYPHIll YapyHKOBIi
ynakosLi; no 2

N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
[0 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby 3 BHECEeHHAM iHthopmMalii Wwoao
3a3HavyeHHs OAVHMLb BUMIPIOBaAHHSA Y cnuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA
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Ne

Hassa

Popma sunycky

3asiBHUK

KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTYPHi YapyHKOBI
yrnakoBKu B KOpobL,i 3
KapToHy; Nno 2,2 M1 B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosui; no 20
KOHTYPHUX
YapyHKOBUX YNaKkoBOK
Y KOpO6LUi 3 KAPTOHY
208. MYKOCAT NEO | po3uvH Ans iH'exuii, PYM Pecny6nik PYyn Pecny6nika BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/1631/01/01
200 mr/2 mn, no 2 mn "Benmeanp a "Benmeanpenapa Binopycb 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI peuenmom
B amnyni; no 5 amnyn enaparu” Binopycb ™m" Ta chapmakoHarnsagy (iHwi 3miHu).
y 6nicTepi; no 2 3MiHV BHeCeHi B TEKCT MapKyBaHHS YNakoBKu
6nictepu B nauui 3 niKkapcbKoro 3acoby LWoa0 3a3HavYeHHs
KapToHY MiXXHapPOAHWX NO3HaYeHb O4MHULb BUMIPIOBAHHS.
BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAXEHHS. 3MiHY | TUNY - AgMiHICTPaTUBHI
3MiHW. 3miHa Ha3By AD| abo JONOMIKHOI PEYOBUHM.
MpuBefeHHsA Ha3BK Ail04OT PEYOBUHMN Y
BIANOBIAHICTb A0 MOHOrpadii EP: 3aTBepaxeHo:
XOHAPOITUHY cynbhaT. 3anponoHOBaHoO:
XOHAPOITUHY cynbdat HaTpito. 3MiHW BHECEHi y
po3zin "Cknaa" B iIHCTPYKLiO AN18 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ta K Hac/igokK -
BifNOBIAHI 3MiHW Y TEKCTi MapKyBaHHS yNakoBKN
nikapcbKoro 3acoby. BeefeHHsi 3MiH NpOTArom 6-Tu
MicsLiB NicNs 3aTBEPAKEHHS.
209. MYKOcCOn PO34uH ANs iHQy3il, MpusatHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/6958/02/01
7,5 Mr/mnno 2 mn B akujoHepHe akujoHepHe 3MiHU | TUNy - 3MiHK 3 AKocTi. CepTudikar peuyenmom
amnyni, no 5 a6o 10 TOBapnCTBO TOBapucTBO BignoBigHocTI/l E-cepTudpikart BignosigHocTi
amnyn B nayi 3 "Jlekxim- "JlekxiMm-Xapki" €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
KapToHy, abo rno 5 Xapkis" HOBOro abo OHOB/IEHOTO cepTudikara

amnyn B 6icTepi, 1
abo 2 6nictepu B
nauuj 3 KapToHy

BigMNOBIAHOCTI ab0 BUTyUYeHHS cepTudiikaTa
BiANoBIgHOCTI EBponeiickkili hapmakonei: ana Adl;
ANa BUXiAHOro MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; onsA LONOMIXHOT pevyoBuHY (cepTudpikat
BiZNOBIAHOCTI €Bponelicbkiit hapmakonei) -
OHoBeHWit cepTudpikat Big, y>ke 3aTBEPAKEHOTO
BMPOGHUKA -
noAaHHA OHOBMIEHOTO cepTudikaTty BifnoBiAHOCTI
€ponelicbkiii hapmakonei R1-CEP 2004-201-Rev
04 Big 3aTBEpAXEHOr0 BUpoOHMKa SHILPA
MEDICARE LIMITED, India gjto4oi pe4osuHm
aMOpOKCoy riapoOX/I0puA Y 3B's13KY 3i 3MiHOK
appecy Bupo6Huka A®I; 3anponoHoBaHo: R1-CEP
2004-201-Rev 04 SHILPA MEDICARE LIMITED
Plot No. 1A & 1A'P', 1B, 2, 2A, 2B, 3A to 3E, 4A,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
5A, 4B & 5B Deosugur Industrial Area India-584
170 Raichur, Karnataka
210. MYYHULI nuctano50ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/2260/01/01
nnmcTqa naykax 3 BHYTPILLIHIM $apmaueBT dapmaLeBTUYHa 3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii peyenma
nakeTom; no 2 ry nNyHa thabpuka "Biona" 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
hinbTp-nakeTi; no 20 thabpuka 3miHa y MeToAax BUNpobyBaHHS roTOBOro
PiNbTP-NakeTiB y "Biona" nikapcbKoro 3acoby (4151 NpUBEAEHHS Y
nauui BianoBigHicTb 3 AdY abo EBponeiicbkot
thapmakoneeto Ta BUTyHYeHHS MOCUAaHHSA Ha
3acTapinuii BHYTPILWHI MeTog, BUNPoGyBaHHS i 1oro
HOMep) - BHECEHHSA 3MiH A0 Cneumdikayii Ta
MeTopjiB KOHTPO/IO SKOCTI SliKapCcbKoro 3acoby 3a
nokasHukamu «MikpobionoriyHa uncToTa,
«YncnoBi NoKasHWKM», a came 3amiHa nocuiaHb 3
[dY 1.0 Ha «ajtouy pegakuito» OPY; 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHu) - 3MiHa 40 po3ainy
MKSA N3 (po3ain «IpadiivuHe othopMaeHHS»
3aMiHeHO po3ginom «MapkysaHHs» (BignosigHo go
3aTBEPLKEHOr0 TEKCTY MapKyBaHHs)). OHOB/IEHHS
TEKCTy MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby 3
BHECEHHAM iHdhopMaLii LWoA0 3a3Ha4YeHHsA OANHULb
BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPAXXEHHS; 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NlikapcbKuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBepKeHNX MmeTodax
BMNPOBYBaHHS) - BHECEHHS 3MiH A0 MeTogiB
KOHTPOJIH0 SIKOCTi Nikapcbkoro 3acoby, a came
npuBeAeHHs [0 BUMOTr MOHorpadii "MyuHuLj
nnera" Aoy
211. HA3O0-CMNPEN cnpeii HasaNbHUIA, ToBapucTs YKpaina ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/13145/01/01
BEBI po3uuH 0,25 mr/mn no 03 06MexeHo 3MiHM | TUMY - OHOBJ/IEHHSA TEKCTY MapKyBaHHS peyenma
15 mn y donakoHi 3i 06MexXeHo BiANoBigasIbHICTIO YyNaKoBKM NiKapcbKoro 3acoby 3 BHECEHHAM
cKkna 3 KnanaHom- (] "dapmaLeBTnyHa iHchopmauii LWoJ0 3a3HaYEeHHA OAVHNLB
HacocoMm, Ha3as/IbHOK Bignosigan KOMnaHis BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 10
Hacafkoto- BHICTIO "3p0pos'a” po3sginy “MapkysaHHa” MKA /13: 3anponoHoBaHo:
po3snuaoBayem Ta "®apmaueB MAPKYBAHHSA BignoBigHo A0 3aTBEpPAKEHOT0
3aXMCHUM KOBMaYKoM; TMYHa TEKCTy MapKyBaHHSA. BBefieHHA 3MiH MpPoTAroM 6-Tu
no 1 dpnakony B KoMnaHis MicsLiB Nicns 3aTBEepAYKEHHS
Kopobui; no 20 mny "3p0poB'sa”

hnakoHi nonimepHomy
3 KnanaHoM-HacocoMm,
Ha3a/1bHOI0
HacafKoto-
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
posnunioBavem Ta
3aXMCHUM KOBMaYKoM;
no 1 dpnakoHy B
KOpOO6Li 3 KAPTOHY
212. HAMPOKCEH- TabneTku, BKPUTI ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/17414/01/01
340POB'A MN/1iBKOBOIO 03 06MexeHo 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
o060n0Hkoto, no 550 06MexeHo BiANOBiAa/IbHICTIO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
mr; no 10 TabneTok y 10 "®apmaueBTnyHa 00 po3ainy “MapkyBaHHs” MKA N13:
6nicTepi, no 1 abo 2 Bignosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
6nictepu y kopobui 3 bHICTIO "3p0pos'a” 3aTBEPKEHOr0 TeKCTY MapKyBaHHS. OHOBNEHHS
KapTOHY "®apmaLes TEKCTY MapKyBaHHS yNakoBKW ikapCbKoro 3acoby 3
TUYHa BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
KOMnaHis BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
"3p0poB'a” NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS
213. HEBIAO PO34MH NS iH KL, Baiiep Al HimeuuunH Baviep Al HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/2629/01/01
250 mr/mn no 4 mny a 3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peuenmom

thnakoHi; no 1
(pNakoHy B KApPTOHHIl
navui

Ta (hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MefNYHOro
3aCTOCYBaHHA Ha MifgcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn NikapcbKoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
a60 K pe3ynbTarT OLiHKM 3BITY 3 AOCAISKEHD,
npoBeAeHVX BignoBigHO 40 NnaHy negiatpuydHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHECEHOA0 [0 IHCTPYKLUIiT AN MeAnYHOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy
"Oco6MBOCTI 3aCTOCYBaHHA" 3rigHO 3 OHOB/IEHO
iHcbopMmaLieto 3 6e3nekmn Aito4oi PpeHOBUHN; 3MiHU |
TUny - 3MiHK WwoAo 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii 415 MeANYHOro
3aCTOCyBaHHSA Ha MigcTaBi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicispeecTpayiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBefeHnx BigNoBIAHO [0 NNaHy negiaTpuuHmX
npocnigpkenb (PIP) (iHWi 3MiHW) - 3MiHM BHECEHO A0
IHCTPYKL|i 4151 MeAUYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby Ao posainy "OcobamBocCTi
3acTocyBaHHA" 3rig4HO 3 OHOBJ/IEHOHD iHChopMmaLieto 3
6e3neku Ailo4oi PEYOBVHY LLIOAO 3/M10BXUBAHHS
nikapcbkvM 3aco60M, SiK pe3ynbTaT npoueaypu




127

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

PSUSA/00010631/201812; 3MiHu Il Tumny - 3miHn
woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOr0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHnUMK 3 SKOCTI, AOKMIHIYHUMM, KIHIYHMKN
AaHUMKN Ta faHumuy 3 hapmakoHarnsagy - 3mMiHu
BHECEHO [0 iHCTPYKLIi 415 MefnyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6nuBi 3axoamn 6e3nekn”, "Oco6ANBOCTI
3acTocyBaHHA"

214.

HEOKAPAUN

Kkancysnu; no 10
Kancyn y énicrepi; no
3 6nicTepu B ynakosLj

TOB
"BAJTAPTIH
PAPMA"

Ykpaina

TOB "BANNAPTIH
PAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBK/ NiKapCbKoro 3acoby 3
BHECEHHAM iHdhopMaLii LWoA0 3a3Ha4YeHHs OANHULb
BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
NpoTArom 6-Tn MiCALB MiCNs 3aTBEPMAKEHHS

6e3
peyenma

UA/11357/01/01

215.

HICTATUH

CYNo3uTOpIi peKTasIbHI
no 250 000 OJ, no 5
Cyno3nTOpIiB y CTpUMi;
no 2 cTpunu y nadui 3
KapTOHY

NAT
"MoHchapm"

Ykpaina

MAT "MoHchapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHm) - 3amiHa po3giny

“I'pachiyHe ohopMIEHHS ynakoBKW” Ha po3aisn

“MapkyBaHHs" B MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAXXEHOro TEKCTY
MapKyBaHHS.
3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCbKoro 3acoby LL0A0 3a3Ha4eHHs
MDKHaPOAHUX NO3HAYeHb OAUHULb BUMIPIOBaHHS.

BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns

3aTBEPKEHHS

3a
peuyenmom

UA/8487/01/01

216.

HICTATUH

CYNo3uTOpIi peKTasIbHI
no 500 000 OA, no 5
Cyno3unTopiiB y CTpui;
Mo 2 cTpunu y navui 3
KapTOHY

NAT
"MoHchapm"

YkpaiHa

MAT "MoHchapm"

Ykpaiva

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3gainy

“I'pachiyHe ohopMAEHHS yNnakoBKW™ Ha po3ain

“MapkyBaHHs" B MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHS.
3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCbKOro 3acoby LLoA0 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHULL BUMIPIOBaHHS.

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns

3aTBEPAKEHHSA

3a
peyenmom

UA/8487/01/02

217.

HI®PYPO3UA-

kancynu no 200 mr no

ToBapucTs

YKpaiHa

ToBapuCTBO 3

YKpaiHa

BHECEHHS 3MiH [10 pEECTpaLjiiiHUX MaTepianis:

3a

UA/12707/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
340POB’'A 10 kancyn y 6nictepi; 03 0bMexeHot 3MiHM | TUMY - 3MiHW BHECEHI B TEKCT MapKyBaHHS peyenmom
no 1 a6o no 2 o6MexeHo BiANoBiga/IbHICTIO yNakoBKU NiKapCbKoro 3acoby LWoA0 3a3HauyeHHs
6nicTepy B KOpo6Li 3 10 "®apmaveBTuyHa MiXXKHapOAHMX NO3HaYeHb O4MHULb BUMIPIOBAHHS.
KapToHYy Bignosigan KoMnaHis BHeceHHs 3MiH fo po3giny “MapkyBaHHS" MKA N13:
bHICTIO "3p0pos'a” 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo no
"®apmaues 3aTBEPMKEHOr0 TEKCTY MapKyBaHHs. TepMiH
TMYHa BBE/EHHS 3MiH: MPOTAroM 6 MicAUiB micns
KomnaHis 3aTBEPIAKEHHS
"3popos'a”
218. HI®YPO3UA- kancynu no 100 mr no TosapucTs Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/12707/01/01
340POB’A 10 kancyn y 6nicTepi; 03 06MexeHo 3MiHVW | TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHs peyenmom
no 1 a6o no 2 06MexeHo BiANoBiAa/IbHICTIO yNakoBKU NiKapCbKoro 3acoby LWoA0 3a3HauyeHHs
6nicTepy B KOpoo6Li 3 10 "®apmaveBTuyHa MiXXHapPOAHWX NO3HaYeHb O4MHULb BUMIPIOBAHHS.
KapToHy Bignosigan KOMnaHis BHeceHHs 3MiH [0 po3giny “MapkyBaHHA" MKA N3:
bHICTIO "3popos'a" 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo ao
"®apmaues 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHs. TepMiH
TUYHa BBEJEHHS 3MiH: NPOTArom 6 MicAuiB nicns
KomMnaHis 3aTBEPAXKEHHS
"3popos'a”
219. HOBOEUT MOPOLUOK A1 PO3UNHY A/T HoBo [aHis BignoBigabHW [Lanisa/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/16751/01/01
Ans iH ekuiin, no 250 Hopgaick 3a BuUnyck cepii HimeuunHa 3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peuenmom
MO; no 1 cpnakoHy 3 roToBOro Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo

MOPOLLKOM Y
KOMMJIEKTi 3
po3unHHuKom (0,9 %
PO34MH HaTPI0
xnopugy) no 4 mny
nonepeAHLO
HarmoBHEHOMY LUNPUL,
LUTOKOM MOPLUHS Ta
nepexigHukom ans
onakoHa B
iHAMBIOYabHii
yMaKoBLi B KAPTOHHiIl
Kopobu,i

niKkapcbkoro
3acoby: A/T Hoso
Hopgick, faHis;
KOHTPO/Ib SKOCTI
roToBOro
nikapcbKoro
3acoby: A/T Hoso
Hopgaick, faHis;
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
roTOBOro
niKkapcbKoro
3acoby,
fofaBaHHSA
LKanun go
wnpuua ans
BBEAEHHA: AT
Hoso Hopaick,
[aHis;
NpUroTyBaHHs,
po3nuB y
nepBUHHE
nakyBaHHs1,
niocpinisayia Ta
nepesipka

y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifanbHOT 3a
3pjlicHeHHs hapmakoHarnagy (Bkyarym
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0COOU 3asiIBHMKA, BifnoBigasibHOI
3a 3gjlicHeHHs hapMakoHarnsay B YkpaiHi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

roToBOro
nikapcbKoro
3aco6y, KOHTPO/Ib
AKOCTI
(mikpob6ionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbkoro
3acoby,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHS
roToBOro
nikapcbkoro
3acoby,
fofaBaHHSA
LKanm fo
wnpuua ans
BBeAEHHs:: A/IT
Hoso Hopgaick,
[NaHis;
BVPOGHMLTBO
PO3YMHHYKKA
(npuroTyBaHHs,
po3nuB.,
nepesipka,
KOMMekTauis,
MapKyBaHHs Ta
nakyBaHHs
Hepo3sdacoBaHor
0 MPOAYKTY):
BetTep ®apma-
®epTiryHr FM6X i
Ko. KT,
HimeuunHa

220.

HOBOEUT

MOPOLLIOK A1 PO3UMHY
ONs iH ekuiii, no 500
MO; no 1 dpnakoHy 3
MOPOLLKOM Y
KOMI/IEKTi 3
po3unHHuKoMm (0,9 %
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarmoBHEHOMY LUNPULL,
LUTOKOM MOPLUHA Ta
nepexigHukom ans
donakoHa B

A/T HoBo
Hopgaick

NaHis

BiANOBIAabHNI
3a BUNyck cepii
roToBOro
nikapcbkoro
3acoby: A/T Hoso
Hopgaick, JaHis;
KOHTPO/b SKOCTI
roToBOro
nikapcbkoro
3acoby: A/T Hoso
Hopgaick, faHis;
MapKyBaHHs Ta
BTOPUHHE

[Janis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3araslbHeHVX gaHnx npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOI 0CO6MU, BignoBiganbHOI 3a
3[iicHeHHA hapMakoHarniAay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOI 3a
3[jiicHeHHs1 hapMakoHarnaay (BkYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MILLEHHI MacTep-

3a
peyerimom

UA/16751/01/02
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KpaiHa
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KpaiHa

Bupo6Huk
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUKa

nakyBaHHA

thaiina cuctemu chapmakoHarnsgy) - 3amiHa
KOHTaKTHUX AaHUX KOHTaKTHOT 0co6u

iHAVBIAYabHIN
ynakoBLi B KAPTOHHiIl
Kopoo6Ui

roToBOro
nikapcbkoro
3acoby,
fofaBaHHSA
LKanun go
wnpvua ans
BBeAeHHs: A/IT
Hoso Hopgick,
[aHis;
NpUroTyBaHHs,
po3nue y
nepBuHHE
nakyBaHHs1,
nioghinisauis Ta
nepesipka
roToBOro
nikapcbkoro
3aco0y, KOHTPO/1b
AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbkoro
3acooby,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHS
roToBOro
nikapcbkoro
3acoby,
fofaBaHHSA
LKanun go
wnpvua ans
BBeAeHHs: A/T
Hoso Hopgick,
[aHis;
BUPOOHULTBO
PO34MHHYMKA
(npuroTyBaHHs,
po3nuB.,
nepesipka,
KOMMNeKTauis,
MapKyBaHHs Ta
nakyBaHHs
Hepo3acoBaHor
0 NPOAYKTY):
BetTtep ®apma-

PepTiryHr TmM6X i

YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOT
3a 3gjlficHeHHs hapmakoHarnsay B YkpaiHi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ko. KT,
HimeuunHa
221. HOBOEUT MOPOLLOK A1 PO3UNHY A/T HoBo NaHis BiANOBIAabHNI Nanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/16751/01/03

Ans iH ekuiin, no 1000 Hopgaick 3a BUNyck cepii HimeuunHa 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
MO; no 1 dpnakoHy 3 roToBOro Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo

MOPOLLKOM Y
KOMI/IEKTi 3
po3unHHuKom (0,9 %
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarmoBHEHOMY LUNPULL,
LUTOKOM MOPLUHA Ta
nepexigHukom ans
hnakoHa B
iHAVBIOYabHIiN
yNakoBLi B KAPTOHHiIl
KopoobLi

niKkapcbKkoro
3acoby: A/T Hoso
Hopgaick, JaHisi;
KOHTPO/1b SKOCTI
roToBOro
nikapcbkoro
3acoby: A/T Hoso
Hopgaick, aHis;
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS
roToBOro
niKkapcbKoro
3acoby,
fofaBaHHsA
LKanun go
wnpvua ans
BBeAeHHs: A/T
HoBso Hopgick,
JaHis;
NpUroTyBaHHs,
po3nue y
nepBuHHe
nakyBaHHs1,
nioghinisauis Ta
nepesipka
roToBOro
nikapcbkoro
3aco0y, KOHTPO/1b
AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbkoro
3acoby,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS
roToBOro
nikapcbkoro
3acoby,
fofaBaHHsA
LuKann 1o

y3araslbHeHVX gaHux npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOI 0CO6M, BignoBigabHOI 3a
3[iicCHeHHA hapMakoHarnAay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnaay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a 3gjlficHeHHs hapmakoHarnsay B YkpaiHi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
wnpvua ans
BBeAeHHs: A/IT
HoBso Hopgick,
[aHis;
BUPOOHULTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nuB.,
nepesipka,
KOMMNeKTauis,
MapKyBaHHs Ta
nakyBaHHs
Hepo3acoBaHor
0 NPOAYKTY):
BetTtep ®apma-
®epTiryHr FM6X i
Ko. KT,
HimeuunHa
222. HOBOKCWUKAM | po3uvH Ans iH'exuii, ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12940/01/01
10 mr/mn no 1,5 mny 03 06MmexXeHo 3MiHW | TUNY - BBEAEHHA [OAATKOBMX PO3MIpiB peuenmom
dhnakoHi; no 5 0bMexeHo BiANOBIAA/TIbHICTIO roToBOro nikapcbkoro 3acoby: 150 n (100 Tuc.
h/1aKOHIB y KOHTYpHIlA 10 hipma chnakoHiB); 200 n (133,33 TuC. h/1aKkoHiB).
YapyHKOBIli ynakoBLyj; Bignosigan "HoBocthapm- MponoHoBaHa pegakuia Po3mip cepii: 15 n (9,375
no 1 KOHTYpHiIl bHICTIO BiocuHTes" TUc. donakoHis), 45 n (28,125 Tuc. donakoHis), 75 n
YapyHKOBIli ynakoBLji y thipma (46,875 TrC. hnakoHis), 150 n (100 TuC. dhNakoHiB),
naJui 3 KapToHy "HoBodhapm 200 n (133,33 TuC. hnakoHis)
-biocuHTes"
223. HYMETA G16E emynbCist ans iHdy3ild; Bakctep Benbris Bakctep C.A,, Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17605/01/01
no 500 mn (50 % C.A. Benbrisa 3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peuyenmom
PO34MH rtoKo3M — 155 (BunpobyBaHHs Ta chapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHST 3MiH
MA; 5,9 % po3yunH KOMMOHEHTIB 0o posginy “MapkyBaHHs" MKA 113"
amiHOKMCNOoT 3 cknagy; 3anponoHosaHo: MapKyBaHHs. 3rifHo
enekTponitamu — 221 BUNPOOYBaHHSA 3aTBEPKEHOI0 TEKCTY MapKyBaHHS. 3MiHU BHECEHi
mn; 12,5 % ninigHa MPOMiXXHOrO B TEKCT MapKyBaHHS YNakoBKW ikapcbkoro 3acoby
emysnbcia — 124 mn) y npoaykTy (CymiLu LLIOAO0 3a3HaYeHHs MKHapOAHUX NO3HAYeHb
TpUKaMepHoMy amiHOKMCNOT); OfMHULIb BUMIPIOBAHHS. BBEIEHHSA 3MiH NPOTAroM
NnaacTUKOBOMY NakeTi. BVPOGHMLTBO 6-Tn MicsALIB NicNsA 3aTBEPKEHHSA
TpukamepHwii cucTemu
NAacTUKOBWIA NakeT KOHTeliHep/3akyno
ynakoBaHuii y 3aXUCHYy proBasibHWiA 3aci6;
NiBKOBY OBOJIOHKY, BMPOGHMLTBO
L0 MICTUTb NOr/IMHAY NiKapcbKoro
KMCHIO Ta iHauKaTop 3acoby,
KWUCHIO; MO 6 nakeTiB y HamnoBHEHHS,
KapPTOHHIn KOpooL,ji NOKPUTTS
3aXMCHOI
060/10HKOI0

(overpouching);ct
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
epunizauisa Ta
yNnaKkoBKa;
BMNPOBYBaHHSA
nikapcbKoro
3aco0by; BUMYCK
cepii)
224. HYMETA G19E emynbCis ans iHdysild; Bakctep Benbris AamiCepsice3 CA, Benbris BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/17606/01/01
no 1000 mn (50 % C.A. Benbris 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuenmom
PO34MH rNtoKo3mn — 383 (BMpPOGHMLTBO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
M; 5,9 % po3yunH NPOMDXHOTo 00 po3sgainy “MapkyBaHHsA" MKA N13”:
amiHokucnoT 3 npoAykTy (Cymiw 3anponoHoBaHo: MapkyBaHHS. 3rifHO
enekTponitamm — 392 amiHokmcnor)); 3aTBEPAXEHOr0 TEKCTY MapKyBaHHSA. 3MiHV BHECEHI
mn; 12,5 % ninigHa ALKMHOMOTO B TEKCT MapKyBaHHS YNakOBKW /iKapcbKkoro 3acoby
emy/bCif — 225 mn) y OwmHixem CA, LI0A10 3a3HAaYEHHS MiXXHAPOAHMX NO3HAYEHb

TprKamepHoMy
nNacTVKOBOMY MakeTi.
TpukamepHuii
NAacTUKOBUIA NakeT
yNakoBaHWi y 3axXvCHy
nNiBKOBY 060M0HKY,
LLIO MICTUTb NOrAMHAY
KWCHIO Ta iHauKaTop
KMCHIO; N0 6 NakeTiB y
KapTOHHiI kopobu,j 3
MapKyBaHHSAM
YKpaiHCbKOK Ta
aHrNincbLKo MoBaMm

Benbrisa (Bunyck
cepii NPoOMiXHOro
npoAaykTy (Cymiw
amiHokmcnor));
Bakctep C.A,,
Benbrisa
(BnpobyBaHHs
KOMMOHEHTIB
cknagy;
BMNPO6YBaHHSA
NPOMDXHOro
npoAykTy (Cymiw
aMiHOKMC/IOoT);
BVPOGHMLTBO
cucteMu
KOHTeliHep/3akyno
proBasibHWiA 3acib;
BUPOBHMLTBO
nikapcbkoro
3acoby,
HanoBHEHHS,
NOKPUTTS
3aXMCHOI
060/10HKOH0
(overpouching);cT
epwnisauia Ta
yNaKkoBKa,;
BMNPOGYBaHHSA
niKkapcbkoro
3acoby; BUMyCK
cepii); MiHakem
Xaii MoTeHT C.A.,
Benbrisa
(BvnpobyBaHHs

OAVHULb BMMIpIOBaHHS. BBEAEHHS 3MiH NpOTArom
6-Tn MicALiB NicNsA 3aTBEPIKEHHSA
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MPOMiXXHOro
npoAykTy (CymiLu
amiHOKMCNOoT))
225. HYTPU®DNEKC emynbCis ans iHdysild; B. BpayH HimeyuunH B. bpayH HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13247/01/01

ninig Neprl no 1250 mn a6o no Menb3yHre a Menb3yHreH Arl, TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peuenmom
1875 mn y Mikax HAl HimeuunHa 23.07.2015 Ne 460) - BUNpaB/ieHO TEXHIYHY
NNacTVKOBUX (BMpO6HMLTBO, NMOMUJIKY B TEKCTi MapKyBaHHS ynakoBOK
TpuKamepHux; no 1 nepBuHHa Ta nikapcbkoro 3acoby y n.17. IHWE, a came
MiLLIKY N1acTUKOBOMY BTOPUHHA 3a3HavYeHHs OAVHULb BUMIPIOBAHHSA Kkaul y cucTemi
TpUkamepHomy y ynakoBka, BUNyckK ClI; 3ANMPOIMNOHOBAHO: kkan/(kcal)
3aXMCHOMY MILLKY; NO cepii); b. BpayH 3a3HayeHe BUMNpaB/IEHHS BiANOBIgaE MaTepianam
5 3aX1CHUX MiLLKiB B Menb3yHreH Al peecTpauiiHoro Jocbe
KapTOHHI Kopo6Lyi HimeuunHa

(koHTpO/Ib cepii)
226. HYTPU®DNEKC emMy/bCist 4ns iHQYs3ii; B. BpayH HimeuuunH B. bpayH HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/13297/01/01

ninig no 625 mn (250 mn Menb3yHre a Menb3yHreH Arl, TexHi4yHa nomuska (3rigHo Hakasy MO3 Big peuenmom

CMNELIANBHNIA | po3unHy HAl HimeuunHa 23.07.2015 Ne 460) - B1npas/ieHO TEXHIYHY
amiHokmcnoT+ 125 mn (BMpO6HMLTBO, NMOMUJIKY B TEKCTi MapKyBaHHsA ynakoBOK
XMUPOBOI eMy/bCil + nepBuHHa Ta nikapcbKoro 3acoby y n.17. IHWE, a cave
250 mMn1 po3unHy BTOPUHHA 3a3HavYeHHs OAVHULb BUMIPIOBAHHSA KKaul y cucTeMi

T/1I0KO3M) B MiLLIKax
nNacTVKOBUX
TprKamepHux; no 1
MILLKY Y 3aXMCHOMY
NNacTVKOBOMY MiLLKY;
no 5 MiLLKIB KAPTOHHIl
Kopo6ui; no 1250 mn
(500 mn po3unHy
amiHokucnoT+ 250 mn
XMPOBOI eMy/IbCil +
500 M1 pO34nHY
r/1II0KO3M) B MiLLIKax
NNacTVKOBUX
TpuKamepHux; no 1
MIiLLIKY Y 3aXUCHOMY
NNacTVKOBOMY MILLKY;
no 5 MiLLKIB KApTOHHIl
Kopob6ui; no 1875 mn
(750 mn po3unHy
amiHokucnot+ 375 mn
XNPOBOT eMybCii +
750 M1 pO3UnHY
I/1I0KO3M) B MiLLIKax
NAacTUKOBUX
TpuKamepHux; no 1
MILLKY Y 3aX1ICHOMY
N1acTUKOBOMY MILLIKY;
no 5 MiLLKiB KAPTOHHIM

ynakoBKa, BUMYyCK
cepii); b. BpayH
Menb3yHreH Arl,
HimeyunHa
(koHTpO/Ib cepii)

ClI; 3ANMPOMNOHOBAHO: kkan/(kcal)
3a3HayeHe BUMNpaB/IeHHA BiANOBigae MaTepianam
peecTpaLiiiHoro gocbe
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOpoo6Ui

2217.

OrPAHIA®

kancynu no 150 mr; no
10 kancyn y 6nicTepi;
no 3 6nictepun y nauui

AT
"papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpaLiiHoro noceigyeHHs) 3MiHa
HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHuka
peecTpauiiHoro NOCBigYEHHS)
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEpMKEHHS. 3MiHKM | Tuny - AgMIHICTpaTUBHI
3MiHWN. 3MiHa Ha3BWU JlikapcbKoro 3acoby 3miHa
Ha3BW NikapcbKoro 3acoby 3aTBepaKeHo:
OlPAHIA (OGRANIA) 3anponoHoBaHo:
OrPAHIA® (OGRANIA) BBefeHHs 3MiH NPOTArom
6-TN MicALIB Nicnsa 3aTBEPLKEHHSA. 3MiHM | Tvny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOBGHMKa/iMnopTepa roToBoro ikapcbKoro
3aco0by, BK/IYaKUM AiNbHNULLI BUNYCKY cepii abo
MicLie NpoBeAEeHHSA KOHTPOSIKO AKOCTI. (LiANbHICTDb,
3a SKy BiAnNoBifae BUPOOHMK/IMIOPTEpP, BKIOYAOUM
BMNYCK Ccepiin) 3miHa HaliMeHyBaHHS Ta agpecu
BMPO6HUKa, 6€3 3MiHM MicLsa BUPOBGHMLTBA:
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBepaXeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiH1) OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKM
niKapcbKoro 3acoby 3 BHECEeHHAM iHchopmal,ii Wwoao
3a3HavyeHHsa OVHUL BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH f0 po3ainy «MapkyBaHHs1» MKA /13
3aTtBeppxeHo: MAPKYBAHHA Bignosigae
HaflaHOMy TeKCTY MapKyBaHHS. 3anponoHOBaHo:
MAPKYBAHHA 3rigHo 3aTBEpAXEHOrO TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NPOTArom 6-Tn
MiCSLIB MiCNs 3aTBEPAKEHHS.

3a
peyenmom

UA/15217/01/02

228.

OrPAHIA®

kancynu no 300 mr; no
10 kancyn y 6nicTepi;
no 3 6nictepun y nauui

AT
"Papmak”

YkpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpaLiiHoro NocBigYeHHs) 3MiHa
HaViMeHyBaHHs Ta afpecu 3asBHuKa (B1acHuKa
peecTpauiiHoro NOCBiAYEHHS)
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHSA. 3MiHM | TMNY - AgMIHICTPaTUBHI
3MiHWN. 3MiHa Ha3BW JlikapcbKoro 3acoby 3miHa
Ha3BW NikapcbKoro 3acoby 3aTBepaKeHo:
OrPAHIA (OGRANIA) 3anponoHoBaHo:
OrPAHIA® (OGRANIA) BBefieHHs 3MiH NPOTArom
6-Tv MicALIB NicnsA 3aTBepKEHHA. 3MiHu | TUny -
AIMIHICTpaTVBHI 3MiHW. 3MiHA HaiMeHyBaHHs

3a
peyenmom

UA/15217/01/03
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Ymosu

Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

BionycKky

peecmpayiliHo2o

nocsi0o4YeHHs

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro ikapcbkoro
3aco0by, BK/IKYAKUM AiNbHALL BUNYCKY cepii abo
MicLie NpOBeAEHHS KOHTPOTHO SKOCTI. (AIS/IbHICTb,
3a AKy BiAnoBifae BUPOOHMK/IMIOpTEp, BKIOYAKOUU
BMNYCK Cepiin) 3miHa HaliMeHyBaHHS Ta agpecu
BMPO6HUKa, 6€3 3MiHM MicLsa BUPOGHMLTBA:
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
3aTBep/KeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiH1) OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iHthopmal,ii Wwoao
3a3HaYeHHs OAUHNLL BUMIPIOBaHHA Y cucTemi Sl.
BHeceHHs 3MiH [0 po3ainy «MapkyBaHHs» MKA /13
3aTtBeppxeHo: MAPKYBAHHA Bignosigae
HaflaHOMy TeKCTY MapKyBaHHS. 3anponoHOBaHo:
MAPKYBAHH$A 3rigHo 3aTBEpAXEHOr0o TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NPOTArom 6-Tn
MicsLiB nic/1s 3aTBepAKEHHS.

3a

UA/15217/01/01

229.

OrPAHIA®

Kancynu no 75 mr; no
7 kancyn y 6nictepi;
no 2 6nictepu y nauui

AT
"papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpaLiiHoro noceigyeHHs) 3MiHa
HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHuka
peecTpauiiHoro NOCBigYEHHS)

BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEpMKEHHS. 3MiHKM | Tuny - AgMIHICTpaTUBHI
3MiHWN. 3MiHa Ha3BWU JlikapcbKoro 3acoby 3miHa

Ha3BW NikapcbKoro 3acoby 3aTBepaXeHo:
OlPAHIA (OGRANIA) 3anponoHoBaHo:
OrPAHIA® (OGRANIA) BBefieHHs 3MiH NPOTArom
6-T1 MicALIB Nicnsa 3aTBEPLKEHHSA. 3MiHM | Tvny -

AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI

BUPOBGHMKa/iMnopTepa roToBoro ikapcbKoro
3aco6by, BK/IYaKUM AiNbHAULL BUNYCKY cepii abo

MicLie NpoBeAEeHHS KOHTPOSIKO AKOCTI. (LiANbHICTD,
3a SKy BiAnNoBifae BUPOOHMK/IMIOPTEpP, BKIOYAOUM

BMNYCK Ccepiin) 3miHa HaliMeHyBaHHS Ta agpecu

BMPO6HUKa, 6€3 3MiHM MicLsa BUPOBGHMLTBA:
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiH1) OHOB/MEHHS TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby 3 BHECEeHHAM iHchopmal,ii Wwoao
3a3HavyeHHs OVHULb BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH f0 po3giny «MapkyBaHHs1» MKA /13

3aTtBepaxeHo: MAPKYBAHHA Bignosigae

peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HaflaHOMy TeKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHH$A 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NPOTArom 6-Tn
MicsiLiB nic/1s 3aTBepAKEHHS.
230. OKO®EPOH® Kparni 04Hi, NOPOLLIOK TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6206/01/01
no 1 000 000 MO; 1 "BIO®PAPM BIO®PAPMA" 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peyenma
(hN1aKoH 3 MOPOLLUKOM Y A" Ta papmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
KomnnekTi 3 1 TEKCTY MapKyBaHHS yNakoBKW ikapCbKoro 3acoby 3
amnysiol PO3vMHHUKE BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULbB
(MeTtunnaparigpokcun6 BMMIpIOBaHHA y cucteMi Sl. BBeeHsAH 3MiH
eHsoart (HinariH) (E NPOTArom 3-X MicALIB Nic/a 3aTBEPAXKEHHS
218) - 5,0 mr) no 5 mn
y 6nicTepi; no 1
6nictepy pasom 3
KPULLIKOO-
KpanenbHuLeto B
nauwi 3 kapToHy; 1
ch/1aKkoH 3 NOPOLLKOM Y
KOMM/IeKTi 3 1
amnysiol Po34MHHMKA
(MeTtunnaparigpokcun6
eHsoar (HinariH) (E
218) - 5,0 mr) no 5 mn
B NauyLj 3 KAPTOHHOI
neperopoAxoto abo
rogopoBaHoto
BK/1aAKo; No 1
KOMMNeKTy npenaparty
Ta PO34MHHKKA pa3om
3 KPULLKOIO-
KpanesnbHuLeto B
nayui 3 KapTOHY
231. OKY/NOXEE/Nb Kpanni o4Hi no 0,45 Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/8258/01/01
MJ1 PO34YMHY B Xainbmitte a XaiinbMmiTTens 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
nonieTuIeHoBiM Nb Xeesb Xeenb M'v6X, Ta hapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA
kancyni; no 15 (5x3) 6X HimeuunHa TEKCTY MapKyBaHHS YNakoBKW /ikapCbKOro 3acoby 3

Kancyn y KapTOHHil
Kopoo6Li

(BUPOGHUK, L0
Bignosigae 3a
BTOPVIHHE
nakyBaHHs Ta
BUNYCK cepil);
®apma WTynbH
vM6X, HimeuunHa
(BMPOGHYK
Hepo3dacoBaHHO
ro NpoaykTy,
nepBuHHE
nakyBaHHs);

BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHSA OANHULb
BMMIipIOBaHHA Y cuctemi Sl. BHeCeHHs 3MiH Ao
po3giny “MapkyBaHHs” B MKA /13. TekcT
MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
popaetbea. 3anponoHosaHo: MAPKYBAHHA.
BignoBsigHo [0 3aTBEPKEHOI0 TEKCTY MapKyBaHHSI.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Xononak
depnakyHrcTexHik
'm6X, HimeuunHa
(BMPOGHYMK
Hepo3dacoBaHor
0 NPOAYyKTY,
nepBuHHE
nakyBaHHs);
Xononak
depnakyHrcTexHik
mM6X, HimeyunHa
(nepsuHHe
nakyBaHHs)
232. ONNPEH®-50 Tabnetkun TeBa 13painb AuvHo ®apma Al, | Lseliuapis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5123/01/01
NAKTAB KMLLKOBOPO34MHHI MO PapmaueBT LLIseliyapis HimeuunHa 3MiHM | TUMY - BHECEHHS 3MiH A0 PO34iny peyenmom
50 mr, no 10 TabneTok ikan (BMpPOGHMLTBO 3a “MapkyBaHHs"” MKA 13" 3anponoHoBaHo:
y 6nictepi; no 2 IHoacTpi3 NMOBHWUM LMK/IOM); MapkyBaHHS. 3riiHO 3aTBEPAXKEHOr0 TEKCTY
6nicTepy B KOPOOL nra. YHTEpP3yXyHrCiHCT MapKyBaHHA. OHOB/IEHHA TEKCTY MapKyBaHHSA
uTyT Xennenep, yNakoBKN NiKapCbKOro 3acoby 3 BHECEHHAM
HimeuyunHa iHhopMaLiT LLoA0 3a3HAYEHHS OANHULLL
(mopatkosa BMMIpIOBaHHS y cuctemi Sl. BBeAeHHS 3MiH
nabopartopis, Wwo NPOTArom 6-TV MiCALIB MiCNs 3aTBEPOYKEHHS
npuiiMae yyacTtb B
KOHTpONi cepii)
233. OCTEOIEHOH TabneTku, BKpUTI M'ep dabp PpaHuis M'ep ®abp PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2977/01/01
nAiBKOBOO MepgunkameH MepvkameHT 3MiHKM | TURy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKO10, M0 10 T MpopakwH Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
TabneTok y 6nictepi; TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
no 4 6nictepn B BHECEHHSAM iH(hopMmalLii LLOAO 3a3HAYEHHS OAUHULb
KapPTOHHI ynakoBLii BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPYKEHHS
234, OCTEO/IOH PO3YMH N9 iH EKLRA, EnEnCi Ipysis K.T. Pomchapm PymyHis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/17335/01/01
2,25 mr/mn; no 1 mn Pomdapm KomnaHi C.P.J/1. 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
a6o no 2 mn B amnyni, Komnawi Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHU BHeCeHi B
no 5 amnyn B [xopaxumsa TEKCT MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby
6nicTepi, no 1, 2 abo LLI0A0 3a3HaYeHHsI MiKHapOAHUX MO3HA4YeHb
5 6nicTepis B O MHWLb BUMIPIOBAHHSA. BBeeHHS 3MiH He ni3Hilwe
KapTOHHIN navui 01.01.2021 poky
235. ODEB® Kancynm m siki no 100 Bepinrep HimeuunH MepBuHHE HimeuunHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/16115/01/01
Mr, no 10 kancyny IHrenbxanm a (6nictepn) Ta 3MiHu Il TUNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI peuenmom
6nicTepi, no 6 IHTEepHeLUH BTOPUHHE Ta hapmakoHarnsagy. BHecenHs abo 3mina(n) oo
6nicTepiB y KAPTOHHIl nrmex nakyBaHHs, 3060B'A3aHb Ta YMOB Buavi peecTtpauiiHoro
ynakoBLj MapKyBaHHS, nocBig4YeHHs, BKIoYatoun MnaH ynpaeniHHA

KOHTPO/Ib SIKOCTI,
KOHTPO/Ib AKOCTI
3a NOKA3HNKOM

pvi3vkamu (3acTocyBaHHS 3MiH(M), ski(a)
BMMaraTb(€) NOJabLIOro 06I'pyHTYBaHHA HOBUMMN
[04aTKOBUM A@HMMK, L0 MaloTb HagaBaTucs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Mikpob6iosnoriyHa
yuctoTta Ta
BUMYCK Cepiii
nikapcbKoro
3acoby: bepiHrep
IHrenbxainm
dapma 'v6X i
Ko.KT,
HimeuunHa;
Brpo6HMLTBO,
ynakoBka Ta
KOHTPO/1b SKOCTI
(3@ BMK/THOYEHHAM
Mikpob6ionoriyHol
YMCTOTK) Kancyn
bulk (e
po3dhacoBaHoi
npoaykuii):
KataneHT
HimeuunHa
E6epbax Mm6X,
HimeuuunHa;
AnbTepHaTVBHI
AinbHUU Ans
BTOPVHHOIO
nakyBaHHs Ta
MapKyBaHHS:
LUTeremaHH
JNboHepnakyHre
H yHA floricTiwep
Cepsic e. K.,
HimeuunHa;
dapm/lor Papma
NopxicTik TM6X,
HimeuunHa;
AnbTepHaTVBHI
nab6oparopii Ans
npoBeAeHHs
KOHTPOJIH0 SKOCTI
(3@ BMK/THOYEHHAM
Mikpo6ionoriyHot
yncToTn): A eHg
Ewm LWtabTtect
M6X, HimeuunHa
HysicaH 62X,
HimeuuunHa;
AnbTepHaTMBHa
naboparopia ans
npoBefAeHHs

KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm) -
0HOB/IEHO MnaH ynpasniHHA pu3nkamu, Bepcia 7,1
Yy 3B’A3KY 3 3aTBEPA)KEHHSAM HOBOTO MoKasaHHS,
OHOBJIEHHAM XapakTepUCTUNKN PU3LKIB, BiANOBIAHO
[0 pe3ysbTaTiB KIiHIYHOTO JOCiLKEHHS. 3MiHN
BHECEHO A0 YacTuH «Cneundikauis 3 6e3nekm»
(mogyni Cl, ClIl, CVI, CV, CVII), «3axoau 3
MiHimi3aLii pu3unkiB», «Pe3tome nnaHy ynpasniHHA
pu3nkammn»,
3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edekTMBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB BuJavi peecTtpauiiHoro
nocBig4YeHHs, BkIoYatoun MnaH ynpaeniHHA
pvi3vKkamu (3acTocyBaHHS 3MiH(M), ki(a)
BMMaraTb(€) NOJabLIOro 06I'pyHTYBaHHA HOBUMMN
[04aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
OHOBNEHO lMnaH ynpasniHHA pu3ukamu, Bepcis 8.0
Yy 3B'A3KY 3 BUA/IEHHAM BaXK/IMBOrO
iAEeHTVCIKOBAHOrO PU3MKY 3 NAaHy ynpas/iHA
pu3nkamu. 3mMiHV BHECEHI 40 YacTuH
«Cneundikauis 3 6e3nekn» (mogyni CVII, CVII),
«MnaH 3 dhapmakoHarnagy», «3axoau 3 MiHimizau,ii
pr3nkiB», «Pe3stoMe nnaHy ynpasfiHHA pusnkamu»
BiANOBIAHO A0 pekomeHaauin Guideline on good
pharmacovigilance practices (GVP) Module V-Risk
management systems (Rev 2)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/IHO AKOCTI
Mikpo6ionoriyHot
yucrtotn: Crc
IHCTUTYT
®peseHiyc Mv6X,
HimeuuunHa a6op
N+C AT,
HimeuunHa
236. OPEB® Kancynm m ski no 150 Bepinrep HimeuunH MepBuHHe HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/16115/01/02
Mr, no 10 kancyny IHrenbxanm a (6nictepn) Ta 3MiHM Il TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenmom
6nictepi, no 6 IHTEepHELLH BTOpPUHHE Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
6nicTepiB y KAPTOHHIl nrméex nakyBaHHs, 3060B'A3aHb Ta YMOB Buaudi peectpauiiHoro
ynakoBLi MapKyBaHHs, nocBig4YeHHs, BkIoYatoun MnaH ynpaeniHHA

KOHTPO/b SIKOCTI,
KOHTPO/b SKOCTI
3a NOKa3HNKOM
MiKkpoGionoriuHa
yucToTa Ta
BUMYCK Cepiii
nikapcbkoro
3acoby: bepiHrep
IHrenbxainm
dapma M'vbX i
Ko.KT,
HimeyunHa,;
Bupo6bHuyTBO,
ynakoBka Ta
KOHTPO/b AKOCTI
(32 BUK/IIOYEHHAM
MiKpobionoriyHol
4nCTOTH) Kancyn
bulk (He
po3sdracoBaHoi
npoayKuiv):
KaTtaneHt
HimeuunHa
E6epbax Mm6X,
HimeyunHa,;
AnbTepHaTVBHI
OinbHUUI pnsa
BTOPVHHOIO
nakyBaHHs Ta
MapKyBaHHS:
LTteremaHH
JNboHhepnakyHre
H yHA JloricTiwep
Cepsic e. K.,
HimeuunHa;

pu3nkamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOJasIbLIOTO 06I'PYHTYBaHHSA HOBUMMN
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/Ibkn BUMaraeTbes
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
OHOBJ1EHO MNnaH ynpasBniHHA pu3nkamu, Bepcia 7,1
y 3B’S13KY 3 3aTBEPA)KEHHAM HOBOIO NOKa3aHHs,
OHOBJ/IEHHAIM XapakTepuUCTVKN PU3NKIB, BigNOBIAHO
[0 pe3ynbTartiB KNiHIYHOIO JOC/IIXKEHHS. 3MiHN
BHECEHO [0 YacTuH «Creundikais 3 6e3nekm»
(mogyni Cl, CllI, CVI, CV, CVII), «3axoam 3
MiHiMi3aLjii pu3unkiB», «Pe3tome nnaHy ynpasniHHA
pu3vikamu»;
3MiHM Il Tuny - 3MiHK Woao 6e3nekun/etekTUBHOCTI
Ta dpapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BUJayi peecTpadiiiHoro
noceiAgYeHHs, BkNtoyaroun Mnax ynpasniHHA
pu3nkamu (3aCTocyBaHHS 3MiH(1), aki(a)
B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[04AaTKOBUM JaHVMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbKM BUMaraeTbCs
CYTTEBA OLIiHKA KOMMETEHTHUM OpraHom) -
0HOB/IEHO MnaH ynpasniHHA pu3mkamu, Bepcis 8.0
Yy 3B’A13Ky 3 BUAA/IEHHAM BaXK/IMBOrO
iLeHTNIKOBAHOro pU3nKy 3 NaaHy ynpaBniHa
pvi3vikamu. 3MiHN BHECEHI A0 YacTuH
«Cneundikauis 3 6e3nekn» (mogyni CVII, CVII),
«MnaH 3 dhapmakoHarnagy», «3axoau 3 MiHimizaujii
pu3uKiB», «Pe3toMe nnaHy ynpas/iHHA pusmkamu»
BiANOBIAHO A0 pekomeHAauiin Guideline on good
pharmacovigilance practices (GVP) Module V-Risk
management systems (Rev 2)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa;
AnbTepHaTUBHI
na6opartopii ana
npoBefeHHs
KOHTPO/IHO AKOCTI
(32 BUK/TIOYEHHAM
Mikpo6ionoriuHoi
yncToTn): A eHg
Em Lta6Tect
'm6X, HimeuunHa
HysicaH Mm6X,
HimeuunHa;
AnbTepHaTnBHa
naboparopis Ans
npoBeAeHHs
KOHTPOJIH0 SKOCTI
Mikpob6ionoriyHoi
yucrtotn: Crc
IHCTUTYT
®peseHiyc MM6X,
HimeuuunHa Na6op
NI+C AT,
HimeyunHa
237. MNAHKPEATUH- | Tabnetku, BKpUTI TosapucTs YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7381/01/02
340POB'A 060/10HKOIO, 03 BMPOGHMLITBA, 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma
®POPTE 14000 KMLLKOBOPO3YMHHI, N0 06MexeHo KOHTPO/1b SIKOCTI, Ta hapmakoHarnsagy (iHwi 3mMiHW) - OHOB/IEHHS BXe
10 TabneTok y 10 BUMYCK cepii: 3aTBEPAKEHOIO TEKCTY MapKyBaHHA A/151 yNakoBKu
6nictepi; no 1, abo no Bignosigan ToBapucTBO 3 in bulk: no 1000 a6o no 6000 Ta6seTOK y NakeTi y
2, abo no 5 6nictepis bHICTIO 06MexeHo KOHTeliHepi (BHECEHHS MO3Ha4YeHb OAMHULb
y KOpoo6u;j "®apmaues BiANOBiAa/IbHICTIO BMMIPIOBaHHS, 3 BUKOPUCTaHHSIM NiTEP NaTUHCLKOro
TUYHa "®apmaveBTuyHa andas.iTy, TOL0); BHECEHHS 3MiH [0 pO3Ainy
KOMnaHis KOMnaHis “MapkyBaHHS" MKA J13: 3aTBEpaXeHo:
"3popos'a” "3popos'a", MAPKYBAHHSA BignosigHo A0 3aTBEpKEHOr0
YkpaiHa; BCi TEKCTY MapKyBaHHS, L0 AOAAETLCA.
cragii MAPKYBAHHA woao npogykuii in bulk Tekct
BUMPOGHMLITBA, MapKyBaHHS [,0a€eTbCSA. 3anponoHOBaHO:
KOHTPO/Ib SIKOCTI: MAPKYBAHHSA BignoBigHo o 3aTBEpAKEHOr0
ToBapucTBO 3 TeKCTy MapkyBaHHA. MAPKYBAHHA woao
06MmexXeHo npoAykuii in bulk TekcT MapkyBaHHA [OAAETLCS.
BiANOBIAA/TIbHICTIO OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKu
"®APMEKC nikapcbKoro 3acoby 3 BHECEHHAM iHGhopMaLii Wwoao
rPYN", Ykpaina 3a3HavyeHHs OAVMHULL BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
238. MNAHKPEATUH- | Tabnetku, BKpUTI ToBapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: - UA/11222/01/02
340POB'A 060/10HKOHO, 03 06MEXEHO 3MiHuM | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

®OPTE 14000

KMLLKOBOPO3YWHHI, in
bulk: no 1000 a6o no
6000 TabneTok y
nakeTi y KoHTelHepi

06MeXeHo
0
Bignosigan
bHICTIO
"®apmaues
TUYHA
KOMMNaHis
"3popos'a”

BigNoBiga/IbHICTIO
"®apmaueBTnyHa
KoMnaHis
"3p0pos'a”

Ta chapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS BXe
3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA A/15 yNakoBKu
in bulk: no 1000 a6o no 6000 Ta6/1eTOK y NakeTi y
KOHTelHepi (BHECEHHSI MO3HaYeHb OAVHULIb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCLKOro
andasiTy, TOL0); BHECEHHS 3MiH [0 pO3Ainy
“MapkyBaHHS" MKA J13: 3aTBEepaXeHo:
MAPKYBAHHSA BignosigHo [0 3aTBEpKEHOr0
TEKCTY MapKyBaHHS, L0 AOAAETLCS.
MAPKYBAHHSA wogo npoaykuii in bulk TekcT
MapKyBaHHS [,0a€eTbCsA. 3anponoHOBaHO:
MAPKYBAHHSA BignoBigHo Ao 3aTBEpPAKEHOT0
TeKCTy MapkyBaHHA. MAPKYBAHHA woao
npoaykuii in bulk TekcT MapkyBaHHA [OAAETLCA.
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHGhopMaL,ii Wwoao
3a3HaYeHHs OAUHULL BUMIPOBaHHA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.

239.

MAHTEHON

Tabnetkun no 100 wmr;
no 20 a6o 50, a6o 100
TabneToK y cKisiHoMy
chnakoHi; no 1
(pN1aKkoHy B KAPTOHHIl
nauui

mi6e MmbeX
ApuHaimiTT
efnb

HimeuunH
a

Mibe MTmM6X
ApuHalimiTTens

Himeuunna

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHuW | TMny - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTI/lE-cepTudpikar BignosigHocCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNyYeHHs1 cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans Adl;
[ANs BUXIAHOrO MaTepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; N LONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoB/EeHWI cepTUdiKaT Bif yXe 3aTBEepAXEHOro
BMPOGHMKA -

MoAaHHsA OHOBMIEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkoi thapmakonei ana A®l Dexpanthenol
CEP No. R1-CEP 2006-233-Rev 02 (nonepegHs
Bepcis CEP No. R1-CEP 2006-233-Rev 01) Big,
BXE 3aTBepXeHoro BupobHuka BASF SE.
MpuynHoto oHoBieHHs CEP € fogasaHHA HOBOIO
nakyBa/lbHOro Matepiany 3 nofieTuneHy

6e3
peuyenma

UA/11523/01/01

240.

MANANOP

Kpansi opasibHi no 20
M1y KOHTeliHepi 3
KpanesbHULEro Ta
KpuLikoto; no 1
KOHTelHepy B nauui 3
KapTOHY

TOB
"Epcesb
dapma
YkpaiHa"

Ykpaina

®itochapm KneHka
C.A.

MonbLa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woo 6e3neku/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHM BHECEHI B
TEKCT MapKyBaHHs yNakoBKW NiKapCbKoro 3acoby
LLIOAO 3a3HaYeHHs MKHApPOAHUX NO3HAYeHb
OfMHULLb BUMiPIOBaHHS

6e3
peyenma

UA/13704/01/01

241.

NMAPALEETAMO

CYNo3uTOpIi peKTasIbHI

MAT

YkpaiHa

MAT "MoHchapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis:

6e3

UA/5984/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
n no 0,08 r;no05 "MoHdchapm" 3MiHM | TURy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
Cyno3uTopIiB y CTpuni, Ta hapmakoHarnsagy (iHwi 3miHu) - 3aMiHa po3giny
no 2 CTpunu B nauui 3 “I'padhiuHe odhopMIEHHS YNakoBKW” Ha po3gin
KapTOHY “MapkyBaHHs” B MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3riiHO 3aTBEpPAXEHOro TEKCTY
MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby o0 3a3HaYeHHs
MiXXHapPOAHMX NO3HAaYeHb O4MHULb BUMIPIOBAHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPIAKEHHS
242, MNAPALIETAMO | cynosuTopii pektanbHi NAT YkpaiHa MAT "MoHcbapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/5984/01/02
n no 0,17 r;no 5 "MoHdapm* 3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenma
Cyno3uTopiiB y cTpuni, Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
no 2 CTpunuM B nauui 3 “I'padhiuHe odhopMIEHHS YNakoBKW” Ha Po3Ain
KapTOHY “MapkyBaHHs” B MKA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rifiHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHS.
3MiHV BHECeHi B TEKCT MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby LLo0 3a3HaueHHs
MiXXHapPOAHWX NO3HaYeHb O4MHULb BUMIPIOBAHHS.
BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
243. MAPALEETAMO | cynosuTopii peKkTasibHi MAT Ykpaina MAT "MoHchapm" YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/5984/01/03
n no 0,33r;no5 "MoHdapm" 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
CynosuTopiiB y cTpuni, Ta thapmakoHarnsagy (iHwi 3miHu) - 3amiHa posginy
no 2 cTpunu B nauu;i 3 “I'pachiuHe ochopMAEHHST yNnakoBKW” Ha po34is
KapToHYy “MapkyBaHHA” B MKA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rifiHO 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS ynakoBKu
NikapcbKoro 3acoby LWo0 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb O4UHULb BUMIPIOBaHHS.
BBefeHHS 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
244, MNAPALIETAMO | Ttabnetku wunydi, 500 | ToBapucTs YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/17144/01/01
nconbsn Mr no 2 TabneTtkn y 03 06MeXeHo 3MiHM | TUMY - OHOBJ/IEHHSA TEKCTY MapKyBaHHS peyenma
cTpwuni; no 6 cTpunis y 06MexXeHo BiANOBifa/IbHICTIO YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM
KOpPOOGLii 3 KapTOHY 10 "®bapmaveBTuyHa iHhopMaUii LWoA0 3a3HaYeHHs 0ANHNLb
Bignosigan KOMnaHis BMMIpIOBaHHsA y cucteMi Sl. BHeceHHs 3MiH 10
BHICTIO "3p0pos'a” po3sgainy “MapkysaHHa” MKA J13: 3anponoHosaHo:
"®apmaues MAPKYBAHHA
TMYHa BignosigHo [0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSI.
KOMnaHis

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

"3p0poB'a”

3aTBepKeHHA

245.

NMEKTO/IBAH®
A 31 CMAKOM
nonyHuui

cupon 30 mr/5 mn, no
100 My cKNsiHOMY
hnakoHi; no 1
chnakoHy 3
[103yBasIbHOIO JTOXKKOIO
B nauui

AT
"papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpauiiHoro NocBigYeHHs1) - 3MiHa Ha3BU Ta
agpecwu 3asBHVKa (BBeAeHHS 3MiH NPOTArom 6-Tu
MiCALiB Micna 3aTBEPIKEHHSA); 3MiHK | TUny -
AZMiHICTpaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHsI
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Mikapcbkoro
3aco06y, BKIKYaK4K AinbHAULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPOIO AKOCTI. (AISNIbHICTb,
3a Ky BiZnoBigae BUPOGHUK/iMNOPTEp, BKIKOYAKOUM
BWMYCK Cepiil) - 3MiHa Ha3BM i agpecy BUPOGHMKa
N3 (BBeAeHHS 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS); 3MiHW | TNy - 3MiHK WoA0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby 3 BHECEHHAM iHGhopMaL,ii Wwoao
3a3HayYeHHs OAVHULb BUMIPOBaHHSA Y cuctemi Sl.
3awmiHa po3giny "MapkyBaHHs. BignosigHo go
3aTBEPKEHOro TEKCTY MapKyBaHHA" Ha po3ain
"MapKyBaHHS. 3riHO 3aTBEPIKEHOr0 TEKCTY
MapKyBaHHs" B 3aTBepaxeHnx MKHA N13 (BeeaeHHsA
3MiH NPOTArOM 6-TW MICALB NIiC/1A 3aTBEPIXKEHHS);
3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpPOOHULTBI. 3MiHM Yy mpoueci
BMPOGHMLITBA FOTOBOIO /1iKapCbKoro 3acoby,
BK/THOHAI0UM NPOMiXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHM) - BHECEHHS 3MiH
[0 npouecy BUPOOHULITBA JTiKapCbKOro 3acoby,
30kpema: B p. 3.2.P.3.4. KOHTPO/b KPUTUYHUX
cTagili i npoMixXHOT NpoAykuii B po3aini "Onuc" npu
aHanisi NPMroToBaHoro pPo3ynHy 3asHavyeHHs
iHchopmawii Lwoao cmaky

6e3
peuyenma

UA/17730/01/01

246.

MEHTOKCUN®IN
IH-340POB'A

Tabnetkv no 100 wmr,
no 30 TabneTok y
6nictepi; no 1
6nicTepy y KapTOHHii
kopo6uii; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIlA KOpO6Li

ToBapucTs
03
0bMexeHo
10
signosigan
BHICTIO
"®apmaues
TMYHa
KOMMaHis
"3popoB A"

Ykpaina

ToBapucTBO 3
06MexeHot
BigNOBiga/IbHICTIO
"®apmaveBTnyHa
KOMnNaHis
"3p0poB "

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHK | TUNY - 3MiHK 3 AKOCTi. TOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3akynopoBaibHNIA
3aci6. 3miHa po3mipy ynakoBKv roTOBOro
NikapcbKoro 3acoby (BUTyYeHHSA YNakoBKN NEBHOMO
po3mMipy). BunyueHHs ynakoBku Ne 20 (20 x 1) y
6nicTepi B kopobLj; 3 BiANOBIAHUMI 3MiHAMU Y
po3aini «YnakoBka». 3MiHW BHECEHI B pO34iNn
"YnakoBka" B iHCTPYKL,ilO A1 MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y 3B’A3Ky 3
BW/IYYEHHAM NEBHOTO PO3MIpY YNakoBKK, K

3a
peuyenmom

UA/5524/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HacnifokK - BUTyYeHHS TEKCTY MapKyBaHHS
BiANOBIAHOT yNakoBk1. BBeAEHHS 3MiH NpoTArom 6-
TV MicALIB NicNsa 3aTBEPMAKEHHS.
247. NEPTYCUH cupon, no 50 r a6o no MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/0887/01/01
100 r y chnakoHax; no "®ITOPAP "PITOPAPM" 3MiHu | TMNY - 3MiHK 3 IKOCTi. FoTOBUIA NiKapCbKUi peuyenma
100 ra6o no 200 ry m" 3aci6. Cuctema KoHTeliHep/3akynoproBabHWi
chnakoHax 3 3aci6. 3miHa hopMu abo po3mipy KoHTelHepa yn
KOHTpOMEM MepLUoro 3aKynoproBasibHOro 3acoby (NepBMHHOT ynakoBKM)
BiAKpUTTS; No 200 1y (HecTepusbHI Nikapcbki 3acobw) - BBEAEHHS
hnakoHax 3 [04aTKoBOT ynakoBku no 100 1y dnakoHu CKNsHi, 3
KOHTpOMEM MepLUoro CBIT/103aXMCHOTO CKNa, YKynopeHi Kpuiikamu
BiAKpUTTA; no 1 noniMepHUMM 3 KOHTPOSIEM MEPLLIOTO BigKpUTTS, 63
hnakoHy B nauuj 3MiHUM AKICHOrO Ta KiNibKiCHOro ck/iaZy nakyBaslbHOro
MaTepiany (3aTBepxeHo no 200 ry hnakoHu
CK/15Hi, 3 CBIT/I03aXMCHOrO CK/1a YKyrnopeHi
KpYLLKaMKW NOMIMEPHOT 3 KOHTPO/IEM NEpPLLIOro
BIAKPUTTSA), 3 BiANOBIAHVMY 3MiHAMM Y p.
«YnakoBKa». 3MiHM BHeCeHi B po3in "Ynakoska" B
IHCTPYKLU,iIO 4151 MeANYHOTO 3aCTOCYBaHHS
NikapcbKoro 3acoby Yy 3B"A3Ky 3 BBEAEHHAM
[04aTKoBOT ynakoBku (chnakoHu no 100 r 3
KOHTPONIEM MepLIoro BiAKPUTTSA). BBeAEHHA 3MiH
NpOTSArom 6-Tv MiCSILiB MicNs 3aTBEPKEHHS
248. NME®PPAKE/Ib Kpansi ans CAHYM- HimeuuunH CAHYM-Kenbbek HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/11526/01/01
D5 nepopasibHoOro Ta Kenbbek a M6X i Ko. KI' 3MiHM | TUny - 3MiHK Woa0 6e3nekn/ed)eKTUBHOCTI peyenma
MicLLeBOro m6X i Ko. Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa po3giny
3acTocyBaHHA no 10 K «PAPNYECKOE N3OBEPAXXEHUE YTNMAKOBKW»
My hrnakoHi 3 Ha po3ain «sMAPKYBAHHA» MKA N3:
KpanensHuueto; no 1 3anponoHosaHo: MAPKYBAHHA 3rigHo
(pN1aKkoHy B KApPTOHHIl 3aTBEPAKEHOro TEKCTY MapKyBaHHS. 3MiHWN BHECEHI
naui B TEKCT MapKyBaHHS YNakoBKW NikapcbKkoro 3acoby
LLIOAO 3a3HaYeHHs MKHapOAHUX NO3HAYeHb
OfMHULLb BUMIPIOBaHHS
249. NIMA®PYKOPT® | ma3sb no 15 ry Ty6i; NEO [aHis Temmnep Itania ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4476/01/01
no 1 Ty6i y KapTOHHIiA dapma A/IC C.p.n. 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom

Kopobui

Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo
y3arasisHeHUX JaHux Npo cucTemy
chapmakoHarnsgy (BBeAEHHN y3araslbHeHUX AaHuX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifasIbHOT 3a
3[jicCHeHHs1 hapmakoHariaay (BKIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
(haiina cuctemum chapmakoHarasgy) - amiHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepgakuis: BeHrep Mliogmuna
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
0Cco6u YrNoBHOBaXEHOT 0COOU 3asBHMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
250. NNATOIPIN® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/11433/01/01
060/10HKOI0, MO0 75 Mr, "KYCYM PAPM" 3MiHK | TUNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
no 14 TabneTtok y PAPM"

6nicTepi; no 2 abo no
4 a60o no 6 6nictepis y
KapTOHHI/ ynakosL,i

HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuKa
peecTpauiiHoro NOCBIAYEHHS) - YTOUHEHHS
KOpNopaTMBHOI HAa3BW 3aABHMKA; 3MiHU | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOBGHMKa/iMnopTepa roToBoro ikapCcbKoro
3aco0by, BK/IYaKUM 4inbHNULLI BUNYCKY cepii abo
MicLie NpoBeAEeHHSA KOHTPOSIKO AKOCTI. (LiANbHICTDb,
3a SKy BiAnNoBifae BUPOOHMK/IMIOPTEpP, BKIOYAOUM
BWMYCK Cepiii) - yTOUHEHHS KOPNOpaTMBHOI Ha3Bu
BMPOGHMKa (BNIACHUKOM peecTpaL,iiHoro
NOCBIAYEHHS 3aMLLAETLCA OAHA | Ta cama
topuamnyHa ocoba) srigHo Ceptudpikaty GMP
016/2017/ GMP Big, 26.04.2017 Ta JliueHsii Ha
BMPOGHMLTBO cepis AB Ne598054, BuaaHuii
OEePXNIKCNYXO010 YKpaiHW. 3MiHWN BHECEHI B TEKCT
MapKyBaHHS ynakoBok J13 o0 Ha3By BUPOGHUKA
(BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB nicns
3aTBEPLKEHHS); 3MiHU | TUNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - 3MiHK 00 po34iny MapkyBaHHs BignoBigHO
Cy4acHuX BUMOT LLOA0 OPOPM/IEHHS pPO3ainy
METO/IB KOHTPOSIO AKOCTi. OHOBNEHHA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHthopMmalii LLoAO 3a3HaYEHHS OAUHULbB
BMMIpIOBaHHA y cucteMi Sl (BBefeHHsA 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAKEHHS); 3MiHU
| TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6.
KOHTposb roToBOro Nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPOGYBaHHS rOTOBOrO /liKapCbKoro
3aco06y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(BK/IHOHAKOUM 3aMiHY @60 JONOBHEHHS)) - 3MiHW Y
MeTofax BUNpobyBaHHsA Ansa TecTy "CynpoBigHi
OOMILLKK" y 3B 13Ky 3 ONTUMI3aLiEd METOANKN
BMKOHaHHS, a came [oAaBaHHA po3unHy nnauebo 3
METOI BUK/IOUEHHSA MikiB HA XpoMaTorpami
BMNPOOYBAHOro PO34MHY, LLIO XapaKTepHi 415
KOMMOHEHTIB nnaue6o, i3 3aranbHOi Cymy JOMILLIOK,
LL{0 B CBOIO Yepry, NigTBEpAKYETHCA 3a/10BiNIbHUMM




147

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
pesynbTatamu 3 Basligauii, a Takox 3MeHLIeHa
KINbKICTb iHXEKLi BUNpo6yBaHOro po3yunHy; 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHS rOTOBOrO /iKapCbKoro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX MeToAax
BMNPO6YBaHHS) - 3MiHM Y MeToAax BUMPOOYyBaHHSA
Ans Tecty "KifbkicHe BU3HAUYEHHNA" Y 3B A3KY 3
onTuMi3auieto yMoB xpomaTorpadysaHHs, a came
3MEHLLIEHA KiNbKICTb iHXeKLili BUNIpobyBaHOro
PO34MHY
251. MNALUEHTA PO34MH NS iH'EKLiA, Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/2465/01/01
KOMMNO3UTYM no 2,2 M1 B amnyni; Xalinbmitre a XaiinbMmiTTens 3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
no 5 amnyny Nb Xeesnb Xeenb M'M6X Ta hapmakoHarnsagy (iHWi 3mMiHW) - BHECEHHS 3MiH
KOHTYPHIll YapyHKOBIi M6X [0 posginy “MapkyBaHHs" B MKA N13;
ynakosui; no 1 a6o no 3anpornoHoeaHo: MAPKYBAHHSA BignosigHo no
2, a6o no 20 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOB/IEHHSA
KOHTYPHUX TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro 3acoby 3
YapyHKOBUX YNaKkoBOK BHECEHHAM iH(hopMaLyii LWOAO 3a3HaYeHHS O4UHULb
B KOPOOLLi 3 KAPTOHY BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
NpoTArom 6-Tn MiCALB MiCNs 3aTBEPAKEHHS
252. MNPErA4ON Kancynu no 75 mr no My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/16387/01/01
10 kancyn y 6nicTepi; akuioHepHe akuioHepHe 3MiHKM | TURYy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peuenmom
no 1, 3a6o 6 TOBapnCTBO TOBapucTBO Ta hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
6nicTepiB y nauui "HaykoBo- "HaykoBo- 00 po3ainy «MapkyBaHHsA» B MKA N13:
BMPOBHUYM BMPOGHUYNIA 3anponoHoBaHo: BianoBigHO 40 3aTBEPAKEHOIO
7 LeHTp LeHTp TekcTy MapkyBaHHSA OHOBJIEHHS TEKCTY
"BopLuarisc "BopLuariBcbKuii MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
bKWIA XiMiko- Ximiko- BHECEHHSAM iH(hopMmalLii LLOAO 3a3HAYEHHS OAUHULb
hapmaueBT hapmaueBTUYHUI BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
NYHWIA 3asog” NPOTArOM 6-TW MIiCALLIB NicNsa 3aTBEPMAKEHHS
3asof”
253. MNPErA4ON Kancynu no 150 mr no My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 3a UA/16387/01/02
10 kancyn y 6nictepi; akujioHepHe akujioHepHe 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
no 1, 3a6o 6 TOBapuCTBO TOBapucTBo Ta (hapmakoHarnsgy (iHwWi 3mMiHW) - BHECEHHS 3MiH
6nicTepiB y nauui "HaykoBo- "HaykoBo- [0 po3giny «MapkyBaHHs» B MKA N3:
BMPOBHUYN BMPOGHNYNIA 3anponoHoBaHo: BiagnosigHo fo 3aTBEpmKeHOro
7 LeHTp LEeHTp TekcTy MapkyBaHH OHOB/IEHHSA TEKCTY
"BopLuarisc "BopLiariBcbKuii MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby 3
bKUIA XiMiKO- XiMmiKo- BHECEHHSM iHchopMmaLii LLoA0 3a3HaYEHHS OAUHULbB
hapmauesT hapmaLeBTUYHNI BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NYHNIA 3aBog" NpoTArom 6-Tn MicALB NicNs 3aTBEpPAXEHHS
3asog"
254. NPEAN3NH® TabneTtku BAT YropwmHa BAT "leneoH YropuwHa/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/11298/01/01
NPOJIOHIOBaHOT Ajl, "l'epeoH PixTep", PymyHis/ 3MiHK | TNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peuenmom
BKPUTi NNiBKOBOO Pixtep" YropLumHa Monbwa Ta papmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA




148

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
o6onoHkoto, no 35 wr; (Bunyck cepii); TEKCTYy MapKyBaHHS yNakoBKU/ NiKapCcbKoro 3acoby 3
no 10 TabneTtok y 'epeoH Pixtep BHECEHHSAM iHhopMaLii LWoA0 3a3HAYEHHS OANHULb
6nicTepi; no 6 PymyHia A.T., BMMIipIOBaHHA Y cuctemi Sl. BHeceHHs 3miH Ao
6nicTepiB y KAPTOHHIl PymyHis po3giny “MapkyBaHHs” MKA 13": 3anponoHoBaHo:
KopooLi (KOHTPO/Ib SIKOCTI, MapkyBaHHS. 3riiHO 3aTBEPAKEHOr0 TEKCTY
[03BiN Ha BUMYCK MapKyBaHHS. TepMiH BBELleHHS 3MiH: MPOTAroM 6
cepii; MicSLiB Nicns 3aTBEpPAYKEHHS
BUPOOHULTBO
Hepo3sdacoBaHor
0 NPOAYKTY,
nepBuHHA
ynakoBka,
BTOPVHHA
ynakoska); TOB
"l'epeoH PixTep
Monbia”,
MonbLa
(KOHTpOAb AKOCTI,
[103BiN Ha BUMNYCK
cepir;
BVPOGHMLTBO
Hepo3acoBaHor
0 NPOAYKTY,
nepBuHHA
ynakoBka,
BTOPVHHA
ynakoBkKa)
255, MAPEAHI3ONOH | kpucTaniyHwii TOB "TK YkpaiHa XeHbaHb Jlixya KnTaii BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/14467/01/01
Y HATPIKO nopoLUoK (cybcTaHLis) "ABpopa" dapmacbloTikan 3MiHW | TUMNY - BHECEHHSI KOpEeryBaHHs B ONuC p.
DPOCDPAT y NoABiliHNX Ko., NTa4. «YnakoBku». Martepian nepBMHHOI YNakoBKu He
nonieTnIeHoBuUx 3MiHMBCS; 3anpPONOHOBAHO:
MillKax ans YnakoBka. Y noABiliHUX NOIIETUNEHOBKX MiLLKax,
thapmavLeBTUYHOro BK/1aAEHNX B a/IIOMIHIEBUIN KOHTEHEp Ta
3acTocyBaHHS nomilleHnx y cpibpoBuii 6apabaH. Ha 6apabaH
HaknerTb eTUKeTKy. O6'eM yNnakoBKN MOXe
3MiHIOBATUCS B 3aU1€XHOCTI Bif BUMOr 3asBHUKA
256. MPEAHIKAPB- masb no 15 r y Tybax MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/6024/01/01
AAPHULA Ne 1 "®apmates "®GapmMaLeBTUYHa 3MiHU | TUny - 3MiHK 3 AKocTi. A®l. CTabinbHICTb. peuyenmom
TMYHa ipma "JapHuus” 3MiHa nepiogy NOBTOPHKX BUNPOOYBaHb/Nepioay
hipma 36epiraHHa abo yMoB 36epiraHHs Ad®l (3a
"AapHnus” BiICYTHOCTI Y 3aTBEPP)KEHOMY [OCbE cepTudikara

BigMNOBigHOCTI €Bponelickbkili hapmakonel, Wwo
BK/IOUA€E Mnepiog MOBTOPHOrO BUNPOGYBaHHS) (iHLLi
3MiHN) — Ha3By po3Ziny «TepMmiH NnpuaaTHoCT» A

Ad| CeyoBrHa 3MiHEHO Ha «TepMiH
NEepPEKOHTPOSI0», NPY LIbOMY TEPMiHK
nepekoHTposno APl 3anuweHo 6e3 3miH; 3MiHu |
TMny - 3MiHK 3 AKocTi. A®Il. KoHTposb AdI. 3miHa y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

napameTpax crneuudikauiii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHux y cneumadikauisax Ha A®l, abo
BUXIAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Yy Mpoueci BuUpobHuutea AdI
(iHLWi 3MiHM) — pefakuiiiHi 3MiHM Ao cneumdikauii
ona A®l CeyoBuHa 3a nokasHMKamu:
«lpeHTudikalis», «/1IyXHICTb», NOKa3HUK
«MikpobionoriyHa yncToTa» nNpusBeseHo y
BiANOBIAHICTb A0 BUMOr EP 2.6.12, 5.1.4; 3miHK |
Tmny - 3MiHK 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA APl abo BUXIgHOIO
marepiany/npomikKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/IHOYa0OUN
3amiHy abo JonoBHeHHs) Ad| abo
BMWXi4HOro/MPOMiXXHOro NPoAyKTy) — pefakLiiHi
3MiHM 40 MeToAMK BUNpobyBaHHA ana Adl
CeyoBuHa 3a NokasHukamu: «lgeHTundikauis»,
«AMOHil0 coni», MokasHrK «MikpobionoriyHa
yncToTa» NPUBELEHO Y BIAMNOBIAHICTL A0 BUMOT EP
2.6.12, 5.1.4; 3miHn | TMny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHS
A®I ab0 BuxigHOro matepiasy/npomMixHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWwi 3MiHM y meTogax
BMNPO6YBaHHsA (BK/IOYaKOUYM 3aMiHy abo
[0MNoBHEHHs) AD| abo BYXiAHOro/NPOMKHOrO
NpPOAYKTY) — 3MiHM 0 METOZiB KOHTposto Ad|
MpefHi3010HY 3a NokasHUKamu: - «laeHTudikais»,
«CynpoBigHi AOMiLLKM», Ta «KifbkicHe
BM3HAYEHHS» - BHECEHI peAakLiliHi npaBku; -
«3aNnLLKOBa KiNbKICTb OpraHiyHNX PO3YNHHUKIB,
Ans Bnpo6Huka Tianjin Tianyao Pharmaceuticals
Co., Ltd., HopmyBaHHA Ta MeTOAVKa NPOBEAEHHS
BUNPOOBYBaHHSA 3anuLleHi 6e3 3MiH, BHECeHi
pejakuiini npaeku; ansa BupobHuka Henan Lihua
Pharmaceutical Co., Ltd., BBegeHo meToauky
BW3HAYEHHS OpraHiYHUX PO3UYMHHWKIB 3
HOPMYBaHHAM «MeTaHos He Ginbe 700 ppm,
MeTueHx10pray He 6inble 600 ppm»;
«MikpobionoriyHa yncToTa» nNpuBeseHo y
BiAnoBigHICTb Ao BMMor EP 2.6.12, 5.1.4; cynyTHsa
3MiHa: 3MiHM 3 sKocTi. A®Il. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo fonycTUMmx
MeX, BU3Ha4YeHuX y cneumdikauiax Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHwWi 3miHW); 3MiHK | TUNY - 3MiHK 3 SKOCTi. FoTOBWMIA
NiKkapcbkuii 3aci6. KOHTpob roTOBOro NlikapcbKoro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

257.

NMPEAHITON®

3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapcbkoro 3acoby
(iHWi 3miHW) — cneumdikaLito Ta MeToANKN
BMNpo6yBaHHS /13 3a nokasH1kamMm
«MikpobionoriyHa yncToTa» nNpusBeseHo y
BignoBiAHICTb Ao BuMor EP 2.6.12, 2.6.13, 5.1.4;
CyNyTHS 3MiHa: 3MiHW 3 AKOCTIi. [OTOBWIA NiKapCbKuiA
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y meToax BMNpPO6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPO6YBaHHS); 3MiHu |l
Tuny - 3miHu 3 akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHUKA BUXiAHOro/NpoOMKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
(BKTrovatoun, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpONI0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(BBEAEHHS HOBOIO
BMPOGHMKa A®| 3 HaaHHAM MacTep-thaiina Ha
A®I) — BBEfilEHHSI HOBOTO BMPO6HMKa AdDI
MpepgHizonoHy Henan Lihua Pharmaceutical Co.,
Ltd., China 3 HagaHHsAM MacTep-chaiiny Ha AdI
Version No.: 04EP1801056-AP go Bxe
3aTBepaxeHoro BupobHuka Tianjin Tianyao
Pharmaceuticals Co., Ltd., BBegeHO TepMiH
nepekoHTponto 5 pokis ana Adl Big
3anponoHOBaHOro BUPOGHMKa

XupHa masb, 0,25%
no 10 r, a6o 30 r, abo
50 ry Ty6i; no 1 Ty6i B
KapTOHHI nayw,i

TOB "MIBE
YKPAIHA"

YkpaiHa

Mibe MTmM6X
ApuHaiimiTTens

Himeuunna

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHa 3asiBHMKa (B/1acHMKa peecTpaLiiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460); 3miHu | TUNY - 3MiHK WOA0
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHEeHUX JaHuX Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3araslbHeHVX gaHux npo cucremy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHuKa
[Ons 3jiicHeHHs dhapMakoHarnsay B YKpaiHi, Ko
BOHa BifjMiHHa Bif, yNIOBHOBa)XEHOT 0cO6MU,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-dhaiina cuctemm
hapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0co6U

3asBHVIKa, BifnoBigasibHOT 3a hapmakoHarnsag.

[itova peakuis: Petra Gerecke. NponoHoBaHa

3a
peyenmom

UA/10283/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
pegpakuisi: Heuaii Mapis MNasniBHa. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOi 0cobm
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsg,
3MiHa Micusa 34iliCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmMakoHarnagy. 3mMiHa MicLLe3HaxomKeHHS
MacTep-tpaina Ta 1ioro Homepa
258. NPUMONIOT- Tabnetkv no 5 mr; no Baiiep Al HimeyuunH Baiiep Baiimap HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3057/01/01
HOP 15 TabneTok y a Mv6X i Ko. KI 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuenmom
6nicTepi; no 2 Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
6nicTepy y KapTOHHIl 0o po3giny “MapkyBaHHs" MKA N13;
naui 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBepAXeHOoro Tekcty MapkyBaHHSA. OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEHHS OANHULD
BMMIpIOBaHHS y cuctemi Sl. BBeAeHHS 3MiH
NPOTAroM 6 MiCcALiB Micns 3aTBEPIKEHHS
259. NnPOrMHOPM Kancynm m sk no 200 3AT Nntoscbka | JIABOPATOPIOC IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15254/01/01
FECTA Mmr no 15 kancyn "®apmnira” | Pecny6nik JIEOH ®dAPMA 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenmom
M SIKUX y 6nicTepi; no a C.A. Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
2 6nictepu y nayu, [0 po3giny «MapkysaHHs» B MKA N3:
3anporoHoBaHo: 3rigHO 3aTBEPAKEHOIO TEKCTY
MapKyBaHHS1. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
iHdhopMaLiT LWoA0 3a3HaYeHHS OAMHULb
BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NpOTArom 6-Tu MicALB NiCNa 3aTBEPAXEHHSA
260. MNPOr’MHOPM Kancynm m siki no 100 3AT NntoBcbka | JIABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15254/01/02
FECTA Mr o 15 kancyn "®apmnira” | Pecny6nik NNEOH ®APMA 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuenmom
M SIKUX y 6nictepi; no a C.A. Ta hapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH
2 6nictepu y navu,i [0 po3giny «MapkyBaHHs» B MKA N13:
3anponoHOBaHoO: 3rifHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS
YNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
iH(hopMaUiT LLoA0 3a3HAYEHHS OANHULb
BMMIpPIOBaHHSA y cuctemi Sl. BBefieHHs 3MiH
NpoTArom 6-Tu MiCALB MicNs 3aTBEPMAKEHHS
261. NMPOr’MHOPM Kancynu m siki no 100 3AT Nutoscbka | JTABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15255/01/01
OoBO Mr no 15 kancyn "®apmnira” Pecny6nik JNEOH ®APMA 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
M'SKMX y bricTepi; no a C.A. Ta dpapmakoHarnsgy (iHwi 3MiHU) - OHOBJIEHHSA

2 6nictepun y nayui

TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
BHECEHHAM iHthopmalii LWOAO 3a3HAYEHHS O4UHULD
BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH Ao
po3sginy «MapkysaHHs» B MKA N13:
3anponoHOBaHO: 3rifHO 3aTBEP)KEHOrO TEKCTY
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MapKyBaHHs. BBeeHHS 3MiH MPOTAroM 6-X MicsuiB
nicns 3aTBepaKeHHs
262. NMPOrMHOPM Kancysm m ki no 200 3AT NutoBcbka | JTABOPATOPIOC Icnanis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/15255/01/02
oBO Mr o 15 kancyn "®apmnira” | Pecny6nik NNEOH ®APMA 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
M'AKuX y 6aicTepi; no a C.A. Ta thapmakoHarnsgy (iHWi 3mMiHW) - OHOBJIEHHS
2 6nictepu y nayu,i TEKCTY MapKyBaHHS YNakoBKW NiKkapCbKOro 3acoby 3
BHECEHHAM iHdhopMaLii LWoA0 3a3Ha4YeHHs OANHULb
BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 10
po3giny «MapkyBaHHs» B MKA N13:
3anponoHoOBaHoO: 3rifHO 3aTBEPAXXEHOro TEKCTY
MapKyBaHHs. BBeeHHs1 3MiH NPOTAroM 6-x micsuiB
nicns 3aTBepmAkKeHHs
263. MPOKCIYM® TabneTku, BKpUTI NMPO®APM ManbTta Na6opaTopioc IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/13996/01/01
060/10HKOIO, A HopmoH C.A. 3MiHW | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHs peyenmom
KMLLKOBOPO34MHHIi, N0 IHTepHeLH YNaKoBKM NIKapCbKOro 3acoby 3 BHECEHHAM
40 mr no 8 TabneTtoky | n TpeiguHr iH(hopMaUiT LLoA0 3a3HAYEeHHS OAVNHULb
6nicTepi; no 4 Nimiten BMMIipIOBaHHA Y cuctemi Sl. BHeCeHHs 3MiH Ao
61icTepun y KapTOHHIl po3ainy “MapkyBaHHs” MKA 13. 3anponoHoBaHo:
nauui MapkyBaHHs.BignoBigHO A0 3aTBEPAKEHOro TEKCTY
MapKyBaHHS. TepMiH BBEEHHA 3MiH NPOTAroMm 6
MiCALB Nic/a 3aTBepAKEHHS
264. MPOKCIYM® nopoLok ans posdnHy | NPOD®APM ManbTa Na6opaTtopioc IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/13996/02/01
ANs iH ek no 40 wmr, A HopwmoH C.A. 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
no 1 dprakoHy y IHTEepHeLUH Ta chapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
KapTOHHIN nayui n TpeguHr 0o po3ainy “MapkyBaHHs” MKA N13;
Nimiten 3anponoHosaHo: MapkyBaHHs. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS O4UHUL
BMMIpIOBaHHS y cuctemi Sl. BBeeHHS 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPKEHHS
265. NMPOKTAH® masb no 30 ry Ty6i, TOB Ykpaina MAT "X®3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 6e3 UA/12464/01/01
no 1 Ty6i B nauui 3 "dapma "UepBoHa 3ipka", 3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii peyenma
KapToOHY Nang" Ykpaina 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
(BUPOGHMLTBO i 3MiHa y MeTogax BUNpobyBaHHS rOTOBOrO
nepBUHHE nikapcbKoro 3acoby (He3HayHa 3MiHa y
nakyBaHHs1, 3aTBEpXEHNX MeToAax BUNPOOYBaHHS) - 3MiHa Y
BK/IIOHa0UM MEeTOANL KiIbKICHOTO BU3HAYEHHS
KOHTPO/Ib SKOCTI); cynbghaHinamigy, a came B npoueaypi
TOB "®APMA npo6oniAroToBKM BUNPOGYBaHOIro PO34MHY.
NAN®", YkpaiHa [ofaTkoBO BHOCATLCS pefakuiviHi npaBku 40
(BTOpuHHE MeTOAVKN BUNPOGYBaHHSA

nakyBaHHS i
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BignoBiganbHWi
3a BUNyCK cepii)
266. NMPOKTAH® masb o 30 ry Ty6i, TOB YkpaiHa MAT "X®3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/12464/01/01
no 1 Ty6i B nauui 3 "papma "UepBoHa 3ipka”, 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
KapToHy Nangp" Ykpaina Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
(BMPOBHMLTBO i [0 po3giny “MapkyBaHHs" MKA N3:
nepBuHHe 3anpornoHoBaHo: 12. MapkyBaHHs. 3rifHO
nakyBaHHs1, 3aTBEPXEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS
BK/IIOHA0UM TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro 3acoby 3
KOHTPO/b AKOCTI); BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHsA OAMHULb
TOB "dAPMA BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
NAV®", Ykpaina NpoTArom 6-Tn MiCALB MiCNA 3aTBEPAKEHHS
(BTOpuHHE
nakyBaHHS i
BiANOBIAabHNI
3a BMNyck cepii)
267. nPOMO®OIn emMynbCia ana iHdysiii, [oHr Kyk Kopes [JoHr Kyk Kopes BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/7499/01/01
OAPMIOHIOH 10 mr/mn no 20 mn B dapmacbioT dapmacbroTika 3MiHKM | TURYy - 3aMiHa po3gainy «padiyHe peuyenmom
amnynax Ne 5 ikan Ko., Ko., NT4. OPOpMIEHHS YNAKOBKM» Ha po3ain «MapKyBaHHs»
nra. y MKA N13: 3anponoHoBaHo: MAPKYBAHHA.
BignoBsigHo [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHSI.
OHOBJIEHHSA TEKCTY MapKyBaHHS yNakoBKu/
niKapcbKoro 3acoby 3 BHeCEeHHAM iHthopmalii Wwoao
3a3HayeHHs OAVHVLb BUMIPIOBAHHSA Y cucTemi Sl;
3MiHM | TUNY - 3MiHA KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M YyNoBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
268. MPOTA®AH® cycneHsisa gns A/T HoBo [aHis BMPOGHUK [Oanisa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12613/01/01
HM NEH®IN® iH eKuiid, 100 MO/mn Hopgaick Hepo3dacoBaHor dpaHuis/ 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
no 3 My KapTpuaxi; 0 MPOAYKTY, Bpasunis Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo
no 5 kaTpuaxis y HanoBHEHHS B y3arasisHeHUX JaHnx Npo cucTemy
KapTOHHI KOpo6Li MeHpin®, thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
nepBuHHA npo cucTemy dpapmakoHarnsgy, 3mMiHa
ynakoBKa, YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
KOHTPO/b SKOCTI 3pjiicHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
Ta thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
BiANOBIgabHNI thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
3a BUMyCK cepili Bifl yNOBHOB&aXXeHOI 0cobMu, BigNoBifasIbHOT 3a
KIHL,EBOTrO 3[jicCHeHHs1 hapmMakoHariaay (BKIYatum

npoaykty: AIT
Hoso Hopgick,
[JaHis;; BUpobHUK
npoaykuii 3a
MOBHUM LIMK/TOM:
Hoso Hopgick
IpoAoKCHLOH
CAC, ®paHujs;
BUPOGHMK ANsi

KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigasIbHOT
3a 34iliCHEHHA dhapmakoHarnsgy B YkpaiHi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsi0o4YeHHs

MapKyBaHHs Ta
yNaKkoBKM
MeHin®,

BTOPVHHOIO

nakyBaHHs: A/T

HoBso Hopgick,

[aHisi; BUpo6HUK

Hepo3acoBaHo!
npoAyKuii,
nepBMHHa Ta
BTOPVHHA
ynakoska: HoBo
Hopgaick
MNpoaykao
dapmaceyTika go

Bpasinb NITga.,

Bpasunis

269.

NCI-CTABIN
CNAr. NMEKA

Kpanni opasibHi no 30
M, no 50 mny
chnakoHi; no 1
(pN1akoHy B KAPTOHHIl
ynaxoBLi

MEKAHA
Hatypxaiin
bMITTENb
m6X

HimeuunH
a

MEKAHA
Hatypxaiinbmitre
nb TM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnagy (BBefeHHs y3ara/lbHeHUX faHux
npo cuctemy thapmakoHarnsagy, smiHa
YNOBHOBaXXEHOI 0CO6M, BignoBigaibHOI 3a
3[iicHeHHA hapMakoHarniAay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOI 3a
3[jicHeHHs1 hapMakoHarnaay (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - amiHa
KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi.
MponoHoBaHa pepakuis: Cyxix IpuHa. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
YNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOT
3a thapmakoHarniag B YKpaini; 3miHu Il Tuny - 3miHu
woao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsay.
3MiHN Y KOPOTKili XapakTepucTyL, NlikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeZIMYHOro 3aCTOCYBaHHSA Y 3B’S3KY i3 HOBMMMU
OaHUMK 3 KOCTI, AOKAIHIYHUMM, KiHIYHUMKN
JaHVMK Ta faHnumuy 3 chapmakoHarnagy -
3aTBEPLPKEHHSA TEKCTY IHCTPYKUii A1 MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby Ta TekcTy
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ao
PeecTpauiiiHoro nocsigueHHsi Ne UA/13595/01/01,
3aTBepaxeHoro Hakasom MO3 Big 09.04.2020 Ne

6e3
peyenma

UA/13595/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
824. IHchopmavis, BUkNageHa B IHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA NMiKapCbKoro 3acoby,
BignoBigae marepiasiaMm peecTpauiiHoro 4ocbe
270. NYNbMIKOPT NMopoLoK AN ACTPA3EH LWBewis AcTpa3eHeka Ab Lseuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5552/02/01
TYPBYXANEP iHransuii, 100 EKA Ab 3MiHKM | TURy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuenmom
MKr/go3a no 200 fosy Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
naacTMKkoBomy 0o po3ainy «MapkyBaHHA» MKA /13 :
iHransTopi, no 1 3anponoHoBaHo: MapkyBaHHsS 3rifHO
iHransTopy B 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
KapTOHHI Kopobui 3aTBepKeHHA albTepHaTUBHOMO TEKCTY
MapKyBaHHS1 YNakoBKY /likapCbKoro 3acoby i3
3a3Ha4YeHHsAM MKHapOAHUX MO3HAaYeHb OAUHULIb
BMMIpIOBaHHA. BBeEeHHS 3MiH NpoTAroM 6 micAauis
nicns 3aTBepaKeHHs
271. PEFYIOH® TabneTkn, BKPUTI BAT YropwmHa BAT "leneoH YropwmHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7293/01/01
obonoHkoto, 0,15 "TeneoH PixTep" 3MiHVW | TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS peyernmom
mr/0,03 mr, no 21 Pixtep" yNakoBKM MiKapCbKOro 3acoby LoA0 3a3HauYeHHs
Tabnetyi y 6nictepi, MiKHapOAHMNX MO3HAYEHb OAMHULL BUMIPIOBAHHS.
no 1 a6o no 3 3amiHa rpacdivyHoro ohopMIEHHSA NepBUHHOI Ta
6nicTepy B KAPTOHHIiA BTOPUHHOI YNaKoOBOK Ha TEKCT MapKyBaHHS
ynakoBLUi YNakoBOK 3 BigNoBigHNMM 3MiHaMK 4,0 pO34iniB
MKSA N3 (po3gin «[Ipaduryeckoe ocopmnieHne
ynakoBku»(CooTBeTCTBYET NpeAcTaB/ieHHOMY
rpacmyeckomy n306padkeHno ynakoBKu) 3aMiHeHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEPAKEHOrO
TEKCTY MapKyBaHHs)). TepMiH BBEAEHHS 3MiH:
NpoTSArom 6 MicsiLiB Micnsi 3aTBEPAKEHHSI
272. PEHIANIH Tabnetku, no 10 TOB YkpaiHa 3AT CaHTOHika NutBa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/17860/01/01
Tabnetok y 6nictepi; "Martepia 3MiHV | TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS peyenma
no 2 6nictepn y Megauka- YNakoBKM /1iKapCbKOro 3acoby o0 3a3HaYeHHs
KapTOHHI Kopo6Lyi YKpaiHa" MDKHapPOAHMX NO3HAYeHb OAMHULb BUMIpPIOBaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBEPAKEHHSA
273. PECTPYKTA PO34MH ANS iH'eKLit Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4245/01/01
nrPo no 2,0 ma B amnyni; Xannbmitte a Xannemitrenb 3MiHM | TUMY - BHECEHHS 3MiH A0 pPO34iny peyenmom
IH'€EKLIOHE C no 5 amnyny Nb Xeesb Xeenb M'M6X “MapkyBaHHs” B MKA J13; 3anponoHoBaHo:
KOHTYPHIli YapyHKOBIi 6X MAPKYBAHH$. BignoBigHO A0 3aTBEPKEHOIO

ynakosui; no 1 a6o no
2, a6o no 10
KOHTYPHMX
YapyHKOBUX YNaKkoBOK
y KOpo6Lj 3 KapTOHY

TEKCTy MapkyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEHHS OANHUL
BMMIpPIOBaHHS y cuctemi Sl. BBefeHHs 3MiH
NpoTArom 6-Tu MicALiB Nicns 3aTBEpPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
274. CAHIEPA PO3UUMH ANS iH EKLIN, TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/14282/01/01
100 mr/mMmn no 5 mn Papm” dapm” 3MiHK | TUNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peuenmom
abo no 10 mn B Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
amnyni; no 5 amnyn y TEKCTY MapKyBaHHS yrakoBKW flikapCbKoro 3acoby 3
KOHTYPHIli YapyHKOBIi BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEeHHS OAMHUL
ynakosui; no 1 BMMIiptOBaHHA y cuctemi Sl. TepmiH BBE,EHHS 3MiH
KOHTYPHIli YapyHKOBIi npoTArom 6 micsLiB nicns 3aTBepaKeHHs
ynakosLi B naydi; no
10 mn y donakoHi; no 5
h/1aKOHIB y KOHTYpHIlA
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLji B
naJui; no 10 mn y
donakoHi; no 1
h1akoHy Y KOMMEKTI
3 1 KOHTeliHepOM
po3umnHHuKa (Hatpito
xnopug-CorntoseH, 9
mr/mn, no 100 mn) y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B mayLi
275. CEHWN NNCTA NNCTA Ta naoau, no MpAT YkpaiHa MpAT "Niktpasn” Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/2472/01/01
TA nnogn 50 r y naykax 3 "NikTpasn" 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuyenma
BHYTPILLHIM NakeTomM; Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
no 2,0 ry cinbtp- 00 po3gainy “MapkyBaHHs” B MKA /13:
nakeTi; no 20 qinbTp- 3anponoHoBaHo: MAPKYBAHHSA Y BignosigHoCTi 3
nakeTiB y nayui abo y 3aTBEPMAKEHUM TEKCTOM MapKyBaHHS. 3MiHU
nayui 3 BHYTPILLHIM BHECEHi B TEKCT MapKyBaHHS YNakoBKW NikapCbKoro
naketom; no 2,0 ry 3aco0y LWoA0 3a3Ha4YeHHA MiXXHAPOAHMX NO3HAaYeHb
hinbTp-nakeTi B OAVHULb BMMIpIOBaHHS. BBEAEHHS 3MiH NpOTArom
iHAMBIAyaIbHOMY 6-Tn MicALiB NicNsA 3aTBepPAKEHHSA
nakeTuky; no 20
hinbTp-nakeTiB y
nayui
276. CEPTAKOHA3 necapii no 300 mr Nel MAT YkpaiHa MAT "MoHcpapm" Ykpaina BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/16173/01/01
on y cTpunax "MoHdpapm" 3MiHM | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peuyenmom

Ta (hapmakoHarnsgy (iHwi 3mMiHW) - BHECEHHS 3MiH
[0 po3ainy «MapkysaHHs» MKA N3:
3anponoHoBaHo: MapkyBaHHS. 3rifHo

3aTBEPAKEHOr0 TEKCTY MapkyBaHHS. 3MiHU BHECEH

B TEKCT MapKyBaHHS YNakoBKW MiKapCbKOro 3acoby

LLIOA0 3a3HaYeHHSI MDKHapOAHMX NO3HaYeHb
OAMHULIb BUMIPIOBAHHS. BBEEHHSA 3MiH MPOTArOM
6-TV MicALiB NiCNA 3aTBEPLYKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
277. CUNIBOP 35 TabneTku, BKpUTI ToBapucTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/5114/01/01
NAiBKOBOO 03 BMPOBHULTBA, 3MiHK | TUNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI peuyenma
060n0HkKot0, No 35 wmr, obMexeHo KOHTPO/Ib SIKOCTI, Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
no 10 TabneTtoK y 0 BUMYCK cepii: TEKCTY MapKyBaHHS yrakoBKW flikapCbKoro 3acoby 3
6nictepi; no 3 Bignosigan ToBapucTBO 3 BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEeHHS OAMHUL
6nicTepy y KapTOHHIl BHICTIO 06MexeHo BMMIpIOBaHHA Y cuctemi Sl. BHeceHHs 3miH Ao
Kopobui "®apmaues BiANOBIAA/TbHICTIO po3gainy “MapkyBaHHa” MKS /13: 3anponoHoBaHo:
TUYHa "®apmaueBTnyHa MAPKYBAHHSA BignosigHo [0 3aTBEpKEHOr0
KOMnaHis KoMnaHis TEKCTYy MapKyBaHHs. BBefeHHs 3MiH npoTsarom 6-u
"3popos'a” "3popos'a”, MicSLiB Nicns 3aTBEpPAYKEHHS
YKpaiHa; BCi
cragii
BMPOGHMLITBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3
0bMeXeHoto
BiANoBiga/IbHICTIO
"®apmekc Mpyn",
YKpaiHa
278. CUNIBOP 35 TabneTku, BKpUTI TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: - UA/14692/01/01
N/1iBKOBOIO 03 06MexeHo 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
060n0HkKot0, No 35 Mr 06MexeHo BiANOBifa/IbHICTIO Ta tpapmakoHarnsgy (iHwi 3mMiHW) - OHOBJIEHHS
in bulk Ne 1000, Ne 10 "®apmMaueBTNYHa TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
10000 y nakeTi Bignosigan KoMnaHis BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
bHICTIO "3p0pos'a” BUMIpIOBaHHsA y cucteMi Sl. OHOB/IEHHA BXe
"®apmaLes 3aTBEPKEHOr0 TEKCTY MapKyBaHHS y nakeTi
TUYHa nonieTuneHoBoMy (BHECEHHS MO3HaYeHb OAVHULLb
KomnaHis BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCbKOro
"3po0poB'a” andasiTy, TOLLO); BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHo [0 3aTBepaKeHOoro
TeKcTy MapkysaHHA. MAPKYBAHHA woao
npoaykuii in bulk TekcT MapkyBaHHA AOAA€ETbCS.
BBefeHHA 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
279. CUNYET® TabneTku, BKpUTI BAT YropwuHa BAT "leneoH YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12532/01/01
nAiBKOBOO "TefeoH PixTep" 3MiHKM | TRy - 3MiHW WoA0 6e3nekn/ePeKTUBHOCTI peyenmom
060/10HKOI0, M0 21 PixTep" Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS

Tabnetui B 6nicTepi;
no 1 a6o no 3
6nicTepy pasom i3
KapTOHHUM (DYTNSIPOM
Ana 36epiraHHn
6nicTepa B nauuj

TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLii LLOAO 3a3HAYEHHS OfUHULb
BMMIipIOBaHHA y cuctemi Sl. 3amiHa rpadpiyHoro
0(hOpPMIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHSA yNakoBOK 3 BiAMNOBIAHUMY
3MiHamu go po3ginisa MKA 13 (po3gin
«[padpnyeckoe opopmneHne
ynakoBku»(CooTBETCTBYET NpeAcTaB/ieHHOMY
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
rpadounyeckomMy n306paxeHuno ynakoBky) 3aMiHEHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEPAKEHOIO
TEKCTY MapKyBaHHs)). TepMiH BBEAEHHS 3MiH:
npoTArom 6 micsLiB nicns 3aTBepaKeHHs
280. CUHTOMIUVH NiHIMeHT Ana MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/15277/01/01
30BHILLHbOrO "Ximcpapms "Ximchapmsasos 3MiHW | TUMY - BUNYYEHHSA 3aTBEPKEHOTO peyenma
3acTocyBaHHsA, 50 mr/r aBof, "YepBoHa 3ipka" BMpo6HuKa APl BAT «Yconbe-Cnbipcbkuii Ximiko-
no 25 ry Ty6i Ne 1 "UepBoHa thapmaveBTUYHWIA 3aBO», Pocilicbka ®efepadis.
3ipka” MponoHoBaHa pegakuis [jtoya peyosBuHa:
CUHTOMIUMH BupobHuk: MAT «Ximcapm3asos,
«YepBoHa 3ipka», YkpaiHa
281. CUHTOMIUVH NiHIMeHT s MAT YKpaina MAT YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/15277/01/02
30BHILUHLOrO "Ximchapm3 "Ximdhapm3zasos 3MiHM | TUNY - BUNYYEHHA 3aTBEepIKEHOro peyenma
3acTocyBaHHsA, 100 aBo/, "YepBoHa 3ipka" BUPOGHMKa AD| BAT «Yconbe-Cubipcbkuii Ximiko-
Mr/r no 25 ry Ty6i Ne "UepBoHa hapMaueBTMUHMIA 3aBOA», Pocilicbka depepauis.
1 3ipka" [MponoHoBaHa pepakuia [itova pevyoBuHa:
CuHTOMIUMH BupobHuk: MAT «Ximhapm3asos,
«YepBoHa 3ipka», YkpaiHa
282. CIMMOHI® PO3YUH ANS iH eKLil TOB YkpaiHa BVMPOGHMLTBO CuwA/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/15841/01/01
100 mr/mn, no 0,5 mn "[IXXOHCOH i nikapcbKoro LBeliuapis 3MiHU | TUny - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peyenmom
ab6o 1,0 Mn po3unHy y [bxoHCoH 3aco6y, nepBMHHA 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
nonepeaHL0 YKpaiHa" ynakoBka: iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY cepii Ta
HanoBHEHOMY LUNPUL BakcTep KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
i3ckiaTtuny 13 dapmacbloTrkan (3amiHa abo fodaBaHHS AiNbHWLI, Ha AKil
rymoBum ContowmHs JI1C, 3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
HaKOHEeYHNKOM Ta CLA; nopnaBaHHsA BUpobHuka Cinar AT, LLiBeiiuapis,
rO/IKO0, BKPUTOIO BVPOGHMLTBO BiAMOBIAA/ILHOrO 3a KOHTPO/b AKOCTi 13

KOBMaykoMm, 3
NPUCTPOEM AN
BBefeHHs UltraSafe;
no 1 wnpuuy B
KapTOHHiiA KopobLyi; no
0,5 mn a6o 1,0 mn
PO3UKHY Yy
nonepeAHLO
HarnoBHEHOMY LLUNPULi
i3cknaTtuny 13
ryMOBVM
HaKOHEYHVKOM Ta
rOMIKOK, BKPUTOIO
KOBMa4yKkoM, y pyuLi 3
aBToiH'ekTOpOM; No 1
pyuLi B KAPTOHHIl
Kopobui

nikapcbkoro
3acoby, nepBuHHa
ynakoska:
Cinar Al
Lseliuapis;
BTOPVHHA
ynakoBKa, BUMYyCK
cepii, KOHTPO/b
akocTi M1:
Cinar Al
LBeliuapis

(BBefEeHHs 3MiH NpoTArom 3-X MicsuiB nicns
3aTBEPMHKEHHS); 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro

nikapcbKoro 3acoby. 3miHa y MmeTofax

BMNPOBYBaHHA rOTOBOrO /iKapCbKoro 3acoby

(OHOBMEHHS MpoLleAypy BUNPOOYBaHHA A1

NpUBEAEHHSA Yy BiANOBIAHICTb 3i 3MIHEHO
3arasibHoto cTatTelo Y abo EBponeiicbkol
thapmakonei) - HagaHHa Banigalii MeToauku
BUNPOOYBaHHA 3a NOKa3HNMKOM «BakTepiasbHi
€HO0TOKCUHM» Y NpoLieci BUPObHULITBA Ta npu

Bunycky /13 Ha BUpoGHWUili ginbHuLi Cinar AT,
LBeiiLapis (BBefeHHS 3MiH NPOTAroM 3-x MicsLiB
nicnsa 3aTBepmXeHHs); 3MiHW | Tuny - 3MiHK 3
AKocTi. [oToBwMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax npugatHocTi abo ymoBax
36epiraHHs roToBOro JikapcbKoro 3acoby (3MiHa y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEepKEHOMY NPOTOKONI CTabiNbHOCTI) -

°C) Ha BMpOG6HWUili ginbHuui Cinar Al, LWBeiiyapis
(BBefeHHA 3MiH NpOTArom 3-X MicsuiB nicns
3aTBEPMKEHHS); 3MiHM | TMNY - 3MiHM 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM y npoueci BUpOBHULITBA TOTOBOIO
NiKapcbKoro 3acoby, BKOYAKUM NPOMIKHUI
MPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOro NiKapCbKoro 3acoby (iHLi 3MiHK) -
BBEJEHHS 104aTKOBUX NOTYXHOCTEl Ans
BMPOGHMLITBA NONepesHLO0 HANOBHEHOT PyYkM
(aBTOIH'€KTOpA), BBEAEHHS KOHBEEPHOT NiHIT HA
BMPOG6HUUINi ainbHuui Cinar Al LLseliuapis,)
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPKEHHS; 3MiHM || TUNy - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3amiHa abo BBeAEHHSI 404ATKOBOI Ai/TbHUL
BMPOBHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHMYOro NPOLLeCY rOTOBOTO liKapCbKOro
3aco6y (AinbHYLSA, Ha SKii NPOBOAATLCA By Ab-AKi
BMPOGHUYI CTagji, 3a BUHSITKOM BUMYCKY Cepil,
NpOBeAEHHsI KOHTPOJO SKOCTi Ta BTOPUHHOTO
nakyBaHHs, 4715 JlikapCbknx 3acob6iB
6i0N0ri4YHOro/iMyHO/I0MNYHOTO NOXOKEHHSA 260
nNikapcbknx hopM KOMMIEKCHOTO (CKNagHoro)
BMPOGHMYOTO MpOoLEeCy) - A0AABaHHS BUPOOHMKA
Cinar AT, LLiBeiiuapis, BignoBigansHOroO 3a
BMPOGHMLTBO /13, NepBnHHY ynakosky (BBeaeHHs
3MiH NpOTAromM 3-X MIiCALiB NiCNs 3aTBEPMKEHHS);
3MiHu Il Tuny - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (nikapcbkuii 3aci6 € nikapcbkum
3aco060M 6i0/10r4YHOro/iMyHO/IOTYHOTO NOXOKEHHS
Ta 3MiHa BMMarae NpoBeAeHHS NOPIBHANbHNUX
[OCNigpKeHb) - 3MiHW y BUpOGHMYoMy npoueci 13,
a came NpoBeAEeHHS BUPOBHMYOro npoLecy Ha
ainbHuui Cinar Al LLseliuapis, HXY0I 3a
Temnepatypu 2 — 8°C. Fk Hacnigok, 36inbLIeHHs
TepMiHy 36epiraHHsi NPOMIXHOI NPOAYKLT
(BBegeHHs 3MiH npoTarom 3-x micauis nicns
3aTBEPMKEHHS); 3MiHW || TNy - 3MiHK 3 AKOCTI.
[OTOBMIA NikapcbKuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHa po3mipy cepii (BK/IHoYatoun gianasoH po3mipy

[ofaBaHHs BigHOCHOI BonorocTi (60 % + 5 %) npu
NpUCKOpPeHNxX BUNpPobyBaHHAX cTabinbHocTi (25 + 5

cepii) roToBOro fikapcbkoro 3acoby (3miHa BUMarae
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
OLLiHKV MOPIBHAHHOCTI (MPOBEAEHHS MOPIBHAMBHUX
nocnigkeHb) nikapcbKoro 3acoby
6i0/10r4YHOr0/iIMyHOMOrYHOTO MOXOMKEHHS abo
3MiHa y po3Mipi cepii BUMarae npoBeAeHHs HOBOTO
LocnimkeHHs 6i0ekBiBaNIEHTHOCTI) - 3MiHa po3Mipy
cepii N3 Ha BUpobHWuin ginbHuui Cinar, Al,
LLiseiiuapis, 3 15 — 35 1 go 8 — 40 n (BBeaeHHs
3MiH NPOTArom 3-X MicALiB Nicaa 3aTBEpKEHHS)
283. COJA- PO3unH ANs iHdy3il, TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/5656/01/01
BY®EP® 42 mr/mn, no 20 mn, Papm” Papm” 3MiHM | TUMy - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
a6o no 50 mn, abo no Ta (hapmakoHarnsgy (iHWi 3miHW) - 3MiHU BHECeHI B
100 mn, a6bo no 200 TEKCT MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby
mn, abo no 400 mn B LLIOA0 3a3HaYeHHSI MDKHapOAHMX NO3HaYeHb
NASLLKaX CKASHUX OZVHWLb BUMIPIOBAHHS. TepMiH BBEAEHHS 3MiH
npoTArom 6 micAuiB nicns 3aTBepaKeHHs
284. COMATUH niodpinizat gns TOB "$3 YkpaiHa TOB "®3" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17216/01/01
PO3UMHY ANA IH EKLA "BIO®APM BIO®APMA" 3MiHU | TUMY - OHOB/IEHHA TEKCTY MapKyBaHHs peyenmom
no 1,3 mr (4 MO) y A" YNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM
hnakoHax Nely iH(hopMaUiT LLoA0 3a3HAYEHHS OAVNHULb
KOMM/IEKTI 3 BUMIpPIOBaHHSA y cuctemi Sl. BBefieHHsA 3MiH
PO3UYMHHUKOM (PO34MH NPOTArom 3-X MicALiB Nic/1A 3aTBEPAXKEHHS
meTakpesony 0,3 %)
no 1,0 mn B amnynax
Nel y 6ricTepi
285. COMATUH niodpinizat ans TOB "$3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17216/01/02
PO3YMHY ANA IH EKLNA "BIO®APM BIO®APMA" 3MiHV | TUMY - OHOBMIEHHA TEKCTY MapKyBaHHs peyenmom
no 2,6 mr (8 MO) y A" YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM
hnakoHax Nely iH(hopMaUiT LLoA0 3a3HAYEeHHS OAVNHULL
KOMM/IEKTI 3 BMMIpPIOBaHHSA y cuctemi Sl. BBefieHHsA 3MiH
PO3YMHHUKOM (PO34MH NpoTArom 3-x MICALIB MiC/1A 3aTBEPKEHHS
meTakpesony 0,3 %)
no 2,0 mn B amnynax
Nel y 6ricTepi
286. COPBEHTOIE renb opanbHuii 0,7 r/r ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/14843/01/01
Nb no 135ra6o no 270, 03 06MeXeHo 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
abono405ry 0bMexeHo BiANOBIAA/TbHICTIO Ta cpapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
KOHTeliHepi; no 1 10 "®apmaueBTnyHa 00 po3sgainy “MapkyBaHHs" MKA 113"
KOHTEeWHepy y kopobui Bignosigan thipma "BepTekc", 3anpornoHosaHo: MapkyBaHHs. BignosigHo fo
3 KapTOHY bHICTIO YkpaiHa 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS 3MiHU BHECEHI
"dapmaLes (BMPOGHULTBO 3 B TEKCT MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
TUYHa nakyBaHHs in bulk LLIOAO 3a3HaYeHHS MKHApOAHUX MO3HAYeHb
hipma ToBapwucTBa 3 OAMHULb BMMIpIOBaHHS. BBEAEHHS 3MiH NpOTArom
"BepTtekc" 06MeXeHo 3-x micsLiB nicns 3aTBEPKEHHS
BiANOBIAA/TIbHICTIO
"®apmaveBTnyHa
KoMMaHis

"3n0poB's”,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YKpaiHa)
287. CODITI® TabneTku, BKPUTI TOB YkpaiHa Na6opaTtopioc IcnaHis BHeceHHs1 3MiH 10 peecTpauiliHix maTepianis: 3a UA/16220/01/01
NAiBKOBOO "BOPBAPT JleoH ®apma, 3MiHun | TMny - 3MiHK Wo[o 6e3nekn/edPeKTUBHOCTI peyenmom
o6onoHkoto, 0,03 mr/2 C ®APMA" C.A. Ta hapmakoHarnsagy (iHwi 3miHu) - OHOBIEHHSA
Mr, no 28 (21+7) TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
Tabnetok y 6nictepi; BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
no 1 6nictepy pasom 3 BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 10
KasieHaapHoo po3ainy MKA: MapkyBaHHs. [litoya pefakuis:
LUKa10t0, TpUMayem MapkyBaHHs. BignoBiaHO 40 3aTBEPAKEHOTO
ans énictepy y TEKCTY MapKyBaHHs, WO [0AaETbCA. TEKCT
KapTOHHIli KopooLi MapKyBaHHA 15 NepBUHHOT, BTOPUHHOT YNaKoBKK,
a TaKoX TEKCT MapKyBaHHA KasieH4apHOI LWKan Ta
Tpumaua ans bnictepy. MponoHoBaHa pefakLis:
MapkyBaHHs. BignosigHo [0 3aTBEpAKEHOro
TEKCTY MapKyBaHHS.
288. CTOMATUAWH | po3uuH 418 pOTOBOI BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/2792/01/01
® nopoxHuHu 0,1 % no An.n. I'epuerosun epLerosuH TexHiyHa noMmuska (3rigHo Hakasy MO3 Big peyenma
200 mn y chnakoHi; no Ha a 23.07.2015 Ne 460) - BuNpaB/iieHO TEXHIYHY
1 conakoHy B MOMWJIKY B IHCTPYKUIT 4119 MEANYHOIO 3aCTOCYBaHHSA
KapTOHHIlA KOpo6L nikapcbkoro 3acoby y po3aini "OcobamMBocTi
3acTocyBaHHS": 3anponoHoBaHo: "Mig yac
3aCTOCYyBaHHS Nikapcbkoro 3acoby He cnig, pobutn
BAMX, OCKI/IbKV PO3YMH MOXE NOTPanuTh B AUXasbHi
LU/IAXM Ta CIPUYMHUTY lapuHrocnasm.”. 3asHaveHe
BUNpaB/IEHHs BiANoBigae martepiasiam
peecTpaLiiiHoro gocbe
289. CTONTYCUH cupon no 100 mny TeBa I3painb TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/2447/02/01
®ITO-TEBA hnakoHi; no 1 $apmaueBT IHaacTpi3 c.p.o. Pecny6nika 3MiHu | TNy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI peuyenma
chnakoHy pa3om 3 ikan Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B
MiPHVM KOBMAYKOM Y IHaacTpi3 TEKCT MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby
KopooLi nrp. LLIOA0 3a3HavYeHHs MbKHapOAHUX NO3HAaYeHb
OAMHULIb BUMIPIOBAHHSA. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsLiB nicns 3aTBepaKeHHS
290. CTPENTOUMA KpucTaniyHmi ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/16875/01/01
PO3YNHHUIN NMOpPOLLOK (CybCcTaHList) 03 06MeXeHo 3MiHM | TUNY - 3MiHK 3 IKOCTi. A®Il. KoHTponb AdI.
y MiLkax 0bMexeHo BiANOBIAA/TbHICTIO 3miHa y napameTpax cneuudikauin Ta/abo
nonieTuIeHoBux ons 10 "®APMXIM" LOMYCTUMMUX MEX, BUHAUYEHNX Y crieundikaLisax Ha
hapmavueBTUYHOro Bignosigan A®I, ab0 BUXIAHWIA/NPOMDKHUIA NPOAYKT/peareHT,
3aTocyBaHHs bHICTIO LLLO0 BUKOPVCTOBYHOTLCSA Y Npoueci BUpobHuuTea Ad|
"®APMXIM (iHWi 3MiHW) - BUNY4YeHHA 3i cneundikadii Ta
" MeTofiB KOHTPOoso Ad| nokasHyKa «Baxkki meTann»
291. CTYFEPOH Tabnetku no 25 wmr, no BAT YropwuHa BAT "leneoH YropwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7385/01/01
25 TabneTtok y "TefeoH PixTep" 3MiHM | TUMY - OHOBJ/IEHHSA TEKCTY MapKyBaHHS peyernmom
6nicTepi; no 2 Pixtep" yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM

6nicTepy B KAPTOHHii
ynakoBLi

iH(hopMaUiT LWLoA0 3a3HAYeHHSA OAVMHULD
BMMIipIOBaHHA y cuctemi Sl. 3amiHa rpadpivyHoro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0ochopMIEHHS MEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha
TEKCT MapKyBaHHSA yNnakoBOK 3 BiAMOBiAHNMM
3MmiHamu go po3ainis MKA N3 (po3gin
«[padmyeckoe ohopmeHne ynakoBkn»
(CooTBeETCTBYET NpPeAocTaB/ieHHOMY
rpadmyeckomy N306padkeHN0 yNakoBKM) 3aMiHEHO
po3ginom «MapkyBaHHs» (3rifHO 3aTBEPAXKEHOrO
TEKCTY MapKyBaHHS)).
TepmiH BBEAEHHSA 3MiH - 6 MicAUiB Micns
3aTBEPAKEHHSA
292. CYNb®AJUNME | Ttabnetku no 500 wmr; ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4686/01/01
TOKCWH- no 10 TabneTtok y 03 06MEXeHOo 3MiHKM | TRy - 3MiHK WOoA0 6e3nekn/epeKTUBHOCTI peyenmom
340POB'A 6nictepax; no 10 06MexeHo BiANoBiAa/IbHICTIO Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
Tabnetok y 6nictepi; 10 "PapmMaueBTNYHa 00 po3ainy “MapkyBaHHs” MKA N13:
no 1 a6o no 10 Bignosigan KoMnaHis 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
6nicTepiB y KAPTOHHIl bHICTIO "3p0pos'a”, 3aTBEPKEHOr0 TeKCTY MapKyBaHHS. OHOBNEHHS
Kopobui "®apmaues YkpaiHa (BCi TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
TUYHa cragii yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KOMNaHis BMPOGHMLITBA, iH(hopMaUiT LWLoA0 3a3HAYEeHHSA OAVHULb
"3po0poB'a” KOHTPO/1b SIKOCTI, BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
BMNYCK cepil); NpoTArom 6-Tn MiCALB MiCNs 3aTBEPAKEHHS
ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"®apmekc MNpyn",
YkpaiHa (BCi
cragii
BMPOGHMLITBA,
KOHTPO/1b SIKOCTI)
293. CYNbdALUN Kpansi o4Hi 30 % no TOB "$3 YKpaina TOB "®3" YKkpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/5006/01/01
HATPIIO 10mny "BIO®APM BIO®APMA" 3MiHY | TUNy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii peuenmom
na1acTUKOBOMY A" 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
donakoHi; no 1 (BK/KOYAOUM gianas3oH po3mipy cepii) roToBOro
hnakoHy y nauui 3 nikapcbKoro 3acoby (iHLWi 3MiHK) - BBEAEHHS
KapToHYy [,04aTKOBOro po3Mmipy cepii roToBOro nikapcbkoro
3aco6y; 3anponoHoBaHo: 25 000 chiakoHis; 15 000
(hNakoHiB. BBeAeHHSA 3MiH NPOTAromM 3-x MicsiLiB
nicns 3aTBepmkeHHs
294, TAMOKCU®EH | tabnetkv no 10 mr; mo | ToBapucts YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/5528/01/01
-3400POB'A 10 TabneTok y 03 06MeXeHo 3MiHN | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii peuenmom
6nicTepi; no 6 06MexeHo BiANOBIAA/IBHICTIO 3aci6. Cuctema KoHTeliHep/3akynoptoBaibHUA
6nicTepiB y KAPTOHHIl 10 "®apmaveBTuyHa 3aci6. 3miHa po3mipy ynakoBKv roTOBOro
Kopob6ui; no 60 Bignosigan KOMnaHis niKkapcbKoro 3acoby (BUyYeHHS yNnakoBKv NEBHOroO
Tabnetok y BHICTIO "3popos'a” PO3Mipy) — BHECEHHS 3MiH 40 MaTepianis
KOHTeliHepi "dapmaLes peecTpaLjiiHoro AocbeE, a came BU/TyYeHO ynakoBKY
nnacTmacosomy; no 1 TMYHa no 60 TabneToK y KOHTeliHepax naacTMacoBuXx (ans
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTEliHepy B
KapTOHHIlA KopooLi

KOMMNaHis
"3popos'a”

[03yBaHHA no 10 Mr) BeeeHHsA 3MiH NpOTArom 6-Tu
MiCALiB Nicna 3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHK 3
AKocTi. [OTOBWI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
noctavasnibHUKa nakyBasibHUX Matepiasis abo
KOMMIEKTYOUMX (SKLLO 3a3Ha4YeHO B A0CbE) (3aMiHa
abo fofaBaHHA NocTavYaslbHUKA) - BHECEHHS 3MiH
[0 MaTepianiB peecTpauiiHoro focke, a came
[04aTKOBO 0 3aTBEPMKEHNX NOCTavyasIbHUKIB
NepBUHHOIO NakyBaHHs (oI amtoMiHieBOI)
BBOAUTbLCSA HOBUIA nocTavasnibHuk TOB “AnTpeiia”,
YkpaiHa. Cneuundikauii Ta METOAM KOHTPOSIKO AKOCTI
iAEHTUYHI. SAKICHI Ta KiNbKiCHI 3MiHU cknagy
nakyBa/lbHOro mMartepiany BiACYTHi

295.

TAMOKCU®EH
-3[10POB'Al

Tabnetkv no 20 mr; no
10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
Kopobui

TosapucTs
03
obMexeHo
10
Bignosigan
bHICTIO
"®apmaues
TMYHa
KOMNaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
0bMexeHo
BiANOBiAA/IbHICTIO
"PapmaueBTnyHa
KOMnaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHN | TURY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapCbKuii
3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHU
3aci6. 3MiHa nocTayasibHVKa NaKyBasibHUX
matepianis abo KOMNAEKTYHUNX (SKLLO 3a3HaYEHO
B [OCbE) (3amiHa abo AofaBaHHA NocTavasibHMKA) -
BHECEHHS 3MiH [0 MaTepiasliB peecTpauiiHoro
[0CbE, a caMe [0 aTKOBO 0 3aTBEepAKEeHUX
noctavyasibHWUKIB MEPBUHHONO NakyBaHHA (PONbrn
antoMiHiEBOT) BBOAUTLCA HOBUIA nocTavasibHUK TOB
“AnTpeiig’, YkpaiHa. Crneumdikauii Ta metogm
KOHTPOJI0 SIKOCTi IAEHTUYHI. FAKICHI Ta KiNbKiCHI
3MiHM CcK1afy NakyBaslbHOro MaTepiasy BiACYTHI

3a
peyerimom

UA/5528/01/02

296.

TEFPETONI®

Tabnetku no 200 wmr;
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y KApTOHHIl
KopooLi

Hosapric
dapma Al

LLBeiuapi
2

HosapTic ®apma
C.nA

ITanis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHW) - 3aMiHa
rpagpivHoro oYopM/IeHHS NepPBUHHOT Ta BTOPUHHOT
yMNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
Bi4NoBIAHMMM 3MiHaMK [0 po3ginis MKA /13
(po3gin «Ipadmyeckoe ochopmieHve
ynakoBkn»(CoOTBETCTBYET NpefoCcTaB/IeHHOMY
rpacmyeckomy n306padkeHnto ynakoBku) 3aMmiHeHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs1)). OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl. BBefieHHsA 3MiH
NpOTSArom 6 MicsiLiB MicAsi 3aTBEPAKEHHSI

3a
peuyenmom

UA/9428/01/01

297.

TUPEOIAEA
KOMMO3NTYM

PO3YMH ANS iH'eKLit
no 2,2 ma B amnynax
Ne 5 (5x1), Ne 10
(5%2), Ne 100 (5x20)

Bionoriwe
Xannbmitre
Jib Xeesb
rmeX

HimeuunH
a

Bionoriwe
Xainbmitrenb
Xeenb MTM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK 3 AKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
LOMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisax Ha
A®|, 260 BUXIJHWIA/NPOMIDKHWIA NPOAYKT/peareHT,

3a
peyenmom

UA/4248/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
LLIO BUKOPUCTOBYIOTBLCS Y NpoLieci BupobHuutea Ad|
(iHWi 3miHKW) - 3MiHK o cneundikayii ona APl
Adenosinum triphosphoricum, a came: 3miHa
hapmapmakoneiHoro nocunaHHs 3 DAB (German
pharmacopoeia) Ha COM (company own
monograph); 3miHu | Tuny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONeichbkili
hapmaxkonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiZHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi hapmakoner,
ab0 iHWOi HauioHasIbHOI dhapmakonei gepxasn EC
(3miHa y cneuudikauisx, noB'a3aHa 3i 3amiHO
BMMOT MOHorpacii APY abo iHWOI HalioHaNbHOT
hapmakonei gepxasu €C Ha BUMOrn moHorpadii
€Bponeiicbkoi hapmakonei) - 3mMiHa A0
cneumaikauii gna A®l Calcium fluoratum , a came:
3MiHa thapmapmakoneinHoro nocunaHHs 3 DAB
(German pharmacopoeia monograph «Calcium
fluorid») Ha Ph. Eur.(monograph «Calcium
fluoratum for homoeopathic preparations») Ta sk
HacnifioK NoKasHWK «Baxkki MeTann» BuaaneHo
BiANOBIAHO 40 MOHOrpadii Aitovoro BugaHHa Ph.
Eur
298. TIBOPTIH® PO34YMH OpasibHUIA, TOB "lOpis- YkpaiHa TOB "tOpis- Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/9941/01/01
ACMAPTAT 200 mr/mn; no 100 mn Papm” [OFTo Vi 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuyenma
abo 200 mny Ta papmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
donakoHi; no 1 nokasaHHsX (BUlyYeHHs TepaneBTUYHOro
hNakoHy 3 MipHOK nokasaHHs) - 3MiH1 BHeCeHO [0 IHCTpyKuii ans
NIOXKKOIO B nauui 3 MEeAMYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby Ao
KapToHy; Mo 5 mn a6o po3giny "MokasaHHA" Ta A0 KopoTkoi
no 10 mn B XapaKTepuCTUKN NiKapcbkoro 3acoby Ao n. 4.1.
0[HO4,030BOMY "TepaneBTWYHI NOKa3aHHA" Ta, SIK HAC/MIgOK,
KOHTeliHepi; no 10 BHECEHO 3MiHV B IHCTPYKLiO AN1A MegU4HOro
0[1HOA,030BUX 3acTocyBaHHA [0 po3giny "Cnocib 3acTocyBaHHs Ta
KOHTeliHepiB Y [o3n" Ta B KOpoTKy XapakTepucTuky NikapcbKoro
naketax 3 nonfiMmepHoil 3acoby B n.4.2. "[o3u Ta cnocib 3acTocyBaHHA".
NAiBKV 3 HANUCOM; No BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
1 nakeTy B mauuj 3 3aTBEPLKEHHS.
KapTOHY
299. TOKKATA® TabneTku, BKPUTI AT YkpaiHa AT "®apmak" YkpaiHa BHECEHHS 3MiH [J0 peECTpaLjiiiHux maTepianis: 3a UA/17648/01/01
NAiBKOBOIO "dpapmak” 3MiHK | TUNy - AGMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom

o60onoHkoto, no 50 mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepy y nauui

HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpauiiHoro nocBifg4YeHHs) - 3MiHa
HaliMeHyBaHHs Ta agpecu 3asBHuka (BeefeHHs
3MiH NPOTArOM 6-TW MICALB NIiC/1A 3aTBEPIAXKEHHS);
3MiHW | Tuny - AAMiHICTpaTUBHI 3MiHW. 3MiHa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

HaliMeHyBaHHs Ta/abo agpecu MicLs NPoBamXeHHS
LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOYAKUM Ai/TbHUL BUNYCKY
cepii abo micue NpoBefeHHsI KOHTPOJIIO SKOCTI.
([isnbHICTb, 3a Ky BignoBigae BUPOGHUK/iMNopTep,
BK/IO4AI0UM BUMYCK Cepil) - 3MiHa HaliMeHyBaHHS
Ta agpecu BUpo6HMKa, 6e3 3MiHM micus
BUpO6HMUTBA (BBEAEHHS 3MiH MPOTArOM 6-Tu
MicSLiB NicNsA 3aTBEPAKEHHSR); 3MiHN | TUMY - 3MiHK
oo 6e3nekn/edhekTBHOCTI Ta chapmakoHarnagy
(iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
YNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopMaUii LWoa0 3a3HauYeHHs 0ANHNLb
BMMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 10
po3giny «MapkyBaHHs1» MKA /13 (BBeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Nic/1s 3aTBePAKEHHS)

300.

TOKKATA®

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, N0 150
Mmr; no 10 TabneTok y
6nictepi; no 3
6nictepy y nauui

AT
"papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpavLiiiHoro nocBigYeHHs1) - 3MiHa
HalilMeHyBaHHs Ta agpecu 3asBHvKa (BeegeHHs
3MiH NPOTArOM 6-TW MICALB NIiC/1A 3aTBEPIXEHHS);
3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLsa NPOBamXEHHS
[isnbHOCTI BUpOo6HUKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BKIOUAKUM Ai/TbHULI BUNYCKY
cepii abo MicLie NpoBeAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a Ky BignoBigae BUpo6HMK/iMnopTep,
BK/IOYAt0UM BUMYCK Cepiid) - 3MiHa HaliMeHyBaHHs
Ta agpecu BUPOGHMKa, 6e3 3MiHM MicusA
BMPOGHMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TK
MiCALB NicNa 3aTBepMKEHHS); 3MiHN | Tuny - 3MiHK
wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopMmaUii LWoAo 3a3HaYeHHS OANHWLb
BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 0
po3ainy «MapkyBaHHs» MKA /13 (BBeAeHHS 3MiH
NpoTArom 6-T1 MiCALIB MicNa 3aTBEPAXKEHHS)

3a
peyenmom

UA/17648/01/02

301.

TOMOIEKCO/
®

PO3YMH ANS iH'EKLi,
350 wmr itogy/mn, no
20 mn B amnysii; no 5
amnyn y nadui 3
KapToHy; no 20 mMn
abo 50 mn, a6o 100
My cpnakoHi; no 1
thnakoHy y nauuij 3
KapTOHY

AT
"papmak”

Ykpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu 3asBHUKA (BlaCHUKA
peecTpaLiiHoro noceig4yeHHs) 3MiHa
HaliMeHyBaHHs Ta agpecu 3asBHUKa (BnacHuka
peecTpaLiniHOro NocBigYeHHs)

BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - AgMIHICTpaTUBHI
3MiHM. 3MiHa HallMeHyBaHHs Ta/abo agpecu Micust

3a
peuyenmom

UA/7853/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NikapCbKoro 3acoby, BKIKYaUn AinbHULL
BWMYCKy cepii abo MicLe NPOBEAEHHS KOHTPO/TIO
AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
3MiHa HaliMeHyBaHHS Ta agpecu BUPOGHMKa 6e3
3MiHV MicL BUPO6HMLTBA: BBEAEHHS 3MiH
NPOTArom 6-Tv MIiCAILB MiCNs 3aTBEPYKEHHS
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHun) OHOBMEHHS
TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
BHECEHHAM iHthopmalii LWOAO 3a3HAYEHHS O4UHULD
BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH Ao
po3giny «MapkyBaHHsA» MKA J13: 3aTBeppKeHo:
MapkyBaHHs Bignosigae HagaHOMy TekCTy
MapKyBaHHs. 3anponoHoBaHo: MapkyBaHHS 3rifHO
3aTBEPXEHOr0 TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NpOTArom 6-T1 MicALIB Nicns 3aTBEPAKEHHS

302.

TOMOrEKCON
®

PO3YMH ANS iH'EKUi,
240 wmr itogy/mn, no
20 mn B amnysii; no 5
amnyn y nayui 3
KapToHy; no 20 mn
a6o 50 mn, a6o 100
My dpriakoHi; no 1
hnakoHy y nauui 3
KapToHYy

AT
"Papmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuKa
peecTpaLuiiHoro noceig4yeHHs) 3MiHa
HaliMeHyBaHHs Ta afpecu 3asaBHUKa (BnacHuka
peecTpaLiniHOro NocBig4YeHHs)
BBefeHHA 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPAXEHHS. 3MiHY | TUNy - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NikapCbKOro 3acoby, BKIKYaUn AiNbHULL
BWMYCKy cepii abo MicLie NpoBeAEHHS KOHTPO/TIO
AKOCTI. (AiS/IbHICTB, 3a SKy BiAnosigae
BMPOGHMWK/IMNOPTEp, BK/OYAOUM BUMYCK Cepild)
3MiHa HaliMeHyBaHHS Ta agpecu BUPOGHMKa 6e3
3MiHM MicLil BUPO6HMLTBA: BBEAEHHS 3MiH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPKEHHS
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHM) OHOBJIEHHSA
TEKCTY MapKyBaHHS yNnaKkoBK/ NiKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULbB
BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 0
po3giny «MapkyBaHHs» MKA J13: 3aTBepaxeHo:
MapkyBaHHs BignoBsigae HagaHoOMy TekCTy
MapKyBaHHs. 3anponoHoBaHo: MapkyBaHHs 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs
3MiH NpOTArom 6-T1 MicALIB Nicns 3aTBEpPAKEHHS

3a
peyenmom

UA/7853/01/01

303.

TOMOIEKCO/
®

PO3YMH ANS iH'EKLi,
300 wr itogy/mn, no
20 mn B amnysii; no 5

AT
"papmak”

Ykpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA (B1aCHUKA

3a
peuyenmom

UA/7853/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
amnyn y nadui 3 peecTpauiiHoro NocBig4yeHHs) 3MiHa
KapToHy; no 20 mn HaliMeHyBaHHs Ta agpecu 3asaBHUKa (BnacHuka
a6o 50 mn, abo 100 peecTpauiiHoro NoCBigYeHHs)
My donakoHi; no 1 BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
hnakoHy y nauui 3 3aTBepPXEHHS. 3MiHY | TUny - AgMiHICTpaTUBHI
KapToHYy 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NikapCbKoro 3acoby, BKIKYaun AinbHULL
BWMYCKy cepii abo MicLie NpoBEAEHHS KOHTPO/THO
AKOCTI. (AISNbHICTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEp, BK/IOUAUM BUMYCK Cepild)
3MiHa HaliMeHyBaHHS Ta agpecu BUPOGHMKa 6e3
3MiHV MicL BUPO6HMLTBA: BBEAEHHS 3MiH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPKEHHS
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHn) OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
BHECEHHAM iHthopmalii LWOAO 3a3HAYEHHS O4UHULbD
BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH Ao
po3giny «MapkyBaHHsA» MKA /13: 3aTBepKeHo:
MapkyBaHHs Bignosigae HagaHoOMy TekCTy
MapKyBaHHs. 3anponoHoBaHo: MapkyBaHHS 3rifgHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NpOTArom 6-T1 MicALIB Nicns 3aTBEPAKEHHS
304. TPAKTOLUWMN KOHUeHTpaT ans PeppiHr HimeyuunH ®eppiHr MTM6X, HimeuuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8850/01/01
PO3UmnHY ANst iHdy3ilA, 6X a HimeuyunHa Yecbka 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eddeKTUBHOCTI peuenmom
7,5 mr/mMn, no 5mny (BignoBiganbHuiA Pecny6nika Ta papmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
donakoHi; no 1 3a BUPOBHMLTBO, TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
(h/1aKOHY B KapTOHHii nepBuHHe BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEHHS OAMHULb
Kopoobui nakyBaHHs, BMMIpIOBaHHS y cuctemi Sl. 3amiHa po3gainy
KOHTPO/b AKOCTI «[padpiuHe 0hOPM/IEHHS YNAKOBKN» Ha PO3[in
Ta BMnyck cepil «MapkyBaHHs» MKSA J/13: 3anponoHoBaHo: Po3gin
roToBOro «MapKyBaHHs»: 3rifHO 3aTBEPAKEHOr0 TEKCTY
NPOAYKTY); MapKyBaHHs. BBeieHHS 3MiH NpoTArom 6-Tn
deppiHr-/leunBa, MicALB Nicnsa 3aTBepAKEHHSA
a.c., Yecbka
Pecny6nika
(BignoBigansHwWia
3a BTOPUHHE
nakyBaHHs)
305. TPAYME/Ib C masb no 50 ry Ty6i, Bionoriwe HimeuunH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/5934/01/01
no 1 Ty6i B kopobu;i 3 Xahnbmitre a Xannomitrenb 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
KapToHy Nb Xeesnb Xeenb M'v6X Ta thapmakoHarnsgy (iHwWi 3miHW) - 3MiHU BHECeHi B
6X TEKCT MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby

LLIOA0 3a3HaYeHHSI MDKHapOAHMX NO3HaYeHb
O[VHWLb BUMIPIOBAHHSA. BHeCeHHs 3MiH 10 po3ainy
“MapkyBaHHs" B MKA J13. 3anponoHoBaHo:
MAPKYBAHH#. BignoBigHoO A0 3aTBEPAKEHOIO




168

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TEKCTy MapKyBaHHS. BBefeHHA 3MiH MPOTAroM 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
306. YHIKNO®EH Kpansi O4Hi, po3yvH TOB CnoBaubk TOB "YHIME/L CnoBaubka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/7856/01/01
0,1%, no 5 mn a6o 10 "YHIMEL a PAPMA" Pecny6nika 3MiHN | TURNY - 3MiHK 3 SiKOCTi. [OTOBWIA NikapCbKuii peyenmom
MY KOHTeliHepi- PAPMA" Pecny6nik 3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHU
KpanesnbHuui; no 1 a 3aci6. 3miHa po3mipy ynakoBKM rOTOBOrO
KOHTEliHepy- nikapcbKoro 3acoby (3mMiHa Mmacu/o6'emy BMICTy
KpanenbHuLi B KOHTeliHepa 6araTo030BOr0 Jlikapcbkoro 3acoby
KapTOHHI KOpOOLii 0151 HenapeHTepasibHOro 3acTocyBaHHsA (abo
0/IHOA030BOr0, YaCTKOBOIO BUKOPUCTaHHS)) -
BBe/leHHS [04aTKOBOT ynakosku no 10 mny
KOHTeliHepi-KpanenbHuULi, 6e3 3MiHU NePBUHHOIO
nakyBaslbHOro MaTepiany, 3 BignoBigHNMY 3MiHaMK
y cneyucpikauii/meTogax KOHTposto skocTi [13 n.
«M3Bnekaemblit 06beM» Ta p. «YNakoBKa». 3MiHM
BHECEeHIi B iHCTPYKL,t0 415 MeANYHOro
3acTocyBaHHA /13 y p. "YnakoBka" ik Hacnigok
nosisa A0AaTKOBOro nakysBaHHA 411 10 mn
307. YHINAT Kpansii O4Hi, po3ynH TOB CnoBaubk TOB "YHimepg, CnoBaubka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14038/01/01
50 mkr/mn, no 2,5 mn "YHimeq a Papma” Pecny6nika 3MiHK | TUNY - 3MiHK 3 AKOCTi. TOTOBWIA NiKapCbKuii peuyenmom
y chnakoHi- dapma" Pecny6nik 3aci6. CTabinbHICTb. 3MiHa y TepMiHax NpuAaaTHOCTI
KpanenbHuuj; no 1 a abo ymoBax 36epiraHHs roTOBOro J1ikapCbKoro
hnakoHy-kpanenbHUL 3aco6y (iHLWi 3MiHW) - 3MEHLLEHHS TEPMiHY
B KQPTOHHIi1 KOpPooL,i npugatHocTi 13 BignoBigHO A0 BUMOr BUPOOHMKA
(3aTBEPAXEHO: 3 POKW, 3aMPOMNOHOBAHO: 2 POKM)
308. YPCOHOCT kancynu no 150 mr, no | OPTAHOC OAE PpaHuia ITanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/12572/01/01
10 kancyn y 6nictepi; VH dapmacbHoTivi CnoseHis/ 3MiHW | TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKunii peyenmom
no 2 abo no 5 NANDCAE IHaycTpia IHAis 3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa ab0 BBEAEHHS
6nicTepiB B KAPTOHHIl HCW3 (E® dapmako [04aTKOBOT AiNbHULI BUPOBGHMLTBA AN1S1 YACTUHN
Kopobui 3ET ClI) Bionogxika ab0 BCbOro BUPOHGHMYOro MpoLecy rotoBoro
C.p.n., Itanis; nikapcbKoro 3acoby (AiNbHULS, Ha AKil
TOB npoBoAATLCA Oy Ab-AKi BUPOOHWYI cTagii, 3a
"MAPIPAPM", BMHATKOM BWMYCKY CEpiii, KOHTPO/IO SKOCTI,
CnoBeHis; NepBMHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
EBepropxeH HecTepuIbHUX NiKapcbknx 3acobiB)

Naiidp CaeHcns
Nimites, IHgjiA

CynyTHS 3miHa
- 3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpPO6GHMLTBI. 3aMiHa abo BBeAEHHS [0AATKOBOI
AiNbHUUI BUPOBHMLTBA /18 YacTUHK abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AinbHULA ONA BTOPUHHOIO NaKyBaHHS);

- 3miHu 3 aKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA 10AATKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOBGHNYOro NpoLecy roTOBOro NiKkapCbKoro
3acoby (OibHUUA AN1A NePBUHHOIO NakyBaHHS) -
BBE/IEHHSA [0AATKOBOI AiNIbHULI BUPOBHMLTBA -




169

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

EBepTopxeH Navich CaeHcun3 flimiTea, IHAis; 3miHWM |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYOTbCSA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JliKapCbKoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHMKA, LLO Bignosigae 3a
BBE3EHHS Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPO/b/BUNPOBYBaHHSA cepii - AoAaBaHHS
BMPOOHUKA BiAMNOBifa/IbHOTO 3a KOHTPOSIb SKOCTi Ta
BMNYyCK cepil - EBepTomxeH faiic CaeHcus JlimiTeq,
IHAs; 3MiHKW | TNy - 3MiHW 3 AKOCTi. FToTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoYarouM fianasoH po3mipy cepii)
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHK) -
BBEJEHHS 404AaTKOBOrO PO3Mipy cepii roToBOro
nikapcbkoro 3acoby 300 000 kancyn (3aTBepAXeHO:
150 000 kancyn no 150 mr ta 250 000 kancyn no
300 mr (3arasnibHa KinbkicTb 400 000 kancyn 3a
OAVH BUPOOHNYMIA UMKT), 3anponoHoBaHo: 150 000
kancyn no 150 mr ta 250 000 kancyn no 300 mr
(3aranbHa kinbkicTb 400 000 kancyn 3a oAvH
BMPO6HUUMIA umkn); 150 000 kancyn no 150 mr ta
150 000 kancyn no 300 Mmr (3arasnibHa Kinbkictb 300
000 kancyn 3a 0uH BUPOGHNYMIA LK)

309.

YPCOHOCT

kancynu no 300 mr, no
10 kancyn y 6nicTepi;
no 2 abo no 5
6nicTepiB B KAPTOHHIA
Kopobui

OPrAHOC
VH
NAASCAE
HCU3 (E®
3ET ClI)

OAE

®paHuia
dapmachboTivi
IHgycTpia
dapmako
Bionogxika
C.p.n., Itanis;
TOB
"MAPIDAPM",
CnoBeHisi;
EBepToaxeH
Naiigp CaeHcus
Nimiten, IHAis

ITania/
CnoseHisi/
IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpO6HULTBI. 3amiHa abo BBeAEHHS

[0AATKOBOT AiNbHUL BUPOBHMLITBA /15 HACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULA, Ha AKil
npoBoAATbLCA 6yAb-sKi BUPOOHWYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NMepBMHHOTO Ta BTOPUHHOTO NakyBaHHS, 415
HeCTepWIbHUX NiKapcbknx 3acobiB)
CynyTHs 3MiHa
- 3MiHu 3 aKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6HMLTBI. 3aMiHa abo BBeAEHHSA A0A4ATKOBOT
OiNbHUL BUPOBHMLITBA A/19 YACTUHN abo BCbOro

BMPOGHNYOro NPOLLeCy roTOBOrO NiKapCbKOro

3aco6y (AibHULA ANS BTOPUHHOTO NakKyBaHHS);

- 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amMiHa abo BBeAEHHS A0AATKOBOI
AiNbHUL BUPOGHULTBA A8 YacTUHU abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (AiNbHWUA 415 NEPBUMHHOTNO NakyBaHHS) -
BBEJeHHA [04aTKOBOI AifIbHNLi BUPOGHULITBA -
EBepTomxeH Navich CaeHcun3 flimiTes, IHAiA; 3MmiHKM |
TMNy - 3MiHK 3 AKOCTi. [0TOBWiA NiKapCbKMii 3acib.

3a
peyenmom

UA/12572/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiHU y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BigrnoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bkirovatoun
KOHTPO/b/BUNPOGYBaHHSA cepii - foAaBaHHA
BMPOOHMKA BiAMOBifaIbHOTO 3a KOHTPOJb SKOCTi Ta
BUNYyCK cepil - EBepTomxeH faiic CaeHcus JlimiTepq,
IHAisA; 3MiHKW | TMNy - 3MiHW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BkItoYaoun dianasoH po3mipy cepii)
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
BBe/leHHs1 JOAATKOBOrO PO3Mipy Cepii roToBOro
nikapcbKoro 3acoby 300 000 kancyn (3aTBepKeHo:
150 000 kancyn no 150 mr ta 250 000 kancysn no
300 wmr (3arasbHa Kinbkictb 400 000 kancyn 3a
04VH BUPOGHNYMIA LMKT), 3anponoHoBaHo: 150 000
kancysn no 150 mr ta 250 000 kancyn no 300 mr
(3aranbHa kinbkicTb 400 000 kancyn 3a oavH
BMPOGHMUMA Lmkn); 150 000 kancyn no 150 mr ta
150 000 kancyn no 300 mr (3arasibHa KinbkicTb 300
000 kancysn 3a 0AMH BUPOGHMYMI LUMKN))
310. DAPMAINOH PO34KH ANs iHdys3ild, TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16672/01/01
30 mr/mn; mo 20 mny 03 06MexeHo 3MiHW | TUNY - BBEAEHHA A0AATKOBMX PO3MIpIB peyenmom
hnakoHi; no 5 06MexeHo BiANOBiAa/IbHICTIO roToBOro nikapcbkoro 3acoby: 600 n (30 Tuc.
(h/1aKOHIB Y KOHTYpHIlA 10 hipma hnakoHiB); 800 51 (40 TUC. hrakoHiB).
YapyHKOBIli ynakoBLyj; Bignosigan "Hosodhapm- MponoHoBaHa pepakuis Po3mip cepii: 100 n (4,854
no 1 KOHTYpHiIl bHICTIO BiocnHTes" TUC. donakoHiB), 200 n (9,708 Tuc. prakoHis), 600 n
YapyHKOBIli ynakoBLji y hipma (30 TnC. dhnakoHis), 800 n (40 TUC. hNakKoHIB)
naJui 3 KapToHy "HoBodhapm
-biocuHTes"
311. PEMIHATI® TabneTku, BKPUTI TOB YkpaiHa Na6opaTopioc IcnaHis BHeceHHs 3MiH 10 peecTpauiliHix maTepianis: 3a UA/16341/01/01
NAiBKOBOIO "BOPBAPT JNleoH dapma, 3MiHuM | TMny - 3MiHK Wo[0 6e3nekn/eddeKTUBHOCTI peyenmom
o6onoHkoto, no 0,03 C DAPMA" C.A. Ta hapmakoHarnsagy (iHwi 3miHu) - OHOBIEHHS
mr/ 3 mr, no 28 (21+7) TEKCTY MapKyBaHHS YNakoBKu NikapCbKoro 3acoby 3
TabneTtok y 6nictepi, BHECEHHSM iHhopMaLii LWOA0 3a3HaYeHHS OAMHULb
no 1 6nictepy pasom 3 BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 10
KauieHJapHoo po3giny MKA: MAPKYBAHHSA. [litoya peaakuis:
LUKas10t0, TpMayem MAPKYBAHHA. TekcT mapKyBaHHA A1 NEPBUHHOI,
ans énictepy y BTOPMHHOT YNakoBKW, & TakoX TEKCT MapkKyBaHHS
KapTOHHIlA KOpO6Li KaneHAapHoI Wkasn Ta TpumMada gns énicrepy.
MponoHoBaHa pepakuyis: MAPKYBAHHSA.
BignoBigHo [0 3aTBEPAXEHOT0 TEKCTY MapKyBaHHS.
312. DPEMIPYLIH necapii no 100 mr, no NAT YkpaiHa MAT "MoHcbapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/16372/01/01
3 necapii y ctpuni; no | "MoHdapm" 3MiHM | TUny - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI peyenma

1 ab6o 2 ctpunu y
KapTOHHIA navui

Ta (hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
[0 po3ainy «MapkyBaHHs» MKA N3:
3anponoHoBaHo: MapkyBaHHS. 3rigHo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHSA
TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
BHECEHHAM iH(hopmalLii LLOAO 3a3HAYEHHS OAUHULD
BMMIpIOBaHHS y cuctemi Sl. BBegeHHS 3MiH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPYKEHHS
313. ®PEHIBYT NMOpPOLUOK (CybCcTaHList) ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/14286/01/01
y naketax 03 06MexeHo 3MiHW | TUNY - 3MiHK 3 SKOCTi. A®Il. KoHTponb AdI.
nonieTuIeHoBux ons 06MeXeHo BiANoBiAa/IbHICTIO 3miHa y napameTpax cneuudikayin Ta/abo
BMPOGHMLTBA 10 "PAPMXIM" [ONYCTUMUX MEX, BUSHAUYEHNX y creumdikalisx Ha
HeCTepu/IbHUX Bignosigan A®l, abo BUXIgHWIA/NPOMDKHUIA NPOAYKT/peareHT,
nikapcbkux chopm bHICTIO LLIO BMKOPUCTOBYIOTLCS Y Npoueci BupobHuuTea A®I
"®APMXIM (iHWi 3MiHKW) - BUNYyYeHHs 3i cneuudikadii Ta
" MeTOZiB KOHTPO/0 AD| nokasHuKa «Badkki meTasin»
314. ®EHKAPO/I® Tabnetku no 50 mr no AT Nartsis AT "OnaitHchapm" NatBis BHECEHHS 3MiH [J0 peEECTpaLjiiiHuX maTepianis: 6e3 UA/3782/01/03
15 TabneTok y "OnaiiHdhap 3MiHKM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenma
6nicTepi; no 2 M" Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nicTepy B nayw, 3 y3araslbHeHVX gaHunx npo cuctemy
KapTOHY dhapmakoHarnsgy (BBefleHHs y3arasibHeHUX AaHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YyNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3[iiCHEHHST chapMakoHarnsa4y; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asaBHVKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHa
Bif, yOBHOBaXXEHOT 0CO6M, BiANOBiZa/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarfisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3asABHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi.
MponoHoBaHa pegakuis: Mpuckoka AHAPIN. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOT 0cobu
YMNOBHOBaXeHOT 0CO6M 3asIBHUKA, BifnoBigasibHOT
3a (hapmakoHarnsg B Ykpaini
315. ®PEHKAPO/® Tabnetku no 25 mr no AT Nartsis AT "OnaitHchapm" NatBis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/3782/01/01
10 TabneTok y "OnaiiHchap 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTUBHOCTI peyenma
6nicTepi; no 2 m" Ta chapmakoHarnsagy. BeegeHHs abo 3miHv oo

6nicTepy B navwi 3
KapTOHY

y3arasisHeHUX JaHux Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifasibHOI 3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3[jicHeHHs1 hapmakoHariaay (BkIyatoum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
tpaiina cuctemmn chapmakoHarnisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepgakuisi: Mprckoka AHApPIA. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOT 0cobu
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigasibHOI
3a papmakoHarnsg B YkpaiHi
316. PEHOKIT Kpanni opanbHi, 1 mr/ CninbHe YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/16281/01/01
M1; o 20 Mny YKpaiHCbKO- yKpaiHCbKO- 3MiHKM | TRy - 3MiHK WoAao 6e3nekn/ePeKTUBHOCTI peuyenma
KOHTelHepi; no 1 icnaHcbke icnaHcbke Ta hapmakoHarnagy. 3MiHu y KOpoTKiii
KOHelHepy B naui 3 nignpuemct nigNpPUeEMCTBO XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
KapTOHY BO "Cnepko YkpaiHa" MapKyBaHHS Ta IHCTPYKLii AN1A MeguyHoro
"CMEPKO 3aCTOCYBaHHS reHepuyYHMX/ribpuaHux/6ionodibHnx
YKPATHA" nNiKapcbKu1x 3aco6iB Nicns BHECEHHS Tiei camol
3MiHM Ha pedhepeHTHMII npenaparT (3MiHa He
noTpebye HajaHHS XO4HUX HOBMX A0AATKOBUX
[OaHnX) - 3MiHW BHECEeHi [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA /iKapCbKoro 3acoby y
po3ginu: "®apmakonoriyHi BNacTMeocTi",
"MpoTunokasaHHs", "B3aemopis 3 iHWMMKN
nikapcbknMK 3acobamu Ta iHWi BUAM B3aEMOSiid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib
3acTocyBaHHsA Ta o3un","MepenosysaHHs", "Mo6IYHI
peakuii" BiANoBigHO A0 iHhopmau,i Wwoao
MeAMYHOro 3acTOCyBaHHs pehepeHTHOro
nikapcbkoro 3acoby (PEHICTW/I, kpanni opasibHi, 1
mr/ M)
317. PEPPOJEK- Kancynm m'ski, no 10 ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17772/01/01
340POB'A Kancyn y 6nictepi, no 03 06MmeXeHo 3MiHKM | TURy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peuenmom
2 6nictepmn abo no 3 06MeXeHo BigMNOBiga/IbHICTIO Ta thapmakoHarnsgy (iHwWi 3mMiHM) - OHOBJIEHHS
6nictepu, abo no 6 10 "®apmaLeBTnyHa TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
6nicTepis y KopoobLi signosigan KoMnaHis BHECEHHSAM iHthopMmalii LLOAO 3a3HAYEHHS OfUHULb
bHICTIO "3p0poB'a”, BMMIipIOBaHHA y cucteMi Sl. BBeaeHHs 3miH
"®Papmaues YkpaiHa (BCi NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPLYKEHHS
TUYHa cragii
KOMMNaHis BMPOGHMLTBA,
"3p0poB'a” BUNYyCK cepii);

ToBapucTBO 3
0bMexeHot
BiNOBifa/IbHICTIO
"®apmMaLeBTUYHa
KoMnaHis
"3p0poB's”,




173

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YKpaiHa
(KOHTPO/Ib SIKOCTI,
BMNYCK cepil);
ToBapucTBO 3
06MexeHot
BiANOBIAA/TIbHICTIO
"®APMEKC
rPYMN", Ykpaina
(KOHTPO/Ib SIKOCTI)

318. ®PIPMAIOH NMOPOLLUOK AN PO3UNHY PeppiHr LLiBeuapi ®eppiHr MTM6X, HimeuuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/10182/01/01
Ans iH'ekuii no 80 wr; IHTEepHELLH a HimeuyunHa Yecbka 3MiHKM | TRy - 3MiHW WoAo 6e3nekn/eeKTUBHOCTI peuenmom
1 cdhnakoH 3 n CeHtep (BMPOGHYMK Pecnybnika | Ta dapmakoHarnagy (iHwi 3MiHW) - 3MiHN BHECEHI B
MOPOLLKOM Y CA roToBOro TEKCT MapKyBaHHS yNakoBKW NiKapCbKOro 3acoby
KomnnekTi 3 1 NPOAYKTY, 00 3a3HAaYEHHSI MDKHAPOAHMX NO3HaYeHb
nonepeaHL0 BiANOBIAabHNI OAVHWLb BMMIpOBaHHS. BHECEHHS 3MiH A0 po3gainy
HanoBHEHUM 3a NepBuHHe «MapkyBaHHs» MKSH J13; 3anponoHoBaHo: po3ain
LUMPULIOM 3 nakyBaHHs1, «MapkyBaHHS». 3riHO 3aTBEPL)KEHOr0 TEKCTY
PO34UMHHMKOM (BOAa KOHTPO/b SKOCTI MapKyBaHHs. TepMiH BBEAEHHSA 3MiH MPOTAroM 6
Ans iH'exuiii) no 5 mn Ta BUNycK cepir); MiCALB Nicna 3aTBepKeHHsA
(3 mapkyBaHHsiM 4,0 deppiHr-/leunBa,

M1 Ta 06 €MOM a.c., Yecbka
HanoBHEHHS 4,2 M), Pecny6nika
1 apantepom ans (BignoBigansHwWia
chnakoHa, 1 ronkoto 3a BTOPUHHE
Ons BBeeHHA Ta 1 nakyBaHHs)
CTEPXXHEM MNOpPLUHA B
KapTOHHI ynakosL,i 3
MapKyBaHHSAM
YKpPaiHCLKO MOBOIO;
1 cdhnakoH 3
MOPOLLKOM Y
KOMMIeKTi 3 1
nonepeaHbLO
HarnoBHEHNM
LUMPULIOM 3
PO34MHHMKOM (BOAA
Ans iH'exuiii) no 5 mn
(3 mapkyBaHHsiM 4,0
M/ Ta 06 €MOM
HanoBHEHHS 4,2 M),
1 apgantepom gnsa
donakoHa, 1 rosikoto
Ons BBeeHHA Ta 1
CTepXHeM NopLUHA (3
MapKyBaHHSAM
aHrNiNCcbLKO MOBOHD)
B KapTOHHIiA ynakoBsL,i
319. PIPMAIOH NMOPOLLIOK A/151 PO3YNHY deppiHr LLIBeliyapi deppiHr M'mbX, HimevuunHa/ BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3a UA/10182/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ANs iH'exuin no 120 IHTEpHeLUH a HimeuunHa Yecbka 3MiHM | TURy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
Mr; 2 doiakoHu 3 n CeHTtep (BUPOBHWK Pecny6nika | Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHU BHECEHI B
NMOPOLLKOM Y CA roTOBOroO TEKCT MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby
KOMMNIekTi 3 2 NPOAYKTY, LLOA0 3a3HaYeHHS MDKHapOAHMX NO3HaYeHb
nonepegHbL0 BiANOBIgabHUIA OAVHWLb BUMIPIOBAHHSA. BHECeHHS 3MiH 10 po3ainy
HanoBHeEHUMN 3a nepBuHHe «MapkyBaHHs» MKSA J13; 3anponoHoBaHO: po3ain
wnpuuamm 3 nakyBaHHs, «MapkyBaHHS». 3rifjHO 3aTBEPL)KEHOr0 TEKCTY
PO34MHHKKOM (BOAA KOHTPO/b SKOCTI MapKyBaHHS. TepMiH BBEA,EHHS 3MiH NPOTAroM 6
Ans iH'exuin) no 5 mn Ta Bunyck cepii); MicsILiB Nicns 3aTBEPAYKEHHS
(3 mapkyBaHHsaM 3,0 deppiHr-/leunsa,
M1 Ta 06 €eMOM a.c., Yecbka
HarnoBHeHHs 3,0 M), Pecny6nika
2 aganTepamu ans (BignoBiganbHuiA
hNakoHiB, 2 rosikammu 3a BTOPUHHE
[ONs BBEEHHA Ta 2 nakyBaHHs)
CTEPXHAMM NOPLUHSA B
KapTOHHI ynakoBLi; 2
h1aKoHM 3 NMOPOLLKOM
Y KOMMNJIEeKTi 3 2
nonepeaHbLO
HarnoBHEHNMMN
wnpuuamm 3
PO34MHHKKOM (BOAA
ONs iH'exuin) no 5 mn
(3 mapkyBaHHsaM 3,0
M1 Ta 06 €eMOM
HanoBHeHHs 3,0 mn),
2 aflantepamu 415
hNakoHiB, 2 rosikammu
ONA BBeAEeHHA Ta 2
CTEPXHAMM NOPLUHSA (3
MapKyBaHHSAM
AHIICbKOK MOBOIO)
B KQPTOHHIi1 ynakoBLi
320. PITOBEHE® renb A1 30BHiLLHBLOrO MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3922/01/01
3acTocyBaHHA no 20 r "®ITODAP "®ITOPAPM" 3MiHV | TUNY - BHECEHHS 3MiH [0 pO34iny peyenma
abo no 40 r, abo no M «MapkyBaHHs» MKA J13: 3anponoHOBaHO: 3rifHO
100 r y Ty6i, no 1 Ty6i 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
y nayui 3 KapToHy 3MiHV BHECEHI B TEKCT MapKyBaHHS YNaKOBKM
NiKapCcbKoro 3acoby LLoA0 3a3Ha4eHHs
MiKHaPOAHUX NO3HAYeHb OAUHULL BUMIPIOBaHHS.
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHS.
321. ®ITOHEPPO/1 36ip no 50 r y naykax MpAT YkpaiHa MpAT "NikTpasun” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 6e3 UA/14132/01/01

3 BHYTPILLHIM "NikTpasmn" 3MiHM | TRy - 3MiHK WoA0 6e3nekn/ePeKTUBHOCTI peuyenma

naketom; no1,5ry
inbTp-nakeTi, no 20

Ta hapmakoHarnsagy (iHwWi 3mMiHW) - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” B MKA /13:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
hinbTp-nakeTiB y 3anponoHoBaHo: MAPKYBAHHSA Y BignoBigHocCTi 3
nayui, no 1,5ry 3aTBEPAKEHNM TEKCTOM MapKyBaHHS. 3MiHU
inbTp-nakeTi, no 20 BHECEHi B TEKCT MapKyBaHHS YNakOBKW MiKapCbKOro
hinbTp-nakeTiB y 3ac00y WoA0 3a3HaYeHHSA MiXXHApPOAHVX NO3HAYEeHb
naJui 3 BHYTPILLHIM OAVHWLb BUMIPIOBAHHSA. BBEEHHS 3MiH NPOTAroM
nakeTom 6-TV MicALiB NiCNA 3aTBEPLKEHHS
322. ®PJIEMOK/AB Tabnetku, Wo AcTtennac HigepnaH Actennac ®apma HigepnaHg, BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/4458/01/04
CO/MIOTAB® aucnepryoTtbes, no Papma on tOpon b. B. " 3MiHK || TUNy - 3MiHK BHECEHI A0 IHCTPYKUIT Ansa peyernmom
875 mr/125 mr, no 7 tOpon B.B. MeMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao
Tabnetok y 6nictepi; po3gainy "Mo6iuHi peakwyii”.
no 2 6nictepn 'y BBefeHHA 3MiH NpoTArom 6 micswis nicns
KapTOHHI nayui 3aTBEpPKEHHSA
323. ®JIEMOK/IAB Tabnetku, Wo AcTtennac HigepnaH Actennac ®apma HigepnaHg BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4458/01/01
CO/NIOTAB® avcneprytotbes, 125 Papma an lOpon B. B. 7 3MiHUM Il TUNY - 3MiHW BHECEHI A0 IHCTPYKLIT AnA peyenmom
mr/31,25 mr no 4 tOpon B.B. MeAMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby o
Tabnetkn y 6nictepi; po3gainy "MobiuHi peakwii”.
no 5 6nictepis y BeefeHHsA 3MiH npoTarom 6 mMicauis nicns
KapPTOHHIn KOpooL,ji 3aTBEPAKEHHS
324. ®JIEMOK/IAB Tabnetku, Wo AcTtennac HigepnaH Actennac ®apma HigepnaHg, BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4458/01/02
CO/NIOTAB® avcneprytotbcs, 250 Papma an lOpon bB. B. " 3MiHW Il TUNY - 3MiHM BHECEHI A0 IHCTPYKLiT AnA peyenmom
mr/62,5 mr no 4 tOpon B.B. MeZMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
Tabnetku y 6nictepi; po3ziny "Mo6iyHi peakuii”.
no 5 6nictepis y BBefeHHs 3MiH npoTarom 6 micsAuis nicas
KapTOHHI Kopo6Lyi 3aTBEPIKEHHS
325. ®JIEMOK/NAB Tabnetky, LWo Actennac Hinepnax Actennac Papma HigepnaHg, BHECEHHS 3MiH [0 peecTpayiiiHnx maTepianis: 3a UA/4458/01/03
CO/NIIOTAB® avcneprytotbcs, 500 Papma an tOpon B. B. n 3MiHW Il TMNY - 3MiHM BHECEHI A0 IHCTPYKLiT Ans peyenmom
mr/125 mr no 4 tOpon B.B. MeZMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
Tabnetkn y 6nicrepi; po3ziny "Mo6iuHi peakuii™.
no 5 6nictepis y BBegeHHs 3MiH npoTarom 6 micsAuis nicas
KapTOHHI Kopo6Lyi 3aTBEPIKEHHS
326. ®JIOPASIA, MOPOLLOK A1 PO3UNHY AHaHTa Benuvka Csicc IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/17125/01/02
AnsiHekuinno 2ry Megikeap BputaHis MepeHTepanc 3MiHM | TUny - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
hnakoHax Nel nra. nra. Ta papmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
00 po3giny «MapkyBaHHsA» MKA N13:
3anponoHoBaHo: MAPKYBAHHSA. Bignosigae
3aTBEPMKEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW fikapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalii LLOAO 3a3HaYEHHS OAUHULb
BMMIpIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
NPOTArom 3-X MicALB Nic/a 3aTBEPAXKEHHS
327. P/IOPASIA, MOPOLUOK A1 PO3UNHY AHaHTa Benvka Csicc IHgis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/17125/01/01
ONsiiHekuimnolry Megikeap BputaHis [NepeHTepanc 3MiHM | TMNY - 3MiHKM Woa0 6e3nekn/edpeKTUBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thnakoHax Nel nrp. nra. Ta cpapmakoHarnsagy (iHwi 3mMiHn) - BHECEHHS 3MiH
[0 po3gainy «MapkyBaHHsA» MKA N13:
3anponoHoBaHo: MAPKYBAHHSA. Bignosigae
3aTBEPMKEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
BHECEHHAM iHthopmalLii LLOAO 3a3HAYEHHS OAUHULB
BMMIpIOBaHHS y cuctemi Sl. BBeeHHS 3MiH
NPOTArom 3-X MicALiB Nic/a 3aTBEPAXKEHHS
328. POCPOMILUNH | rpaHynu ans My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/17681/01/01
OP&/TLHOIO PO3UNHY akuioHepHe akuioHepHe 3MiHn | TURYy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
no3r,no8r TOBapUCTBO TOBapUCTBO Ta hapmakoHarnsgy. 3miHa y KopoTkili
npenaparty (3 r gitoyoi | “"Ximdpapm3 "Ximchapmsasos XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
pevoBUHM) y calle; no aBof, "YepsoHa 3ipka" MapKyBaHHA Ta IHCTPYKLii 418 MegUYHOro
1 abo 2 cawe y nayui "UepBoHa 3acTOCyBaHHSA Ha niacTasi perynspHo
3 KapToHY 3ipka” OHOB/IIOBAHOrO 3BITY 3 6e3neky NikapcbKoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeeHVX BifnoBigHO 40 NnaHy negiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHO [0 IHCTPYKLIi 415 MefnMyHOoro
3acToCyBaHHA NikapcbKoro 3acoby y po3ginu:
"MokasaHHs" (a came BUyYEHHS MOKa3aHHSA
"JlikyBaHHS1 TOCTPUX HeyCKIaAHEHNX IHAheKLi
HVDKHIX CEYOBUBIAHMX LUNSAXIB, CIPUYNHEHNX
YyyTAMBMMU 80 hochOMILMHY MiKpoopraHiamamu, y
yonogikie", "Croci6b 3acTtocyBaHHs Ta 03n"
(iHcbopmavuisa 3 6e3neku), "LiTn" (iHdhopmauis 3
6e3neku) BIANOBIAHO A0 OHOBMEHOI iHopMmaLi 3
6e3nekun Aityoi pevyoBUHN.
329. DPENM® Tabnetkn no 5 mrin AT YkpaiHa PonTic Xennac Ipeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/16653/01/01
bulk: no 10 Tabnetok "dpapmak” Megikan eHpg, 3MiHK | TUNy - AGMIHICTpaTVBHI 3MiHK. 3MiHa
y bnictepax, no 1680 PapmacboTikas HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BnacHuKa
6nictepiB y Kopobui Mpogaktc C.A. peecTpavLiiiHoro NocBigYeHHs!) - 3MiHa
HaliMeHyBaHHs Ta agpecu 3asBHuka (BeefeHHs
3MiH NPOTAroM 6-TV MicALIB NiC/A 3aTBEPAKEHHS)
330. DOPENM® Tabnetkv no 10 mrin AT YkpaiHa PoHTic Xennac pevis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: - UA/16653/01/02
bulk: no 10 Tabnetok "®apmak” Megikan eHg, 3MiHM | TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa
y 6nictepax, no 1680 PapmacbloTikas HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
6nictepiB y Kopobui Mpogaktc C.A. peecTpavLiiiHoro NocBigYeHHs!) - 3MiHa
HaliMeHyBaHHs Ta agpecu 3asBHuka (BeefeHHs
3MiH NPOTAroM 6-TW MiCALIB Nic/A 3aTBePAKEHHS)
331. PPEMM® Tabnetkn no 15 mr in AT YkpaiHa PonTic Xennac Ipeuis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/16653/01/03
bulk: no 10 Tabnetok "®apmak" Megikan eHg, 3MiHM | TUMy - AAMIHICTPaTVBHI 3MiHU. 3MiHa

y 6nictepax, no 1680
6nicTepis y kopobui

dapmacbloTikasn
Mpogaktc C.A.

HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
peecTpaLiiiHoro NocBig4YeHHs!) - 3MiHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HaliMeHyBaHHs Ta agpecu 3asBHuka (BeefeHHs
3MiH NPOTAroM 6-TM MicALIB Nic/A 3aTBEPAKEHHS)
332. PPEMM® Tabnetkn no 30 Mr in AT Ykpaina PonTic Xennac Ipeuis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/16653/01/04
bulk: no 10 Tabnetok "papmak” Megikan eHpg, 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa
y 6nictepax, no 1344 dapmacbloTikan HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
6nicTepu y kopobui Mpopgaktc C.A. peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
HaliMeHyBaHHs Ta agpecu 3asBHuka (BeefeHHs
3MiH NPOTAroM 6-TM MICALIB NiC/AA 3aTBEPAXKEHHS)
333. PTOPOKOPT® Masb, I mr/rno15r BAT YropwumHa BAT "leneoH YropumHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/7093/01/01
masi y Ty6i; no 1 Ty6i "l'epeoH PixTep" 3MiHM | TUNY - BHECEHHS 3MiH [0 po3Ainy peuenmom
B KapTOHHIi Kopo6Lyi PixTep" “MapkyBaHHa" MKA /13" 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAXKEHOro TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKU NMiKapCbKOro 3acoby LoA0 3a3HauYeHHs
MDKHapPOAHUX NO3HAYeHb O4UHULL BUMIPIOBaHHS.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS
334. OYNBEMXEKT | po3uunH NS iH exuin, EnEnCi Ipysis K.T. Pomchapm PymyHis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/17896/01/01
250 mr/5Mnno 5 mny Pomdapm Komnani C.P.J1. 3MiHK | TNy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI peuenmom
wnpuui Ta 6nictepi, Komnai Ta hapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHSA
no 2 6nictepa i3 xoppxusa TEKCTy MapKyBaHHS yNakoBK/ NiKapCcbKoro 3acoby 3
LUMPWLIOM Ta 2 FONKN B BHECEHHSAM iHdhopMaLlii LWLOoAO 3a3HaYeHHS OAUHULb
KapTOHHIN navui BMMIpPIOBaHHS y cuctemi Sl. BBefieHHs 3MiH
NpOTSArom 6-X MicsLiB Nic/ia 3aTBepAKEHHS
335. PYPAAOHIH Tabnetku no 100 wmr; AT Nartsis AT "OnaitHchapm" NatBis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3787/01/01
no 10 TabneTok y "OnaiHdap 3MiHM | TUMy - 3MiHa KOHTaKTHOT 0co6M peyenmom
6nicTepi; no 2 m" YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBiganbHOT
6nicTepy B KApPTOHHIi 3a (papmakoHarnsg, B Ykpaini. [itoua pefakuis:
nauui IBaHHa Ococ. NponoHoBaHa peaakuis: Mpuckoka
AHApili. 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0co6u
YNOBHOBA&XEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI
3a papmakoHarnsg B YkpaiHi
336. ®YPA3ONIAOH | Tabnetkn no 0,05 r no MAT YkpaiHa MAT "MoHchapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3834/01/01
20 TabneTtok y "MoHdapm" 3MiHKM | TURy - 3MiHK WoAo 6e3nekn/ePeKTUBHOCTI peuenmom
6nicTepi; no 1 a6o 5, Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS 3MiH
abo 10 6nicTepiB y [0 po3ainy «MapkyBaHHs» MKA N3:
nauti 3 KapToHy 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA. 3MiHV BHECEHI
B TEKCT MapKyBaHHS YNakoBKW /ikapcbKkoro 3acoby
00 3a3HaYEHHSI MDKHAPOAHMX NO3HaYeHb
OAVHULb BMMIpIOBaHHS. BBEAEHHS 3MiH NPOTArom
6-Tn MicALiB NicNsA 3aTBEPIKEHHSA
337. XENMNEKC® MOPOLLIOK AN TOB "Mosi YkpaiHa Annekc ®apma LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/15354/01/01
AHTUKONA, OpasIbHOro PO3YNHY 3 Xenc" CA 3MiHuM | TUny - nogaHHsA HoBoro CEP (R1-CEP 1995- peyenma
HEO JIMMOHH/M CMaKoM; 050-Rev 04) ons A®Il napauetamony Bif HOBOrO

no 4 r NopoLLKy B

BMPOGHUKa (fonoBHeHHs) ATabi Kivas CiHai Be
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

calue; no 10 cawe y
KapTOHHI naywi

TikapeT A.L., Typuis /Atabay Kimya Sanayi Ve
Ticaret A.S., Turkey; 3MiHW | TUNY - BUSTYYEHHS
aNbTepHaTMBHOIO BUpo6HMKa APl napauetamony -
Manninkpoar IHk., CLUA (Mallinckrodt Inc., USA);
3MiHu | TUNy - nogaHHs Hosoro CEP (R1-CEP 2002
-020-Rev 07) gna A®| napavuetamony Big HOBOro
BMPOGHMKA (BONOBHEHHS) PapmacoH
dapwmacstoTikan MN'ygpkapart Mer. /it4,,
IHgis/Farmason Pharmaceutical Gujarat Pvt. Ltd.,
India; 3miHu | TMNy - NoAaHHA OHOB/IEHOTO
ceptugpikaty CEP (R1-CEP 2000-144-Rev 05) Big,
yXe 3aTBepkeHoro BMpo6Huka Lpi KpiwHa
dapwmacbtoTtikanc Nimites, IHgis/ Sri Krishna
Pharmaceuticals Limited, India ans A®l
napaueTamosy; 3MiHu | TUny - BUTyYeHHS
anbTepHaTUBHOro BUpo6Huka APl cheHinedpuHy
rigpoxnopuay - Aisic Jlabopatopis Nimiteq, IHais/
Divi's Labomtories Limited, India; 3miHn | Tuny -
nogaHHa oHosneHoro cepTudpikaty CEP (R1-CEP
2003-179-Rev 03) Bif yxe 3aTBepAKeHoro
BMpOGHMKa Mannagi [iparc eHg ®apmacbioTikan3
Nimiten tOHIT-3, IHais/Malladi Drugs &
Pharmaceutical Limited Unit-3, India gna A®l
heHinedpuHy rigpoxnopuay; 3miiu Il Tuny -
BBE/EHHS a/IbTEPHATNBHOTO BUPOOHUKa Ad|
nesoueTUpu3nHy aurigpoxnopugy - Cimeg, /labe
Nimiten (FOHIT-11), IHAis/Symed Labs Limited (Unit-
1), India

338.

XEJ/MMEKC®
AHTUKONA
HEO

MOPOLLIOK AN
OPa/ILHOTO PO3YNHY 3
M&/IMHOBUM CMaKoM
no 4 r NopoLLKy B
cawe; no 10 cawe y
KapTOHHI/ navwi

TOB "MoBi
Xenc"

YkpaiHa

Annekc dapma
CA

LLIBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - nogaHHa Hosoro CEP (R1-CEP 1995-
050-Rev 04) gnsa A®Il napauetamony Bif HOBOrO
BMpOOHUKa (fonoBHeHHA) ATabi Kivas CiHal Be
Tikapet A.L., Typuisa /Atabay Kimya Sanayi Ve
Ticaret A.S., Turkey; 3miHW | TUNY - BUSTYYEHHSA
anbTepHaTMBHOIO BUpo6HMKa APl napauetamony -
Manninkpoar IHk., CLUA (Mallinckrodt Inc., USA);
3MiHu | TNy - nogaHHsa Hosoro CEP (R1-CEP 2002
-020-Rev 07) ana A®| napaveramony Big HOBOro
BMPOGHMKA (JONOBHEHHS) PapmacoH
dapmacstoTikan MN'ygpkapar Mer. ita,,
IHais/Farmason Pharmaceutical Gujarat Pvt. Ltd.,
India; 3miHun | TMNy - NogaHHA OHOBMIEHOrO
ceptugpikaty CEP (R1-CEP 2000-144-Rev 05) Big,
yXe 3aTBepKeHoro BupobHuka Lpi KpiwHa
dapmacbtoTikanc Nimiteg, IHgia/ Sri Krishna
Pharmaceuticals Limited, India ans A®I
napaueTtamony; 3MiHu | TUny - BUyYEHHS
aflbTepHaTUBHOro BUpo6Huka APl doeHinedpuHy

6e3
peuyenma

UA/15355/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

rigpoxnopugy - Aisic Slabopatopis Nimitea, IHgis/
Divi's Labomtories Limited, India; 3miHu | Tuny -
nogaHHs oHosneHoro ceptudikaty CEP (R1-CEP
2003-179-Rev 03) Big yXe 3aTBEpAKEHOIO
BUpO6HMKa Mannagi [parc eHg dapmacbioTikan3s
Nimiteq tOHIT-3, IHais/Malladi Drugs &
Pharmaceutical Limited Unit-3, India ans A®l
dheHinedpuHy rigpoxnopuay; 3miHu Il Tuny -
BBE/EHHSA a/IbTEPHATVBHOTO BUPOOHUKa Ad|
neBouUeTUpU3uHY aurigpoxnopugy - Cimeq /laée
Nimiten (FOHIT-11), IHAis/Symed Labs Limited (Unit-
1), India

339.

LENb T

TabneTku, no 50
Tabnetok y
KOHTeWHepi
noninponisieHoBoMy,
no 1 KoHTeliHepy y
KOpOOLi 3 KAPTOHY

Bionoriwe
Xannbmitte
Nb Xeenb
vmeX

HimeuunH
a

Bionoriwe
Xanbmitrenb
Xeenb MM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHM | TUNY - BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHA" B MKA J13; 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHo [0 3aTBepaKeHOoro
TEKCTY MapKyBaHHs1. OHOBMEHHS TEKCTY
MapKyBaHHS yMakoBKU NiKapcbKoro 3acoby 3
BHECEHHAM iHdhopMaLii LWoA0 3a3Ha4YeHHs OAMHULb
BMMIpIOBaHHA y cucteMi Sl. BBeAeHHs 3MiH
NpoTArom 6-Tn MiCALB MiCNs 3aTBEPAKEHHS

6e3
peyenma

UA/0020/02/01

340.

LENb T

masb no 50 ry Ty6i;
no 1 Ty6i B kopobu;i 3
KapTOHY

Bionoriwe
Xannbmitre
b Xeesb
rmeX

HimeyunH
a

Bionoriwe
Xanbmitrenb
Xeenb MTM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHA" MKSA J13; 3anponoHoBaHo:

MAPKYBAHHSA BignosigHo [0 3aTBepaKEHOr0
TEKCTYy MapkyBaHHsA. OHOBJ/IEHHSA TEKCTY

MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl. BBefieHHsA 3MiH
NpoTSArom 6-T MiCSILiB MicAsi 3aTBEPAKEHHS

6e3
peyenma

UA/0020/03/01

341.

LE®PEMIM
AHAHTA

MOPOLLIOK A5 PO3UNHY
anain'ekuimnolry
dhnakoHax Nel

AHaHTa
Megikeap
nra.

Benvka
BputaHis

Csicc
MNepeHTepavic it

IHais

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

0o po3ainy «MapkyBaHHsA» MKA N13 :
3anponoHosaHo: MAPKYBAHHSA. Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHs. 3MiHN
BHECEHi B TEKCT MapKyBaHHA yNakoBKM /liKapCbKOro
3aco0y o0 3a3Ha4YeHHA MiXXHapPO4HMX NO3HaYeHb
OANHULIb BUMIPIOBAHHS. BBEIEHHSA 3MiH MPOTAroM
3-x micsLiB nicns 3aTBEPKEHHS

3a
peyenmom

UA/16849/01/01

342.

LE®ENIM
AHAHTA

MOPOLLIOK A5 PO3UNHY
ans iH'ekuii no 2 ry
hnakoHax Nel

AHaHTa
Megikeap
nra.

Benuka
BputaHis

Csicc
MNepeHTepasic
nra.

IHgis

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

[0 po3giny «MapkyBaHHs» MKA /13 :
3anponoHoBaHo: MAPKYBAHHS. Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHs. 3MiHu

3a
peyerimom

UA/16849/01/02




180

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BHECEHI B TEKCT MapKyBaHHS yNakoBKM /liKapCbKOro
3aco0y LWoA0 3a3Ha4YeHHA MiXXHApPOAHMX NO3HAaYeHb
OAVHULb BMMIpOBaHHS. BBEAEHHS 3MiH NPOTArom
3-X MicsLiB nicns 3aTBEpAKEHHS
343. LE®POBOLUNA MOPOLLOK A1 PO3UNHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9239/01/01
Ans iH'ekuii no 1 r no akujioHepHe akujioHepHe 3MiHV | TUMY - OHOBMIEHHS TEKCTY MapKyBaHHs peyenmom
1 dpnakoHy 3 TOBapUCTBO TOBapUCTBO yNakoBKN NiKapCbKOro 3acoby 3 BHECEHHAM
nopoLukom; no 1 "HaykoBo- "HaykoBo- iHhopMaLiT LLoA0 3a3HAYEHHS OANHULb
ch1akoHy 3 NOPOLLKOM BMPOBHUYN BMPOGHNYNIA BMMIipIOBaHHA Y cuctemi Sl. BHeceHHs 3MiH Ao
y nauyui 3 kapToHy; No 1 LUeHTp LeHTp po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
5 thnakoHis 3 "BopLuarisc "BopLuariBcbKuii MapkyBaHHs. BignosigHO 40 3aTBEPKEHOIO
MOPOLLKOM Y KaceTi; bKWA XiMiKO- Ximiko- TEKCTY MapKyBaHHs yNnakoBkn. TepMiH BBEAEHHS
no 1 kacetiy naHeni 3 | hapmauesT hapmaLeBTUUHNI 3MiH NPOTAroM 6 MiCALIB NicNa 3aTBePAKEHHS
KapToHy NYHWIA 3asofg"
3asofa”
344. LE®PTPUAKCO NMOPOLUOK A1 PO3UNHY MpusatHe YkpaiHa BMPOGHMLITBO Ta Ykpaina/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17943/01/02
H 1000 ansiH'ekyiinolr, 1 akujoHepHe nepsuHHe KnTaiicbka 3MiHV | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BW peyenmom
dhnakoH Ta 1 amnyna TOBapuCTBO nakyBaHHs HapogHa NiKapCbKOro 3acoby - 3MiHW BHECEHI 00 Ha3Bu
3 PO3YMHHUKOM "Jlekxim- PO3UYMHHNKIB; Pecny6nika N3. 3atBepaxeHo: LE®TPUAKCOH KOMBI
(nigokaiH, po3uuH ans Xapkis" BTOpPVHHE (CEFTRIAXONE COMBI) 3anponoHoBaHo:
iH'ekujin, 10 mr/ma no nakyBaHHs1, LIE®TPMAKCOH 500 (CEFTRIAXONE 500)
3,5 mn B amnyni) y KOHTPO/b Ta LE®PTPNAKCOH 1000 (CEFTRIAXONE 1000)
6nicTepi, no 1 BUNYCK cepii BeefeHHA 3MiH npoTarom 3 micAuis nicns
6nictepy y nauuyi; 1 roTOBOrO 3aTBEPAKEHHS
(h1aKoH 3 MOPOLLKOM niKkapcbkoro
Ta 1 amnyna 3 3acoby:
PO34MHHMKOM (BOAa MpusatHe
Ans iH'ekuii no 10 mn akuioHepHe
B amnyni) y 6nictepi; TOBapucTBo
no 1 6nictepy y nauui "JlekxiMm-XapkiB",
YkpaiHa,;
BMPOOHULITBO Ta
nepBuHHe
nakyBaHHs
MOPOLLIKY:
PetoHr
PapmacboTuKa
Ko., NIT4.,
KnTaiicbka
HapogHa
Pecny6nika
345. LE®TPUAKCO | mopoLIOK A/15 pO3UMHY MpuBaTHe YkpaiHa BMPOGHULITBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/17943/01/01
H 500 ans iH'ekuii no 0,5, akuioHepHe nepBuHHe KuTalicbka 3MiHuM | TUNy - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK peuenmom
1 a6o 10 a6o 50 TOBapUCTBO nakyBaHHs HapogHa NiKapCbKOro 3acoby - 3MiHN BHECEHI LL0A0 Ha3BK
(h/1aKOHIB 3 MOPOLLKOM "Nekxim- PO3YMHHVIKIB; Pecny6nika N3. 3arBepaxeHo: LEGTPUNAKCOH KOMBI
y nauyui; 1 cdonakoH 3 Xapkis" BTOPUHHE (CEFTRIAXONE COMBI) 3anponoHoBaHo:
nopowkom t1a 1 nakyBaHHs, LIE®GTPVNAKCOH 500 (CEFTRIAXONE 500)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
amnyna 3 KOHTPO/b Ta LIE®TPUAKCOH 1000 (CEFTRIAXONE 1000)
PO34YMHHMKOM (BOAA BUNycK cepii BBefeHHA 3MiH NpoTsArom 3 Micsiwis nicns
Ans iH'ekuii no 5 mn B roToBOro 3aTBepKEHHSA
amnyni) y 6nictepi; no nikapcbKoro
1 6nicTepy B nauui 3acoby:
MpusatHe
akujioHepHe
TOBapUCTBO
"NlekxiMm-Xapkis",
YkpaiHa,;
BMPOBGHULTBO Ta
nepBuHHE
nakyBaHHS
MOPOLLIKY:
PetoHr
dapmacboTuKa
Ko., N114,.,
KuTalicbka
HapogHa
Pecny6nika
346. LE®YAAP MOPOLLIOK A1 PO3UMHY AAP CnonyyeH 3eiicc IHAjis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/17539/01/01
0.750r ONs iH'exuUin no 750 DAPMA e dapmac'toTikenc TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom
mr, no 1 a6o 10 nTa Koponisct MeT. N14. 23.07.2015 Ne 460) - TeXHIYHY NOMUSIKY
h1aKoHIB y KapTOHHIi BO BMMNpPaB/IEHO B iHCTPYKL,i 415 MegNyYHOro
KOpo6Li 3acTocyBaHHSA /13 W00 HaNMCaHHS Ha3BK
npenapary aHrniicbKol MOBOHO; 3anNponoHOBaHO:
(CEFUAAR 0,750 gm). 3a3HaueHe BUMPaBNeHHS
BiANOBIAa€e MaTepiaiaMm peecTpayiiHoro AoCLEe
347. LE®YAAP 1.5T | nopoLloK AN po3ynHy AAP CnonyueH 3elicc IHAis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/17487/01/01
ONs i1 ekyin no 1500 DAPMA e dapmac’toTikesnc TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peuyenmom
mr, no 1 a6o 10 nTa Koponisct MeT. N14. 23.07.2015 Ne 460) - TeXHIYHY NOMUSIKY
dh1aKoHIB Y KapTOHHIiA BO BMMNpPaB/IEHO B IHCTPYKL,i 415 MeANUYHOro
KOpo6Li 3aCTOCyBaHHS LLIOAO HanNMcaHHA Ha3Bw npenapary
aHrnincoLKko MoBOLD; 3anponoHoBaHo: (CEFUAAR
1.5 gm). 3a3HaueHe BUNpaB/eHHs Bignosifae
MartepiasiaM peecTpauiiHoro Aocbe
348. LUMHATPONUN kancynu Teepai, 400 ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3918/01/01
®-340POB'A mr/25 mr no 10 kancyn 03 06MeXeHo 3MiHM | TUny - 3MiHK Woao 6e3nekn/eteKTUBHOCTI peyenmom
y 6nicTepi; no 3 abo 0bMexeHo BiAMNOBIAA/TbHICTIO Ta dhapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS
no 6 6nictepis y 0 "®apmaLeBTnyHa TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
KOpoo6Li signosigan KoMnaHis BHECEHHSAM iH(hopMmalLii LLOAO 3a3HAYEHHS OfUHULD
BHICTIO "3popos'a” BMMIipIOBaHHSA y cuctemi Sl. BHeceHHs 3miH o
"®apmaves po3ainy “MapkyBaHHs” MKA /13: 3anponoHoBaHo:
TUYHa MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOrO
KomnaHis TEKCTy MapKyBaHHS. BBefjleHHA 3MiH MPOTAroM 6-Tu

"3popos'a”

MicALiB Nicnsa 3aTBepAKeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
349. LVWHKOBA ma3b 10 %, no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/6626/01/01
MA3b KOHTelHepax; no 20 ®PapmaueBT dapmaLeBThyHa 3MiHU | TUNY - BHECEHHA 3MiH A0 peyenma
a6o no 30 r y Ty6ax; NyHa habpuka "Biona" Cneuudpikanii/MeTogiB KOHTPO/IHO AKOCTI
no20a6ono30ry thabpuka NiKapcbKoro 3aco6y 3a NnokasHuKammu
Ty6i; no 1 Ty6i B nauui "Biona" «lgeHTudikauis», «Onunc», «pH», «OgHOPIAHICTL
3 KapToHYy Masi», «Po3mip yacTuHok», «MikpobionoriyHa
yncToTa», a caMe 3aMiHa nocunadb 3 AdY 1.0 Ha
«fiody pegakuito» APY; 3MiHU | TUMY - OHOBNEHHSA
TEKCTY MapKyBaHHS YNakoBK/ NiKapCbKoro 3acooy 3
BHECEHHSAM iHthopMalii LLoAo 3a3HaYEHHS OAUHULbB
BMMIpIOBaHHA y cuctemi Sl. 3amiHa rpadivyHoro
0octhopMNEHHSA NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHSA ynakoBOK 3 BifMOBIAHNMMU
3MiHamu fo po3ainis MKA N13 (po3gin «IpadiyHe
0hOPMIEHHST YNAKOBKM» 3aMiHEHO PO34ifIoM
«MapkyBaHHs»( BignosigHo o 3aTBepaXeHoro
TEeKCTY MapKyBaHHs1)). BBejeHHS 3MiH NpoTAroM 6-
TN MiCALB NiCNs 3aTBEPAKEHHS.
3MiHM | TURy - nogaHHsa HoBoro CepTudikarty
BiAnNoBigHOCTI EBponeiickbkilt hapmakonei R1-CEP
2012-347-Rev 00 gns Ajro4oi pevyoBUHMN LIMHKY
okcuay Big, HoBOro BUpobHnka EVERZINC
NEDERLAND B.V., HigepnaHau: 3anponoHoBaHo:
1. Shandong Haihua Jinzhong Zinc Co., Ltd, Kutaii
2. China Jiangsu Medicines & Health Products
Import & Export Group Corporation, Kutaii 3.
EVERZINC NEDERLAND B.V., Higepnangu
350. LUMNPANEKC TabneTku, BKpUTI TNynpbek [aHis EypodpiHC [JaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8760/01/01
NAiBKOBOO Ekcnopt Biochapma 3MiHKM | TURy - 3MiHW WoAo 6e3nekn/ePeKTUBHOCTI peuenmom
06010HKO0, No 10 wmr, AIC Mpopakt TecTiHr Ta hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
no 14 TabneTtok y [Jenmapk A/C, TEKCTY MapKyBaHHS ynakoBKW flikapCbKoro 3acoby 3
6nictepi; no 2 [JaHis BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEHHS OANHUL
6nicTepy B KAPTOHHIi (BunpobyBaHHs 3a BMMiptOBaHHA y cuctemi Sl
KOpo6Li MOKa3HNKOM
"Mikpob6ionoriyHa
unctota’); X.
Nynpbek A/C,
[JaHis
(BMpPOGHMLTBO
Hepo3acoBaHor
0 NPOAYKTY,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BWMYCK Cepiii)
351. LUMNPAMIN TabneTku, BKpUTI NyHp6ek [aHis EypodpiHc [JaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2210/01/02
nAiBKOBOO Ekcnopt Biochapma 3MiHK | TNy - 3MiHW Woao 6e3nekn/epeKTUBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
060n0Hkoto, no 20 mr AIC Mpopakt TecTiHr Ta dhapmakoHarnsgy (iHwi 3MiHU) - OHOB/IEHHSA
no 14 Tabnetok y [Jenmapk A/C, TEKCTY MapKyBaHHS ynakoBKW fikapCbKoro 3acoby 3
6nicTepi; no 2 [JaHis BHECEHHAM iH(hopmalLii LLOAO 3a3HAYEHHS OAUHULD
6nicTepy B KAPTOHHIi (BunpobyBaHHs 3a BMMIiplOBaHHSA y cuctemi Sl
KopooLi NOKa3HNKOM
"Mikpo6ionoriyHa
ymctoTa"); X.
NyHp6ek A/IC,
[JaHis
(BUpPOGHMLTBO
Hepo3dacoBaHor
O NpoAykTy ,
nepBuHHe Ta
BTOPVHHE
naxkyBaHHs,
BUNYCK cepiit)
352. LUMNPNHON® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0678/02/01
NAiBKOBOO Hoso mecTo, CrnoBeHis 3MiHM | TUMY - BHECEHHS 3MiH A0 PO34iny peyenmom
o060n0Hkot0, no 750 MecTo (BMPO6HMLTBO "in «MapkyBaHHs» MK# J13; 3anponoHoBaHo:
Mmr o 10 TabneTok y bulk", nepsrHHe MAPK/POBKA B coOTBETCTBUM C YTBEPXKAEHHLIM
6nicTepi; no 1 abo 2 Ta BTOPVHHE TEKCTOM MapkupoBku. OHOBMIEHHS TEKCTY
6nicTepy B KAPTOHHIA nakyBaHHs, MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KopooLi KOHTPONb Ta BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEHHS OANHUL
BWMYCK Cepii; BMMIpIOBaHHS y cuctemi Sl. BBeAeHHS 3MiH
KOHTpOnNb cepi'); NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOYKEHHS
HNA30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CrioBeHis
(KOHTpO/Ib cepii)
353. LUNPO®DNOKC | kpanni O4Hi Ta BYLLHI, ToBapucTs YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/4759/01/01
AUVH 3mr/Mano5wmny 03 06MeXeHOo 3MiHW | TUMY - BHECEHHSA 3MiH A0 p. «MapKyBaHHs»; peyenmom
hnakoHi; no 1 06MeXeHo BiNOBifa/IbHICTIO 3anpornoHoBaHo: BianosigHO A0 3aTBEPKEHOIO
h1akoHy B KOMM/IEKTI 0 "[locnifHnin 3aBof, TEKCTY MapKyBaHHA.
3 KPULLIKOHO- Bignosigan "THUCY, 3MiHV BHECEHI B TEKCT MapKyBaHHS YMaKOBKM
KpanenbHuLeo B bHICTIO YkpaiHa (BCi NiKapCcbKoro 3acoby LLoA0 3a3HaYeHHs
Kopob6ui; no 10 mn y "LocnigHnii cragii MiXKHapOAHMX NO3HAaYeHb OUHULb BUMIPIOBAHHS.
donakoHi; no 1 3aB0Oj, BMPOGHMLTBA, BBegeHHs 3MiH NpOTAroM 6-Tu MicAuiB nics
hNakoHy B KOMIJ/IEKTI "rHUIC" KOHTPO/1b SIKOCTI, 3aTBEPKEHHSA

3 KPULLKOHO-
KpanenbHULEeo B
KOpoo6Li

BUNYCK cepil);
ToBapucTtso 3
06MexeHo
BiANOBIAA/TIBHICTIO
"®APMEKC
rPYMN", Ykpaina
(Bci cTagji
BMPO6GHULTBA,




184

Ne

Hassa

®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/Tb AKOCTI,
BUNYyCK cepii)
354, LMCNNATUH KOHUEeHTpaT ans EBEBE AscTpis EBEBE dapma AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/0032/01/02
"EBEBE" PO34unHY ANs iHAY3ilA, dPapma lec.m.6.X. Hdor. HimeuunHa 3MiHK | TUNY - NOAAHHSA OHOB/IEHOTO cepTudikaTy peyenmom
0,5 mr/mn no 20 mn Fec.m.6.X. KI', ABCTpis BignoBigHOCTI EBponeiickbkili hapmakonei Ne R1-
(10 mr) a6o no 50 mn Hdpr.KI (noBHMIA LMKN CEP 2003-075-Rev 03 Big 3aTBEpAXEHOIO
(25 wr), abo no 100 BMPOGHMLTBA); BMpo6HUKa A®I LincnnaTvHy BUpobHMULTBa
M (50 Mr) y donakoHi; 3eiibepcpopt Heraeus Deutschland GmbH & Co. KG, HimeyuunHa
no 1 dpnakoHy B Na6op MvobX, (3aTBEpAXEHMIA cepTudikaT BiAMNOBIAHOCTI
KapTOHHI Kopo6Lyi ABCTpist €sponelicbkiin hapmakonei Ne R1-CEP 2003-075-
(TecTyBaHHs); Rev 02). BHeceHi pefakLjiiiHi npaBk1 y po3ginn
Na6op NIC CE & 3.2.S pefakuiniHoro A0Chbe Y 3B'A3Ky 3 OHOB/IEHHSAM
Ko. KT, Bepcii CEP
HimeuunHa
(TecTyBaHHs);
Mnn
Mikpo6ionoriwec
Mptochnabop
M6X, ABCTpis
(TecTyBaHHs)
355. UMCNNATUH KOHUEeHTpaT 415 EBEBE ABCTpist EBEBE dapma ABcTpisi/ BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/0032/01/01
"EBEBE" PO34unHY ANs iHQY3ilA, dapma lec.m.6.X. Hor. HimeuunHa 3MiHK | TUNY - NOAAHHSA OHOB/IEHOTO cepTudikaTy peuenmom
1 mr/mn; no 100 mn Fec.m.6.X. K, AscTpis BiANOBIAHOCTI €Bponelickkili hapmakonei Ne R1-
(100 wr) y chnakoHi; Hdor.KI (NOBHUIA LKA CEP 2003-075-Rev 03 Big, 3aTBEpAKEHOIO
no 1 cpnakoHy B BMPOGHMLTBA); BMpo6HUKa A®I LincnnaTvHy BUpobHULTBa
KapTOHHI Kopo6Lyi 3eiibepcaopt Heraeus Deutschland GmbH & Co. KG, HimeuunHa
JTabop 'v6X, (3aTBEepmKeHNIA cepTrdikaT BigNOBILHOCTI
ABCTpist €sponelicbkiin hapmakonei Ne R1-CEP 2003-075-
(TecTyBaHHs); Rev 02). BHeceHi pefakuiiiHi npaBkn y po3ginu
Nabop JIC CE & 3.2.S pefakuiiHoro fOCbE Yy 3B'13KY 3 OHOB/IEHHAM
Ko. KT, Bepcii CEP
HimeuunHa
(TecTyBaHHs);
Mnn
Mikpob6ionoriwec
Mptochrnabop
M6X, ABCTpis
(TecTyBaHHs)
356. LMCNNATUH KOHUEHTpaT Ans EBEBE ABcTpist EBEBE dapma AscTpisi/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/0032/01/01
"EBEBE" PO3UmnHY ANs iHQY3ilA, dPapma lec.m.6.X. Hor. HimeuunHa 3MiHuW | TUNY - BHECEHHS 3MiH A0 po3ainy 3.2.P.7. peuenmom
1 mr/mn; no 100 mn Fec.m.6.X. KI', ABCTpis CucTema KoHTeliHep/3aKkynoptoBasibHUiA 3aci6
(100 mr) y donakoHi; Hdpr.KI (noBHMIA LMKN marepianiB peecTpauiiiHoro Aocbe (OHOB/IEHHS,
no 1 chnakoHy B BMPOGHMLTBA); Kopekuis iHdhopMadii, a Takox afantauis
KapTOHHI Kopobuj 3elibepcopd 3a3HavyeHnx NimiTiB cneumdikadii) BHacnigok
Na6op MvbX, BHECEHHA pPefakTOPCbKNX NPaBokK
ABCTpIs
(TecTyBaHHs);

Jlabop JIC CE &
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ko. KT,
HimeuunHa
(TecTyBaHHs);
Mnn
Mikpo6ionoriwec
Mptochnabop
M6X, ABCTpis
(TecTyBaHHs)
357. LIIAHOKOBA/A | po3uvH Ans iH'ekuii, NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/7360/01/01
MIH (BITAMIH 0,5mr/Mnnolmns "Tanuudpap "Tanuugapm” 3MiHY | TUMy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii peyenmom
B12) amnyni; no 10 amnyn M" 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y npoueci

Y KOHTYpHIli
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHil
YapyHKOBIli ynakoBLji B
nauui

BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiIXXHWIA NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y NpoLeci
BMPOGHMLITBA) - BHECEHHA HE3HAYHUX 3MiH [0
po3giny 3.2.P.3. Npovec BMpo6HULTBA NiKapCbKOro
3aco0y, 30KkpemMa: BHECEHHS] HE3HAYHNX 3MiH A0
TEXHOMOTIYHOT CXeMU, ONUCY TEXHOMOTIYHOTO
npoLecy Ta KOHTPOJII0 KPUTUYHKX CTagili B NpoLeci
BMpobHuuTBa M13. (3amiHa Ha3Bu thinbTpa Ans
"TOHKOT (hinbTpayi™ Ha inbTp ANA "cTepunisyroyol
inbTpavii"; 3miHa Ha3su cTagil "Ctepunisayia” Ha
"TepmiyHa 06pobka”)

FeHepanbHUN gUpeKTop
AvpekTopaTty chapmaueBTUHHOro 3a6e3nevyeHHsA

0.0. Komapiga
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